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295" meeting of Registration Board was held on 08™- 11" June, 2020 in the Committee
Room, Drug Regulatory Authority of Pakistan, G-9/4, Islamabad. The meeting was chaired by
Dr.Obaidullah, Director, Pharmaceutical Evaluation & Registration Division, DRAP. The
meeting started with recitation of the Holy Verses.

The meeting was attended by following:-

1. Dr. Rafeeq Alam Khan, Meritorious Professor, Member
Faculty of Pharmacy, Ziauddin University, Karachi.

2. Maj.Gen. (R) Dr.Tahir Mukhtar Sayed, Member
Inspector General (Hospitals), Fauji Foundation, Rawalpindi

3. Mr. Iftikhar A.Choudhary, Member
Hospital Pharmacist, Lahore

4, Dr. Qurban Ali, Ex-Director General, Member
National Veterinary Laboratories, Islamabad

5. Dr. Amanullah Khan, Director, Member
Drugs Testing Laboratory, Quetta. Government of Balochistan

6. Dr. Muhammad Khalid Jawed, Director, Member
Drugs Testing Laboratory,Peshawar Government of Khyber Pakhtunkhwa

7. Mr. Muhammad Aslam, Deputy Draftsman-II, Member
Representative of Ministry of Law & Justice, Islamabad

8. Mr. Ghulam Mujtaba, Deputy Director (Patent) Member
Representative of IPO, Islamabad.

9. Dr. Noor-us-Saba, Director, Member
Biological Evaluation & Research Division, DRAP

10. | Mr. Abdullah, Member/
Additional Director (PE&R), DRAP. Secretary
Following members attended the meeting via video link.

11. | Lt.Gen.(R) Prof.Dr. Karamat Ahmed Karamat (HI-M, SI-M) Member
Former Surgeon General Pakistan

12. | Dr. Hafsa Karam Ellahi, Additional Director, Member

Representative of QA&LT Division, DRAP

Mr. Asif Jalil, Incharge PEC and respective Assistant Directors, presented the agenda of
PE&R Division. Director, BE&R assisted by respective Assistant Directors to present the agenda
of Biological Evaluation & Research Division. Additional Director, QA&LT was assisted by
respective Assistant Directors to present the agenda of QA & LT Division.

Mr. Ehsan Awan, Mr. Hamid Raza, Mr. Tipu Sultan Sattar, Mr. Arshad Mehmood &
Mr.Iftikhar Hussain (PPMA) and Mr. Nadeem Alamgir (Pharma Bureau) and Mr. M.Asad Malik
(PC&DA) attended the meeting as observers.

Before formal starting of the agenda, the Board was apprised about the sad demise of
Dr.Ghulam Sarwar who was august member of Registration Board for two tenures. The Board
recognized his services rendered during his tenures. The members offered Fateha and prayers for
the departed soul. May Allah bless him in eternal peace Ameen.
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Item No. I:

Confirmation of Minutes of 294" Meeting of Registration Board.

294™ meeting of Registration Board was held on 09™ April, 2020. Initially draft partial
minutes of 294™ meeting were circulated among the members of Registration Board on 11"
April, 2020. Later, complete draft minutes were circulated on 22™ April, 2020 with the request
for perusal/approval within five (05) days. None of the members disagreed the draft minutes
except Syed Adnan Rizvi, Director DTL, Govt. of Sindh, Karachi who commented on both the

partial and complete draft minutes.

The partial & complete minutes in fair, along with comments and response prepared were
submitted before Chairman Registration Board for perusal/approval. The Chairman Registration
Board after perusal of comments and response approved the partial and complete minutes. The
same were circulated to concerned divisions/sections for implementation.

The comments and response is hereby tabulated for information of Board as under: -

Commnets/Response on Partial Minutes

Comments

Response

Item No.Il Division of Pharmaceutical Evaluation &
Registration.

Item No.l: Priority approval/ registration of drugs
during COVID-19 Pandemic.

All are approved except serial No. 7, 16, 18, 19, 38,
46, 72, 90, 94, 115, 125, 137, 143, 149, 166, 168, 170,
174, 179, 180, 181, 189, 190,194, 200, 208, 217, 233,
234, 235, 237, 251, 259, 261, 263, 265, 266, 273, 293,
296, 300 and 308 are approved with change of Brand
names.

Brand names are checked before issuance of
registration letters and will be followed in these cases
as well

More important is that labelling should be in base form
instead of Hydroxychloroquine H,SO, 200mg
equivalent to 155mg base.

As labelling of plaquenil clearly mentioned that
Plaquenil (Hydroxychloroquine sulfate) tablets contain
200mg Hydroxychloroquine sulfate equivalent to
155mg base.

e The reference product Plaguenil contains
hydroxychloroquine in its “sulphate” salt form and
the numerical figure of “200” accounts for the total
guantity of hydroxychloroquine sulphate rather than
hydroxychloroguine alone.

e Equivalency statement of “200mg
Hydroxychloroquine sulfate is equivalent to 155mg
base” is an additive elaboration made in the PIL
(patient information leaflet or detailed literature),
while the product is always prescribed with the
numerical figure of 200, which accounts for the
“Hydroxychloroquine sulphate”. Also the dose
recommendations are made using the figure of 200.

¢ Hence, the equivalency of salt form to the base may
be given in the PIL (which is already conditioned to
be same as that of innovator), while for label claim
correct statement has already been mentioned.

Item No.ll: Registration-I section

Case No.1l: Opinion regarding letter of DG Health
Punjab.

This may be given one time permission as the financial
year being closed and all the firms may be given time
for registration of the larger packs if required and
registration may be given in time in public interest.

Needs no comments as deferred by Registration
Board for further deliberation

Item No. 111

Case No. 1: Any alternation, ornamenting, finishing
comes under the heading of 'manufacture’ in the Drug
Act, 1976. This permission should be given in
emergency only from the license premises having
DML with cold chain facility not at drug sale license
premises.

Needs no comments as same has been decided by
Registration Board
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Item No. IV:

Case No. 2: Novartis applied for exemption from local
testing of their product “Tablet Exforage”, containing
Valsartan, the product is imported in finished form by
the Firm.

As the policy is decided after reported carcinogenic
activity of NDMA by the registration board in 291st
meeting that, product registration holders shall ensure
and are bound to test the APIs & the finish products for
impurities, than why an exemption is considered for a
finished product to be imported into Pakistan. The
importers of finished products containing Valsartan
shall also be asked to provide analysis report of both
APIs & Finished product at the time of import for each
batch.

Either the firm ensure and give affidavit that finished
product doesn't contain the NDMA impurity and they
will test every 10th batch of finished product for the
said impurity.

As impurity of NDMA develop during formulation of
finished drug (Zantac) not during basic manufacturing
of APl may also be considered before giving
exemption of testing finished product for NDMA in
larger public health interest.

It has been established by reference regulatory
authorities that NDMA found in Valsartan is a
process related impurity generated during the API
manufacturing and is not a degradation impurity
generated during finished product manufacturing or
FPP storage, hence the amount of NDMA detected at
the API batch release level is likely to be carried out
in the Finished Product at the same level.
Accordingly, it was established by M/s Novartis that
the API Valsartan used by Novartis in formulation of
FPP has been tested and found compliant for NDMA
contents and has also undertaken that same API has
been used for manufacturing of FPPs and exported. It
is also pertinent to mention that for local
manufacturers, NDMA testing has been made
mandatory for the API only and not for the FPPs.

Unlike Valsartan, in case of Ranitidine NDMA was
present in both the finished drug product samples and
the active pharmaceutical ingredients (APISs).
Moreover the USFDA’s recent laboratory testing
results demonstrated that levels of NDMA in some
ranitidine finished drug products increase over time at
room temperature hence giving a hint that the NDMA
in Ranitidine may be a degradation impurity which
may arise in FPP during storage.

Comments/Response

on Complete Minutes

Comments

Response

Item # 11:
The word growth promoter should be removed at
Sr.No.24 in pharmacological group.

The word growth promotor is removed.

at serial # 36 the word NSAID should be incorporated
in place of anti inflammatory as Flunixin is potent
analgesic, antipyretic and anti-inflammatory.

Flunixin is categorized only as Anti-inflammatory and
Antirheumatic Products as per WHO ATC Vet Index.
Therefore, no change is required.

Serial # 42,43,45,46 contained Gentian Violet which is
carcinogenic in nature it should be removed in
composition.

Gentian violet applications are of spray dosage form
for external use and Board has considered on the basis
of evidence of already registered generic drug(s).
However, comments are taken for future strategy and
course of action keeping in view the availability in
RRA and use of said molecule in veterinary
formulation.

Serial # 46 pharmacological group may kindly be
corrected as anti biotic instead of diuretic.

Pharmacological group is already mentioned as
Antibacterial / antiseptic.

At serial # 78 is approved with change of brand name.

Brand names are checked before issuance of
registration letters & will be followed in these cases as
well

Serial # 75,76,77 & 78 approval of DPI (storied) in
general section is against the policy of 290th meeting
of registration board.

The approval of these products is as per the decision
of 290" meeting of RB wherein the Board decided
that if applied formulation includes a steroidal drug
then firm shall require separate section for “Dry
Powder Inhaler Capsule” to avoid chances of cross
contamination and the same is complete in the instant
cases.

Serial # 141, 142, 143, 144, 145, 146, 147, 159, 160,
the word expectorant should be edit beside the anti
bacterial in pharmacological group.

Case 141, 142, 143, 146 & 159 are already deferred,
S0 no action is required.

Case 144, 145 corrections done.

Case 147, 160 no expectorant is used in the
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formulation. So no action is required.

Serial # 258 the word anthelmintic with anti biotic in
pharmacological group.

Pharmacologic group is mentioned, so no action is
required.

Serial # 74 approve the registration of indigo with
innovator's specification. Manufacturer will place first
three production badges of long term stability studies
throughout proposed shelf life and on accelerated
studies for six month in the public interest at large.

The case is deferred since the applied formulation is a
subsequent generic (the innovator was first approved
in 254" meeting).

Item # 08

Case # 02

Serial # 265: | was as member in the penal, the penal
checked authenticity / geniuniousness of the stability
data. the dissolution studies were performed three trial
budges for the intervals (initial, 1,2,3 & six month) at
accelerated as well as on long term the dissolution test
were within the specification i.e. 80% (Q) in 30
minutes.

The 15 minute dissolution interval is required in
comparative dissolution studies which is already being
performed and test results complied the requirements.

The data and test results were checked by penal the
GNP certificate of APl manufactures were also shown
by the farm therefore the registration of sofosbuvir
tablets 400mg my kindly be granted to the farm.

As per decision of 293 meeting of Registration

Board.

For rapidly dissolving drug products (i.e. those

products for which the dissolution

time adopted by innovator/reference product is 15

minutes or less).

a. The firms should exactly follow the same
dissolution time as adapted by innovator /
reference product.

b. For already submitted stability studies and those
cases in which stability batches are manufactured
before 01-06-2020, wherein the dissolution testing
was performed at more than 15 minutes time
point, the firm shall perform dissolution testing at
15 minutes time point at initial and one month
time point at both accelerated and real time
stability conditions for 2 batches.

The decision of the Board is in the light of its

decision taken in 293" meeting.

Furthermore, the conclusion of the report point (2)

specifies that Valid GMP Certificate of API

Manufacturer is hereby attached for reference, while

no GMP certificate is attached with the report

therefore the case is deferred for GMP certificate.

Import & Vet I- 1l Section
Case#01: Acceptance of
manufacture out side of EU.
As Eudra GMDP data base provide GMP status of
Reference and non Reference country therefore this
exemption should not be given as the registration
board already made policy in 275" meeting approved
21 RRAs in the interest of public health, also kept the
decisionin  C.P. 3093/2019 M/s Hakimsons
Vs Federation of Pakistan and others and C.P.
3094/2019 Sindh Medical Store Vs Federation of
Pakistan and others in which exemption was not
granted by the Honorable High Court Sindh to the
petitioners.

Eudra GMDP for

Therefore, inspection exemption of
manufacturing facilities on the basis of Eudra GMDP
data base should not be given.

The GMP certificates available at Eudra GMP
database are based on the inspection reports
conducted by national competent authorities of EU
EMA. The reports as well as certificates are owned,
maintained and operated by EMA. Further, policy for
inspection of manufacturer abroad (for imported
drugs) recognizes facility (dosage form manufacturing
facility or whole product facility) approved by
regulatory authorities of EU EMA. Hence, instant
decision is in line with the decisions of DRAP’s
Policy Board and Registration Board taken in its 275"
meeting.

Moreover, in the referred cases no such orders have
been passed by the Honorable Sindh High Court as
mentioned by Director DTL.

Decision:

Registration Board confirmed the minutes of 294™ meeting.
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Item No. I:  Cases Related to Covid-19 Management.
A. Division of Pharmaceutical Evalautaion & Registration (P.E & R)
Priority Approval / Registration of Drugs During the COVID-19 Pandemic:

The world is currently facing one of the biggest public health outbreak of coronavirus disease
2019 (COVID-19), which is caused by severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2). The outbreak was first identified in Wuhan, Hubei, China, in December 20109.
The World Health Organization (WHO) declared the outbreak to be a Public Health Emergency
of International Concern on 30" January 2020 and recognized it as a pandemic on 11" March
2020. More than 723,500 cases of COVID-19 have been reported in over 190 countries and
territories, resulting in approximately 34,000 deaths till date.

Many clinical trials are under way for treatment / prevention of COVID-19 which uses different
type of pharmaceutical / biological drugs. Many drugs have been allowed for investigational use
in hospitals under medical care for the COVID-19 patients.

The authorities from all over the world have considered the use of several drugs under their
respective national emergency management plans. Clinical Management Guidelines for COVID-
19 Infections issued by Ministry of National Health Services, Regulation & Coordination
(available at http://covid.gov.pk/guideline) also recommends the use of these drugs in the
management of mild to moderate and severe cases of COVID-19 patients. Further, USFDA has
also given Emergency Use Authorization for chloroquine and hydroxychloroquine tablets for
COVID-19 patients (available at: https://www.fda.gov/media/136534/download). Further
Centers for disease control and prevention (CDC) USA also issued Information for Clinicians on
Therapeutic Options for Patients with COVID-19 (available at:
https://www.cdc.gov/coronavirus/2019-ncov/hcp/therapeutic-options.html). ~ Similarly Italian
Medicines Agency (AIFA) considers it essential to provide clinical elements useful to guide the
prescription and to define, for each drug used, a relationship between benefits and risks for the
individual patient. Off-label use is only permitted under the national emergency management
plan for treatment of COVID-19 by wusing Lopinavir / ritonavir (available at:
https://www.aifa.gov.it/emergenza-covid-19).

Keeping in view the above information, Drug Regulatory Authority of Pakistan (DRAP),
exercising its powers under Rule 260f Drugs (LRA) Rules amended via SRO 713(1)/2018 dated
8™ June, 2018, has made following decision in its meeting dated 3™ April, 2020.

1. Allowed to submit registration application on form 5, form 5A, form 5D or form 5E
instead of form 5F for following formulations as approved by the reference regulatory
auhtories;

Chloroquine Phosphate

Hydroxychloroquine Sulfate

Lopinavir/Ritonavir

Oseltamivir

. Ascorbic Acid

2. The applicant can submit their application till 2™ May 2020 but the date was extended till

5™ May, 2020 vide letter No.F.76-DRAP/2020(PE&R) dated 30™ April, 2020.

These applications will be considered out of queue.

4. The validity of registration period for above mentioned drugs registered during this time
will be one only.

5. The registration holder will submit data of product development of 3 and 6 months within
one year. The data will be considered by Registration Board for extension of validity
period of registration for further period.

6. Applicant shall submit affidavit for compliance of point and 5 above.

®o0 o

w
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The Authority further extended the time lines till 31-07-2020 for submission of registration
applications on Form 5/ Form 5-A / Form 5-D for molecules already approved by the Authority
for the management of Covid-19.

Discussion & Decision:
In continuation to discussion and decision of 294™ meeting, Registration Board decided to
adopt same approval pathway and accordingly decided as follows:
a. The registration applications of following formulations, as approved by Reference
Regulatory Authorities, will be considered out of queue on priority basis:
» Chloroquine Phosphate
» Hydroxychloroquine Sulfate
» Lopinavir/Ritonavir
» Oseltamivir
» Ascorbic Acid
b. As present, registration applications are without product development and stability
data, thus registration shall be valid for 01 year only and the registration holder
shall perform product development including stability studies for 6 months as per
intervals and data requirements decided by Registration Board in 293" meeting
and shall submit to PE&R Division within one year time for consideration by
Registration Board for extension of validity period of registration for further
period. The same shall be applicable for the 5D applications of above formulations.
c. Registration Board also clarified that no therapeutic claim regarding treatment of
COVID-19 shall be made for above formulations until unless approved by any
Reference Regulatory Authority and the same is approved by Registration Board
as well. Presently above formulations shall only be used as part of the clinical trials
or its management of COVID-19 under strict supervision of relevant medical
experts.
d. Registration Board further directed to issue an advisory wherein self-medication
and other related matters related to COVID-19 shall be addressed.

With reference to the decision of Drug regulatory Authority of Pakistan, following applications
were received and evaluated by PEC and now presented before the Board. Registration Board
considered these applications in light of its above cited decision:

1. Hydroxy Chloroquine Sulfate Tablet 200mg:

Composition:

Each Film Coated Tablet contains:

Hydroxychloroquine sulfate...... 200mg

International Availability:

PLAQUENIL 200mg film coated tablet by M/s Concordia, USFDA Approved.

Me too: HCQ 200 Tablets by M/s Getz Pharma, Reg. No. 45471

Specifications: USP Specification

Applications for local manufacturing:

Name of applicant | Brand Name composition Diary no. / Pack Remarks/GMP
Date /fee/ | Size/ status
form Price

M/s Wellborne [Hcqwell Each Film Coated Tablet Dy. No. 6519 |As per |Last inspection
Pharmacchem  and 200mg tablet |contains: Dated SRO report dated
Biological, Plot# Hydroxychloroquine 09/04/2020 07/11/2018,
51/1-52/1 Phase I, sulfate...... 200mg Rs. 20,000/- Satisfactory level of
Industrial Estate Form 5 cGMP compliance.
Hattar.
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2. |M/s Arsons [Hydroximol |[Each Film Coated Tablet Dy.No. 6535 |As per |Last inspection
Pharmaceutical 200mg tablet (contains: dated SRO (dated 18/09/2019,
Industries (pvt) Ltd. Hydroxychloroquine 09/04/2020 satisfactory GMP
2.5km defence road, sulfate...... 200mg Rs. 20,000/- compliance for;
off Multan road, Form 5 > Tablet (General
Lahore. & Psychotropic)

» Capsule General
» Cream/ointment
Gel (general)

3. |MIis Eros Ero HCQ Each Film Coated Tablet Dy.No. 7268 |As per |Last inspection
Pharmaceuticals sulphate 200 (contains: dated SRO [report dated
(pvt) Itd, 94/23, tablet Hydroxychloroquine 14/04/2020 26/03/2018, panel
Korangi  industrial sulfate...... 200mg Rs. 20,000/- recommended
Area, Karachi. Form 5 resumption of

production.

4. |M/s Pliva Pakistan Pliquine Each Film Coated Tablet Dy.No. 7136 |As per Renewal of DML
(pvt) Itd. B-77, [Tablet 200mg (contains: dated SRO |was granted vide
H.L.T.E, Balochistan. Hydroxychloroquine 13/04/2020 letter No.F.4-1/89-

sulfate. .....200mg Rs. 20,000/- Lic(Vol-V) dated 7"
Form 5 November, 2019.

5 |M/s ISIS IS-HCQ Each Film Coated Tablet Dy.No. 6749 |As per |Last inspection
Pharmaceuticals & ftablet 200mg (contains: dated SRO [report of dated 08-
Chemical  Works, Hydroxychloroquine 10/04/2020 07-2019 showed
Karachi. sulfate...... 200mg Rs. 20,000/- good level of GMP

Form 5 compliance.

6. |M/s Avant |Avequine Each Film Coated Tablet Dy.No. 7610 |As per |Last inspection
Pharmaceuticals, M- 200mg tablet |contains: 15/04/2020 SRO report dated
028 HITE Lasbela Hydroxychloroquine Rs. 20,000/- 07/12/2017, good
Balochistan. sulfate...... 200mg Form 5 GMP.

7. |M/s Mafins Pharma, Hydroqueen [Each Film Coated Tablet Dy. N0.6524 |As per |Last inspection
A-5, SITE Super 200mg tablet (contains: 09/04/2020 SRO [conducted on
highway  Industrial Hydroxychloroquine 14/04/2020 24/07/2019,

Area, Karachi. sulfate...... 200mg Rs. 20,000/- appropriate GMP
Form 5 compliance.

8. |M/s Amarant |Amaquine-H [Each Film Coated Tablet Dy. No.7154 |As per (Good GMP
Pharmaceuticals 200mg tablet (contains: 13/04/2020 SRO [compliance,

Private Limited, 158, Hydroxychloroquine dated inspection date
D. Tore, Gadap road sulfate...... 200mg 13/04/2020 24/07/2018.

Super Highway, Rs. 20,000/-

Karachi. Form 5

9. |M/s Jinnah J-Quine H200 [Each Film Coated Tablet Dy.No. 7110 |As per [The panel
Pharmaceuticals tablet contains: dated SRO [recommended
(pvt) Itd.  13km Hydroxychloroquine 13/04/2020 renewal of DML,
Lahore Road, sulfate...... 200mg Rs. 20,000/- inspection date
Multan. Form 5 03/05/2019.

10. [M/s BJ Hiclog 200mg [Each Film Coated Tablet Dy.No. 6758 |As per Firm has required
Pharmaceuticals 18- fablet contains: dated SRO |equipment/
km Mandiali stop, Hydroxychloroquine 10/04/2020 machinery, HVAC
Lahore-shiekhupura sulfate...... 200mg Rs. 20,000/- system and
road Lahore. Form 5 qualified staff, firm

showed good
intention to further
improvements in
future. Overall
hygienic  condition
of the firm is

satisfactory at the
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time of inspection.

Inspection date
15/01/2020.

11. M/s N.S Pharma, [NS-Chlor Each Film Coated Tablet Dy.No. 6273 |Asper DML issued on
Plot # 576-577 200mg tablet (contains: 08/04/2020 SRO [14/09/2017.

Sundar Industrial Hydroxychloroquine Rs. 20,000/-
estate Lahore. sulfate...... 200mg Form 5

12. [M/s Hicon |Oroquine Each Film Coated Tablet Dy. N0.6566 |As per [Good level of GMP,
Pharmaceuticals, Advance contains: 9/04/2020 SRO inspection date
131-Industrial Estate 200mg tablet [Hydroxychloroquine Rs. 20,000/- 26/07/2018.
Hayatabad. sulfate...... 200mg Form 5

13. [M/s MBL Pharma, Mb Hcquine [Each Film Coated Tablet Dy. N0.7932 |As per (Good GMP
B-77-A, HITE, tablet 200mg [contains: 16/04/2020 SRO [compliance,

HUB, Balochistan. Hydroxychloroquine Rs. 20,000/- inspection date
sulfate...... 200mg Form 5 28/02/2018.

14. [M/s Akson [Quinex Tablet Each film coated tablet  Dy.No. 7307 |As per JAs of today the
Pharmaceuticals Pvt 200mg contains: dated SRO [firm’s facility is
Ltd. Plot n0.9-B/1 & Hydroxychloroquine 14/04/2020 suitable to carry out
2, Sector D-1,0ld sulfate...200mg Rs. 20,000/- manufacturing and
industrial Estate Form 5 testing of
Mirpur Azad pharmaceuticals.
Kashmir Inspection date

22/02/2019.

15. [M/s Goodman [Quinogood  [Each film coated tablet  |Dy. No. 5856 |As per (GMP certificate
laboratories  (Pvt) 200mg thalet (contains: Dated SRO issued on the basis
Ltd, Plot#5, Street# Hydroxychloroquine 07/04/2020 of inspection
S-05, National sulfate...200mg Rs. 20,000/- conducted on
Industrial Zone Form 5 08/08/2018.

Rawat.

16. [M/s Max Hydromax Each film coated tablet | Dy.No. 6568 |As per (Good level of GMP
Pharmaceuticals. 200mg tablet (contains: dated SRO compliance,

Plot # 12, St. No. N- Hydroxychloroquine 14/04/2020 inspection date
7, National Industrial sulfate...200mg Rs. 20,000/- 21/02/2019.

Zone, Rawat, Form 5

Islamabad

17. M/s Warafana War Quin Each film coated tablet  |Dy.No. 6522 |As per GMP inspection
Pharmaceuticals 200mg tablet (contains: dated SRO (dated on 12-07-
(Pvt) Ltd. Plot#125- Hydroxychloroquine 09/04/2020 2017 concluding
126-127, Industrial sulfate...200mg Rs. 20,000/- that firm is
triangle kahuta road, Form 5 operating at fair
Islamabad. level of compliance

with GMP.

18. [M/s Evolution Quenil 200mg [Each film coated tablet  Dy.No. 6532 |As per [Inspection date
Pharmaceuticals tablet contains: dated SRO [25/10/2018, As the
(pvt) Itd Plot # Hydroxychloroquine 09/04/2020 operations have not
25&26, street S-3, sulfate...200mg Rs. 20,000/- started as of yet at
RCCI, National Form 5 M/s Evolution
Industrial Zone, Pharmaceuticals,

Rawat, Islamabad.

Rawat the GMP
status can only be
ascertained upon the
start of active
pharmaceutical;
however, keeping in
\view the facility
inspected the firm

has requisite
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manufacturing
facility for

manufacturing  of
Pharmaceuticals.

19. [M/s Medisave [Qinsave Each film coated tablet | Dy.No. 7770 |As per GMP certificate
Pharmaceuticals. 200mg Tablet contains: 16/04/2020 SRO issued on
Plot 578-579, Sundar Hydroxychloroquine Rs. 20,000/- 22/01/2020 on the
Industrial Estate, sulfate...200mg 16-04-2020 basis of inspection
Lahore, Pakistan Form 5 conducted on

02/10/2019.

20. |M/s Jawa |Curequine Each film coated tablet | Dy.No. 8382 |As per [Inspection date
Pharmaceuticals Pvt 200mg Tablet contains: dated SRO 21/02/2020 &
Ltd, 112/10, Quaid e Hydroxychloroquine 21/04/2020 04/03/2020.

Azam Industrial sulfate...200mg Rs. 20,000/- Satisfactory level of
Area, Kot Lakhpat, 21-04-2020 GMP compliance.
Lahore Form 5

21. M/s Bosch B-Quine  H [Each film coated tablet  |Dy.No. 8329 |As per |Inspection date
Pharmaceuticals 200mg Tablet contains: dated SRO [17/09/2019,

(Pvt.) Ltd. Bosch Hydroxychloroquine 20/04/2020 IAcceptable levelof
House 221, Sector sulfate...200mg Rs. 20,000/- GMP compliance.
23, Korangi 20-04-2020

Industrial Area, Form 5

Karachi.

22. M/s Unison Medoxy Each film coated tablet  |Dy.No. 8330 |As per [19/11/2019
Chemical Works 200mg Tablet contains: 20/04/2020 SRO |inspection date. The
Post Office Araian, Hydroxychloroquine Rs. 20,000/- panel recommended
15 Km Raiwind sulfate...200mg 20-04-2020 renewal of DML.
Road, Lahore. Form 5

23. |M/s Radiant Pharma [Dox-Q Each tablet contains: Dy.No. 8334 |As per (GMP ceritificate
Pvt Ltd. 200mg Tablet Hydroxychloroquine 20/04/2020 SRO issued on
43-E, Sundar sulfate...200mg Rs. 20,000/- 11/07/2019 on the
Industrial Estate, 20-04-2020 basis of inspection
Lahore Form 5 conductded on

31/07/2018.

24. M/s Gulf H-Chlogin Each film coated tablet | Dy.No. 7994 |As per |Last GMP
Pharmaceuticals, 200mg Tablet contains: 17/04/2020 SRO |inspection
Plot # 49, Street # S- Hydroxychloroquine Rs. 20,000/- conducted on 02-2-
5, National industrial sulfate...200mg 17-04-2020 2018 & 07-2-2018,
Zone, Rawat, Form 5 and report
Islamabad concludes

recommendation for
renewal of DML.

25. |M/s Relizon Rel-HCQ Each film coated tablet  |Dy.No. 7982 |As per GMP certificate
Pharmaceuticals. 200mg Tablet (contains: 17/04/2020 SRO issued on 20/3/2019
118 Sunder Hydroxychloroquine Rs. 20,000/- on the basis of
Industrial Avrea, sulfate...200mg 17-04-2020 inspection
Lahore Form 5 conducted on

15/03/2019.

26. |M/s Aneeb Plaquinol-Q [Each film coated tablet  |Dy.No. 8110 |As per |Inspection date
Pharmaceuticals Pvt 200mg Tablet contains: 20/04/2020 SRO [29/10/2018. The
Ltd, 24-Km, Bedian Hydroxychloroquine Rs. 20,000/- panel recommended
Road, Lahore sulfate...200mg 20-04-2020 renel of DML.

Form 5

27. |MIs Harmann Hydroquine [Each tablet contains: Dy.No. 8107 |As per GMP status cannot

Pharmaceuticals 200mg Tablet [Chloroquine 20/04/2020 SRO e confirmed.

Laboratories Pvt Ltd
16-KM, Multan

phospate...250mg which

is eq to 155mg

Rs. 20,000/-
20-04-2020
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Road, Lahore chloroquine base Form 5

28. |M/s Mediate |Chloro-Med [Each film coated tablet  [Dy.No. 7793 |As per |[Inspection date
Pharmaceutical Pvt 200mg Tablet contains: 16/04/2020 SRO [04/03/2020,

Ltd., Plot#150-151, Hydroxychloroquine Rs. 20,000/- IAcceptable level of
Sector 24, Korangi sulfate...200mg 16-04-2020 GMP compliance.
Industrial Area, Form 5

Karchi, Pakistan

29. M/s Rakaposhi Raquin Each film coated tablet | Dy.No. 8841 |As per [Inspection date
Pharmaceuticals Pvt 200mg Tablet contains: dated SRO [19/09/2018, The
Ltd. 97-K, Industrial Hydroxychloroquine 23/04/2020 panel recommended
Estate, Hayatabad, sulfate...200mg Rs. 20,000/- issuance of GMP
Peshawar, Pakistan 23-04-2020 certificate.

Form 5 The firm has revised
the formulation
from uncoated to
film coated as per
reference  product
along  with  the
submission of rs.
5000/- dated
29/04/2020 vide
challan number
1918816.

30. |M/s Legacy |Legoquine-H [Each film coated tablet |Dy.No. 8778 |As per [Inspection date
Pharmaceuticals pvt 200mg Tablet contains: 23/04/2020 SRO [18/07/20109. The
Ltd., 111-A, Hydroxychloroquine Rs. 20,000/- Panel recommended
Industrial Estate sulfate...200mg 23-04-2020 renewal of DML.
Hayatabad Peshawar Form 5

31. M/s Pharma Lord Qlor 200mg [Each film coated tablet |Dy.No. 8769 |As per [03/05/2019
(Pvt) Ltd. 12 KM, [Tablet contains: 23/04/2020 SRO inspection  dated.
Lahore Raod, Hydroxychloroquine Rs. 20,000/- The panel
Layyah, Punjab sulfate...200mg 23-04-2020 recommended

Form 5 renewal of DML.

32. M/s  Medimarker's Medquin-H  [Each tablet contains: Dy.No. 7944 |As per |Inspection date
Labortaries Pvt Ltd  200mg Tablet Hydroxychloroquine 16/04/2020 SRO [16/10/2018, the
A-104, S.I.T.E Area, sulfate...200mg Rs. 20,000/- panel recommended
Hyderabad 16-04-2020 renewal of DML.

Form 5

33. |M/s Medisure Medquin-s Each film coated tablet | Dy.No. 7947 Rs. |Inspection date
Laboratories 200mg Tablet (contains: 16/04/2020  |3000/- [19/07/2019, GMP
Pakistan Pvt Ltd. A- Hydroxychloroquine Rs. 20,000/- per |compliance level is
115, S.I.T.E, Super sulfate...200mg 16-04-2020 30’s [rated as good.
Highway, Karachi. Form 5

34. M/s Medipak Mediquin-H [Each film coated tablet [Dy.No. 8914 |As per |Inspection date
Limited 200mg Tablet (contains: 16/04/2020 SRO ([11/07/2019, The
132, Industrial Hydroxychloroquine Rs. 20,000/- panel observed that
Estate, Kot Lakhpat sulfate...200mg 16-04-2020 the firm had
Lahore Form 5 rectified most of the

deficiencies pointed
out in inspection
dated  13/04/2016,
Further
improvements
would be verified in
the next inspection
due for renewal of

DML.
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35. |M/s Fredmann H-Quin Each tablet contains: Dy.No. 8915 |As per |Inspection date
Pharmaceuticals 200mg Tablet Hydroxychloroquine 24/04/2020 SRO [10/01/2020. The
Plot No0.82-83, B, sulfate...200mg Rs. 20,000/- panel is of the
Old Industrial Area 24-04-2020 opinion that the
Mirpur Form 5 report may be

forwarded to the
competent authority
for resumption of
production.

36. |M/s Novartana Hiquenta Each film coated tablet  [Dy.No. 8924 |As per [Insepction date
Pharmaceuticals Pvt 200mg Tablet contains: 24/04/2020 SRO [16/11/2018, the
Ltd. Hydroxychloroquine Rs. 20,000/- panel recommended
Plot No. 87-B, sulfate...200mg 24-04-2020 renewal of DML.
Sundar Industrial Form 5 (Tabklet  General,
Estate, Lahore Capsule  General,

Liquid Syrup
General).

37. M/s Shawan |Chloro-HQ  [Each film coated tablet  |Dy.No. 8555 |As per [04/03/2020, Good
Pharmaceuticals, 200mg Tablet contains: 22/04/2020 SRO |GMP compliance.
Plot#37, Road: NS- Hydroxychloroquine Rs. 20,000/-

01, National sulfate...200mg 22-04-2020
Industrial Zone, Form 5
Rawat, Rawalpindi

38. |MI/s Jaskan Malavir Each film coated tablet  Dy.No. 8549 |Asper [The  firm  was
Pharmaceuticals Pvt 200mg Tablet contains: 22/04/2020 SRO |inspected on
Ltd, 5- Sundar Hydroxychloroquine Rs. 20,000/- 13.03.2018, wherein
Industrial Estate, sulfate...200mg 22-04-2020 resumption of
Lahore Form 5 production was

recommended by
the panel.

39. M/s Liven HCQS 200mg [Each film coated tablet  |Dy.No. 8545 |As per (GMP certificate
Pharmaceuticals Pvt [Tablet contains: 22/04/2020 SRO issued on
Ltd. 49 km, Lahore Hydroxychloroquine Rs. 20,000/- 31/07/2019 on the
Multan Road. sulfate...200mg 22-04-2020 basis of inspection

Form 5 conducted on
03/07/2019.

40. |M/s 3S (Coron 200mg [Each film coated tablet  |Dy.No. 8540 |As per |Inspection date
Pharmaceuticals Pvt [Tablet contains: 22/04/2020 SRO [01/03/2019 &
Ltd. Hydroxychloroquine Rs. 20,000/- 13/05/2019, the
5-km off Raiwind sulfate...200mg 22-04-2020 panel recommended
Road, Manga Road, Form 5 renewal of DML for
Lahore Tablet (general) and

Capsule  (General)
sections.

41. M/s Panacea [Panoquin Each film coated tablet |Dy.No. 8538 |As per [The firm was GMP
Pharmaceuticals. 200mg Tablet (contains: 22/04/2020 SRO [compliant as per the
Plot No.4, Street Hydroxychloroquine Rs. 20,000/- letter received from
No.S-6, National sulfate...200mg 22-04-2020 QA&LT division’s
Industrial zone Form 5 letter no. F.4-
Rawat, Islamabad 5/2007-QA  dated

26/08/2019.
Inspection date
04/01/2019.

42. M/s Linz |Q-Linz H [Each film coated tablet |Dy.No. 8327 |As per [Inspection date
Pharmaceuticals Pvt 200mg Tablet contains: 22/04/2020 SRO [09/01/2020, GMP
Ltd, Plot No 31-G & Hydroxychloroquine Rs. 20,000/- of the firm is rated
31-H, Sector 15 sulfate...200mg 20-04-2020 as Good.
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Korangi  Induatrial Form 5
Area Karachi

43. M/s Herbion [Fequin Each film coated tablet  [Dy.No. 8536 |As per [Inspection date
Pakistan Pvt Ltd. 200mg Tablet contains: 22/04/2020 SRO [21/05/2019, The
Industrial Triangle |, Hydroxychloroquine Rs. 20,000/- panel recommended
Kahuta Road, sulfate...200mg 22-04-2020 renewal of DML.
Islamabad Form 5

44. M/s Iceberg Hiquine Each film coated tablet | Dy.No. 7922 |As per [Inspection date
Pharmaceuticals Pvt 200mg Tablet contains: 16/04/2020 SRO [27/03/2019, The
Ltd Plot No.144, Hydroxychloroquine Rs. 20,000/- panel recommended
Nowshera Industrial sulfate...200mg 16-04-2020 resumption of
Estate, Rislapur. Form 5 production.

45. |M/s Newton Health HOC 200mg [Each film coated tablet |Dy.No. 8388 |As per |Inspection date
care Pvt Ltd. Tablet contains: 21/04/2020 SRO [05/08/2019, Good
Plot No. 8,9. Hydroxychloroquine Rs. 20,000/- GMP compliance.
H.I.T.E, Hub sulfate...200mg 21-04-2020
Balochistan Form 5

46. |M/s Kanel Pharma.  [Kanaquin Each film coated tablet | Dy.No. 8449 |Asper irm has submitted
Plot # 6, St # SS-3, 200mg Tablet contains: 21/04/2020 SRO fopy of GMP
National  Industrial Hydroxychloroquine Rs. 20,000/- inspection report
Zone, Rawat, sulfate...200mg 21-04-2020 conducted on 06-
Islamabad Form 5 03-2019 concluding

GMP compliance.

47. M/s Pharmedic Pharmedic Each film coated tablet | Dy.No. 8451 |As per [Inspection date
Laboratories Pvt Ltd. Hy-Chlor contains: 21/04/2020 SRO |07/08/2018,
16-km, Multan Road 200mg Tablet Hydroxychloroquine Rs. 20,000/- 04/09/2018,

Lahore, Pakistan sulfate...200mg 20-04-2020 22/11/2018, Fair
Form 5 compliance.

48. [M/s Epharm [Ephaquine-  [Each film coated tablet |Dy.No. 8455 |As per |Inspection date
Laboratories.A-40, HS 200mg [contains: dated SRO ([17/09/2019, GMP
Road No. 1, S.I.T.E. [Tablet Hydroxychloroquine 21/04/2020 rated as good.

Super Highway sulfate...200mg Rs. 20,000/-
Industrial Area, 21-04-2020
North Karachi Form 5

49. M/s Reign [Chlorovid Each film coated tablet | Dy.No. 8458 |As per [Inspection date
Pharmaceuticals 200mg Tablet (contains: 21/04/2020 SRO [24/12/2019 Owverall
PCSIR-KLC Pvt Hydroxychloroquine Rs. 20,000/- rating of the firm is
Ltd. TBIC Building- sulfate...200mg 21-04-2020 good.

1, PCSIR Form 5
Laboratories

Complex, Shahrahe

Dr. Salim-us-Zaman

Siddiqui, Karachi

50. |M/s Danas [Danque-H  |Each film coated tablet [Dy.No. 6529|As per |Firm has submitted copy
Pharmaceuticals Pvt tablet 200mg |contains: dated SRO |of GMP inspection
Ltd, 312, Industrial Hydroxychloroquine 09/04/2020 report conducted on 03-
Triangle, Kahuta sulfate...200mg Rs. 20,000/- 10-2017 concluded
Road, Islamabad. Form 5 satisfactory level of

compliance with GMP
guidelines.

51. | M/s Miracle |Mir Q |[Each film coated tablet |Dy.No. 7139 |As per | Minimal level of GMP
Pharmaceuticals Pvt |Tablet contains: dated SRO | compliance/,

Ltd, Plot No.08, [200mg Hydroxychloroquine 13/04/2020 inspection date
Street no-S-5, sulfate...200mg Rs. 20,000/- 28/02/2019.

National Industrial Form 5

Zone Islamabad
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52. |M/s Dr. Raza |Quin-H Each film coated tablet |Dy.No. 6751 |As per GMP inspection
Pharma. Road B-4, [Tablet contains: 10/04/2020 | SRO [conducted on January
Plot No. 44-C, 200mg Hydroxychloroquine Rs. 20,000/- 24th, 2019 concluded
Industrial Estate, sulfate...200mg Form 5 that firm is operating at
Hayatabad, satisfactory  level of
Peshawar GMP compliance.

53. |M/s Novamed |Quinco  H |Each film coated tablet |Dy.No. 6778 |As per |Last inspection report
Pharmaceuticals Tablet contains: 10/04/2020 SRO (dated 22/01/2019, good
(Pvt) Ltd. 28-km, [200mg Hydroxychloroquine Rs. 20,000/- level of GMP
Ferozepur Road, sulfate...200mg 09-04-2020 compliance.

Lahore Form 5

54. |M/s. Nawan |Kunaguin Each film coated tablet |Dy.No. 7146 |As per [Good compliance of
Laboratories  (Pvt) [Tablet contains: 13/04/2020 | SRO |GMP, inspection date
Ltd., 136 sector 15 [200mg Hydroxychloroquine Rs. 20,000/- 26/12/2019.

Korangi  Industrial sulfate...200mg Form 5
Area Karachi.

55. |M/s Sante Pvt Ltd Santoquine  [Each film coated tablet |Dy.No. 7060 |As per Good compliance of
245/2-Z, Block 6, [200mg contains: 13/04/2020 | SRO |GMP, inspection date
PECHS, Karachi (Tablet Hydroxychloroquine Rs. 20,000/- 07/07/2019.

75400 sulfate...200mg 10-04-2020
Form 5

56. |M/s PharmaWise |Quenil wise [Each film coated tablet |Dy.No. 7064 |As per |Last inspection report
Labs pvt Ltd Tablet contains: 13/04/2020 SRO (dated 16/10/2019, firm
25-M.Q-A Industrial {200mg Hydroxychloroquine Rs. 20,000/- is GMP compliant.
Estate, Kot Lakhpat, sulfate...200mg Form 5
Lahore

57. M/s Nimrall |Hydroguin  |[Each film coated tablet |Dy.No. 7145 |As per [The panel
Laboratories 200mg contains: 13/04/2020 | SRO [recommended
Plot 24, Street SS-3, [Tablet Hydroxychloroquine Rs. 20,000/- resumption of
Rawat, Industrial sulfate...200mg Form 5 production, inspection
Area, Islamabad date17/07/2019 &

24/07/2019.

58. |M/s Semos [Hoq 200mg |Each film coated tablet |[Dy.No. 7118 |As per [The panel
Pharmaceuticals Pvt [Tablet contains: 13/04/2020 | SRO [recommended renewal
Ltd. Plot No. 11, Hydroxychloroquine Rs. 20,000/- of DML, inspection
Sector 12-A, North sulfate...200mg Form 5 report 26/02/2019.
Karachi, Karachi

59. |M/s Ambrosia |H Quin [Each film coated tablet |Dy.No. 7141 |As per | The firm was found
Pharmaceuticals,Plot |200mg contains: 13/04/2020 | SRO | working in compliance
# 18, Street # 09, [Tablet Hydroxychloroquine Rs. 20,000/- to GMP, inspection
National  Industrial sulfate...200mg Form 5 date 08/10/2018.
Zone, Rawat.

60. |M/s Maxitech |MyQuin Each film coated tablet |Dy.No. 7257 |As per | Good level of GMP
Pharma Pvt Ltd. Plot [200mg contains: 14/04/2020 | SRO | compliance, inspection
No. E-178, S.L.T.E. [Tablet Hydroxychloroquine Rs.20,000/- date 21/02/2019.
Super Highway, sulfate...200mg 13-04-2020
Phase 1, Karachi Form 5

61. |M/s Heal [Healaquenil |Each film coated tablet |Dy.No. 7482 |As per | Satisfactory level of
Pharmaceuticals Pvt 200mg contains: 14/04/2020 | SRO | GMP, inspection date
Ltd. W-33, Industrial [Tablet Hydroxychloroquine Rs. 20,000/- 08/11/2019.

Area, Hayatabad sulfate...200mg 14-04-2020
Peshawar Form 5
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62. |M/s Jaens [Quisul Each film coated tablet |Dy.No. 7478 |As per | GMP certificate issued
Pharmaceutical 200mg contains: 14/04/2020 | SRO | on 03/04/2019 on the
Industries Pvt Ltd. [Tablet Hydroxychloroquine Rs.20,000/- basis of inspection
28-km Lahore- sulfate...200mg 13-04-2020 conducted on
Sheikhupura Road, Form 5 14/01/2019.
Sheikhupura

63. |M/s Maple |Doxin Each film coated tablet |Dy.No. 7259 |As per | GMP certificate issued
Pharmaceuticals Pvt [200mg contains: dated SRO | on 22/01/2020 on the
Ltd, Plot No.147, [Tablet Hydroxychloroquine 14/04/2020 basis of inspection
Sector 23, Korangi sulfate...200mg Rs. 20,000/- conducted on
Industrial Area, 14-04-2020 22/12/2019.

Karachi Form 5

64. |M/s Pacific [Hyglor Each film coated tablet |Dy.No. 7486 |As per GMP certificate issued
Pharmaceuticals 200mg contains: 14/04/2020 | SRO |in 25/04/2019 on the
Limited. 30 km, [Tablet Hydroxychloroquine Rs. 20,000/- basis on inspection
Multan Road, Lahore sulfate...200mg 14-04-2020 conducted on

Form 5 07/03/2019.

65. [M/s Venus Pharma. |Hydroquine |Each film coated tablet [Dy.No. 7477 |As per GMP ceritifcate issed
23 km, Multan Road, 200mg contains: 14/04/2020 SRO on 28/11/2019 on the
Lahore Tablet Hydroxychloroquine Rs. 20,000/- basis of inspection

sulfate...200mg 14-04-2020 conducted on
Form 5 05/09/2019.

66. |M/s Himont [Hiquin Each film coated tablet |Dy.No. 7114 |As per GMP certificate issued
Pharmaceuticals Pvt 200mg contains: 13/04/2020 | SRO |ased upon evaluation
Ltd. 17-km, (Tablet Hydroxychloroquine Rs. 20,000/- conducted on 04-10-
Ferozepur Road, sulfate...200mg 13-04-2020 2018 & 05-10-2018.
Lahore. Form 5

67. M/s Simz |H-chlorosim [Each film coated tablet |Dy.No. 7629 |As per GMP certificate issued
Pharmaceuticals Pvt [200mg contains: dated SRO lon 03/10/2017 on the
Ltd, Plot No.574- [Tablet Hydroxychloroquine 15/04/2020 basis of inspection
575, Sundar sulfate...200mg Rs. 20,000/- conducted on
Industrial Estate, 15-04-2020 19/08/2017.

Raiwind Lahore. Form 5

68. |M/s Curatech |CuraCovid |Each film coated tablet |[Dy.No. 7067 |As per [The panel
Pharma Pvt Ltd 200mg contains: 13/04/2020 | SRO [recommended renewal
35-Km, Multan [Tablet Hydroxychloroquine Rs. 20,000/- of DML, inspection
Road, lahore sulfate...200mg 13-04-2020 date 16/03/2018.

Form 5

69. |M/s Opal [HC-Quine  |Each film coated tablet |Dy.No. 7059 |As per [Good level of GMP,
Laboratories Pvt Ltd. [200mg contains: 13/04/2020 | SRO |inspection date
LC-41, L.I.T.E., {Tablet Hydroxychloroquine Rs. 20,000/- 19/09/2019.

Landhi, Karachi sulfate...200mg 13-04-2020
Form 5

70. |M/s Ameer & Adnan |H-clor Each film coated tablet |Dy.No. 7491 |As per GMP certificate issued
Pharmaceutical Pvt [200mg contains: 14/04/2020 | SRO jon 21/02/2020 on the
Ltd. Plot No.47, Tablet Hydroxychloroquine Rs. 20,000/- basis on inspection
Sundar Industrial sulfate...200mg 14-04-2020 conducted on
Estate, Lahore Form 5 07/11/2019

71. M/s Amson |[Amsoquin  |Each film coated tablet |Dy.No. 7287 |As per |Inspection date
\Vaccines & Pharma {200mg contains: 14/04/2020 | SRO |04/02/2020, the panel
Pvt Ltd.115, Tablet Hydroxychloroquine Rs.20,000/- recommended renewal
Industrial ~ Triangle, sulfate...200mg 13-04-2020 of DML.

Kahuta Road, Form 5
Islamabad.
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72. |M/s The Schazoo |Aedes Each film coated tablet |Dy.No. 7083 |As per | Inspection date
Pharmaceutical 200mg contains: 13/04/2020 | SRO | 30/05/2019, good level
Laboratories Pvt Ltd. |Tablet Hydroxychloroquine Rs. 20,000/- of GMP compliance.
Kalalwala Stop, 20 sulfate...200mg 13-04-2020
km Lahore- Form 5
Jaranwala Road,

Distt Sheikhupura.

73. |M/s Mega |Hydrox Each film coated tablet |Dy.No. 8385 |As per GMP certificate issued
Pharmaceuticals 200mg contains: 21/04/2020 | SRO n 30/03/2020 on the
Limited. 27-km, [Tablet Hydroxychloroquine Rs. 20,000/- basis of inspection
Raiwind Road, sulfate...200mg 21-04-2020 conducted on
Lahore Form 5 19/03/2020.

74. M/s Pakistan |Quinox Each film coated tablet |Dy.No. 8373 |As per GMP certificate issued
Pharmaceutical 200mg contains: 21/04/2020 | SRO ppn 11/03/2019 on the
Products Pvt Ltd. Tablet Hydroxychloroquine Rs. 20,000/- basis of inspection
D-122, Sindh sulfate...200mg 21-04-2020 conducted on
Industrial ~ Trading Form 5 05/03/2019.

Estate, Karachi

75. |M/s Medifine |Hydroxychl [Each film coated tablet |Dy.No. 8377 |As per |Inspection date
Laboratories Pvt Ltd |oroguine contains: 21/04/2020 | SRO (09/11/2018, the panel
Mirpur sulfate Hydroxychloroquine Rs. 20,000/- recommended renewal

200mg sulfate...200mg 21-04-2020 of DML.
Tablet Form 5

76. |M/s Espoir Hydro-CQS |Each film coated tablet |[Dy.No. 7782 |As per | Inspection date

Pharmaceuticals. 200mg contains: 16/04/2020 | SRO | 06/08/2019. The panel
PCSIR KLC TBIC-II [Tablet Hydroxychloroquine Rs. 20,000/- recommended
PCSIR  Laboratory sulfate...200mg 16-04-2020 resumption of
Complex, Shahrah-e- Form 5 production.
Dr. Salim Uz Zaman
Siddiqui Off
University Road,
Karachi

77. M/s Akhai [Hydroquin  |Each film coated tablet [Dy.No. 7764 |As per | Inspection date
Pharmaceuticals Pvt [200mg contains: 16/04/2020 SRO | 03/01/2019, Good
Ltd. Plot # A-248 & [Tablet Hydroxychloroquine Rs. 20,000/- level of GMP
A-256 to A-259, sulfate...200mg 09-04-2020 compliance.

H.I.T.E. Lasbela Form 5
Balochistan.

78. [M/s Palpex |Palquin Each film coated tablet |Dy.No. 7777 |As per | GMP certificate issued
Pharmaceuticals Pvt [200mg contains: 16/04/2020 | SRO | on 08-05-2018.”

Ltd. FD-46-A8, ST- [Tablet Hydroxychloroquine Rs. 20,000/-
1, Sector 38, Korangi sulfate...200mg 16-04-2020
Creek Industrial Form 5
Park, Karachi.

79. |M/s Astellas |Astequine  [Each film coated tablet |Dy.No. 7788 |As per | 13/11/2018, Good
Pharmaceuticals pvt [200mg contains: 16/04/2020 | SRO | GMP compliance.
Ltd. 15-C Industrial [Tablet Hydroxychloroquine Rs. 20,000/-

Estate, Hayatabad, sulfate...200mg 16-04-2020
Peshawar Form 5

80. |M/s Convell |Oxycon Each film coated tablet |Dy.No. 6396 |As per | Inspection date
Laboratories  Saidu [tablet 200mg |contains: 08/04/2020 | SRO | 02/03/2019, the panel
Sharif Swat KPK. Hydroxychloroquine Rs. 20,000/- recommended renewal

sulfate...200mg 13-04-2020 of DML.
Form 5
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81. M/s Noa Hemis |Coroquin Each film coated tablet |Dy.No. 9011 |As per [Panel inspection dated
Pharmaceuticals, 200mg tablet |contains: 27/04/2020 | SRO [28-02-2019
Plot No. 154, Sector Hydroxychloroquine Rs. 20,000/- recommended renewal
23, Korangi sulfate ...... 200mg Form 5 of DML.

Industrial Area,
Karachi.

82. [M/s ISIS |Is-Hcq Each Tablet Contains:  |Dy.No. 6749 |As per |Last inspection report
Pharmaceuticals & ([Tablet Hydroxychloroquine 10/04/2020 | SRO [of dated 08-07-2019
Chemical Works, Sulphate...200mg Rs. 20,000/- showed good level of
Karachi 10-04-2020 GMP compliance.

Form 5

83. |M/s Biogen Pharma. |Biochlor Each Film Coated Dy.No. 5872 | As per |Inspection date
3-Km, Chakbeli |[Tablet Tablet Contains: 07/04/2020 SRO [25/11/2019 &
Road, Rawat, [200mg Hydroxychloroquine Rs. 20,000/- 12/12/2019, the panel
Rawalpindi, Pakistan Sulphate...200mg 07-04-2020 recommended renewal

Form 5 of DML.

84. |M/s Fedro [HCS Tablet [Each film coated tablet |Dy.No. 9575|As per GMP inspection dated
Pharmaceuticals Lab [200mg contains: 30/04/2020 | SRO [26-06-2018,

Pvt Ltd. 149- Hydroxychloroquine Rs. 20,000/- Satisfactory level of
Industrial Estate, sulfate...200mg 30-04-2020 GMP compliance.
Hayatabad,Peshawar Form 5

85. |[M/s Medicaids IMEDIQYN |Each tablet contains: Dy.No. 9708|As per [The firm has submitted
Pakistan (pvt) Ltd.  [Tablet Hydroxychloroquine 04/05/2020 | SRO [copy of GMP certificate
Plot No 10, Sector- [200mg sulfate...200mg Rs. 20,000/- based on evaluation
27 Korangi 04-05-2020 conducted on 09"
Industrial Area, Form 5 August, 2018.

Karachi

86. |[M/s Mediceena IMEDIQUIN |Each tablet contains: Dy.No. 9567 |As per [The firm has submitted
Pharma (Pvt) Tablet Hydroxychloroquine dated SRO [copy of GMP certificate
Ltd. 27 Km Raiwind [200mg sulfate...200mg 04/05/2020 based on inspection
Road Lahore Rs. 20,000/- conducted on 24-9-

04-05-2020 2019.
Form 5

87. |M/s Asian HYDROCQ |Each tablet contains: Dy.No. 9462|As per GMP inspection dated
Continental Pvt. Ltd. [Tablet Hydroxychloroquine 30/04/2020 | SRO [25-06-2019, current
D-32, SITE II, Super [200mg sulfate...200mg Rs. 20,000/- GMP compliance level
Highway, Karachi. 30/04/2020 is rated as good.

Form 5

88. |M/s The Schazoo ERAQUIN |Each film coated tablet |Dy.No. 9712 |As per [Panel inspection dated
Zaka (Pvt) Ltd. Tablet contains: 04/05/2020 | SRO [21-10-2019, the firm
Kalalwala, Zaka Ur [200mg Hydroxychloroquine Rs. 20,000/- has maintained a Good
Rehman State, Plot sulfate...200mg 04-05-2020 level of GMP
No. 1, 20 km Form 5 compliance.
Lahore-Jaranwala
Road, Sheikhupura.

89. |M/s Popular |Quinsid Each tablet contains: Dy.No. 9722|As per |Panel inspection dated
Chemical Works Pvt [Tablet Hydroxychloroquine 04/05/2020 | SRO [29-05-2019
Ltd, 9KM, Lahore- [200mg sulfate...200mg Rs. 20,000/- recommends renewal of
Sheikhupura Road, 04-05-2020 DML.

Lahore Form 5

90. |M/s Karachi [H-Chloro Each film coated tablet |Dy.No. 9727 |As per [The firm has submitted
Chemical Industries [Tablet contains: 04/05/2020 | SRO [copy of GMP certificate
(Pvt) Ltd, F/25, 200mg Hydroxychloroquine Rs. 20,000/- based on inspection
Estate Avenue, sulfate...200mg 04-05-2020 conducted on 30"
S.1.T.E., Karachi Form 5 January, 2020.
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91. |M/s Aventek H-OXIN Each film coated tablet |Dy.No. 9735|As per GMP inspection report
Pharmaceuticals. Tablet contains: 04/05/2020 | SRO (dated 01-01-2019,
44-C, Sundar {200mg Hydroxychloroquine Rs. 20,000/- firm maintained
Industrial Estate, sulfate...200mg 04-05-2020 satisfactory
Lahore Form 5 conformance to GMP

compliance in  the
manufacturing and
quality control
operations

92. |M/s Baxter |Oxiquin Each film coated tablet |Dy.No. 9433|As per GMP inspection dated
Pharmaceuticals, A- [Tablet contains: 30/04/2020 | SRO [21-09-2019, the
1/A, Scheem No0.33, [200mg Hydroxychloroquine Rs. 20,000/- compliance level s
Phase-1, S.LTE, sulfate...200mg 29-04-2020 rated as satisfactory.
Super Highway, Form 5
Karachi

93. |M/s Faas [Faasquine-Q |Each film coated tablet [Dy.No. 9007 |As per GMP inspection dated
Pharmaceuticals Tablet contains: 27/04/2020 | SRO [13-11-2019, the firm is
(Pvt.) Ltd. 200mg Hydroxychloroquine Rs. 20,000/- operating at good level
F-748/L, S.I.T.E sulfate...200mg 27-04-2020 of GMP compliance.
Karachi, Pakistan Form 5

94. |MI/s Citi (Chloronil-S |Each film coated tablet |Dy.No. 9220 |As per [The firm has copy of
pharmaceuticals Pvt [Tablet contains: 28/04/2020 | SRO GMP certificate based
Ltd, 3-KM, Head [200mg Hydroxychloroquine Rs. 20,000/- on inspection dated 19-
Balloki Road, Phool sulfate...250mg 28-04-2020 03-20109.

Nagar District Kasur Form 5

95. |M/s Jupiter Pharma. |COVIMAX |Each film coated tablet |Dy.No. 9221 |As per [The firm has submitted
Plot No. 25, Street # [Tablet contains: 28/04/2020 | SRO [copy of GMP certificate
S-6, National [200mg Hydroxychloroquine Rs. 20,000/- based on inspection
Industrial Zone, sulfate...250mg 28-04-2020 conducted on 19-09-
Rawat, Rawalpindi Form 5 2019.

96. |M/s Nenza |Quinen-H Each film coated tablet |Dy.No. 9311|As per GMP inspection dated
Pharmaceuticals Pvt [Tablet contains: 29/04/2020 | SRO [26-09-2018, overall
Ltd, 33-A, Industrial [200mg Hydroxychloroquine Rs. 20,000/- GMP compliance of the
Estate Hayatabad sulfate...200mg 29-04-2020 firm is satisfactory
Peshawar Form 5

97. |M/s Hi-Med [HI-CHLOR |Each film coated tablet [Dy.No. 7127|As per (GMP inspection dated
Pharmaceuticals, Tablet contains: 13/04/2020 SRO [27-04-2018,

208-C, Sundar 200mg Hydroxychloroquine Rs. 20,000/- recommends grant of
Industrial Estate sulfate...200mg 13/04/2020 DML by way of
Raiwind Road, Form 5 Formulation.

Lahore

98. |M/s Farm  Aid [FH-Chlor Each film coated tablet |Dy.No. 9320|As per GMP inspection dated
Group, Plot # 3/2, Tablet contains: 29/04/2020 | SRO [03-10-2018, firm is
Phase | & Il, Hattar [200mg Hydroxychloroquine Rs. 20,000/- maintaining satisfactory
Industrial Estate, sulfate...200mg 29-04-2020 level of cGMP.

Haripur Form 5

99. |MI/s Zephyr |Oxyquin Each film coated tablet |Dy.No. 9419 |As per GMP inspection dated
Pharmatec Pvt Ltd.  [Tablet contains: 29/04/2020 | SRO [25-09-2019 overall
Plot No. A-39, 200mg Hydroxychloroquine Rs. 20,000/- GMP  compliance is
S.I.T.E I, Super sulfate.........200mg 29-04-2020 rated as GOOD.
Highway, Karachi. Form 5

100. |M/s Weather Folds Hydrofold |Each film coated tablet |[Dy.No. 9983|As per GMP inspection dated
Pharmaceuticals. Tablet contains: 05/05/2020 | SRO [20-02-2019, panel
Plot # 69, Phase-1l, 200mg Hydroxychloroquine Rs. 20,000/- recommends grant of
Industrial Estate, sulfate...200mg 04-05-2020 GMP certificate.

Hattar Form 5
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101. |M/s Lowitt Pharma Hy-CQuine |Each film coated tablet |[Dy.No. 9964 |As per |Panel inspection dated
Pvt Ltd. Tablet contains: 05/05/2020 | SRO [12-05-2020
24-Industrial Estate, 200mg Hydroxychloroquine Rs. 20,000/- recommends grant of
Hayatabad, sulfate...200mg 05-05-2020 GMP certificate.
Peshawar Form 5

102. |M/s Remington [Koved-H Each film coated tablet |Dy.No. 8990 |As per [Panel inspection dated
Pharmaceuticals Tablet contains: 27/04/2020 | SRO [12-06-2019, 17-07-
Industries Pvt Ltd.  |200mg Hydroxychloroquine Rs. 20,000/- 2019 & 30-09-2019,
18 km, Multan sulfate...200mg 27-04-2020 recommends grant of
Road, Lahore Form 5 renewal of DML.

103. |M/s Zanctok |[Zentaquine |Each film coated tablet |[Dy.No. 8990|As per GMP inspection dated
Pharmaceuticals Tablet contains: 27/04/2020 SRO [21-03-2019, current
Laboratories F-5 Site [200mg Hydroxychloroquine Rs. 20,000/- GMP compliance level
Hyderabad sulfate...200mg 27-04-2020 is rated as Good.

Form 5

104. |M/s Highnoon Plavaquine |Each film coated tablet |[Dy.No. 8125|As per [The firm has been
Laboratories Ltd. Tablet contains: 20/04/2020 | SRO (granted GMP certificate
17.5 km, Multan [200mg Hydroxychloroquine Rs. 20,000/- based upon evaluation
Road, Lahore sulfate...200mg 15/04/2020 conducted on 06-7-

Form 5 2017.

105. |M/s Winthrox |Winque Each film coated tablet |Dy.No. 8118|As per [Certificate of cGMP is
Laboratories Pvt [Tablet contains: 20/04/2020 | SRO ([issued to the firm based
Ltd.K-219/A, SITE, [200mg Hydroxychloroquine Rs. 20,000/- on inspection
Super Highway, sulfate...200mg 15/04/2020 conducted on 16-08-
Phase-Il, Karachi, Form 5 2018.

106. |M/s Epla [Eplaquine  |Each film coated tablet [Dy.No. 9972|As per (GMP Inspection
Laboratories. Tablet contains: dated SRO [conducted on 16-07-
D-12, Estate 200mg Hydroxychloroquine 05/05/2020 2019, the firm is
Avenue, SITE., sulfate...200mg Rs. 20,000/- considered to be
Karachi, Pakistan- 05-05-2020 operating at Good level
75700 Form 5 of GMP compliance.

107. |M/s AJM Pharma |Ajquine Each film coated tablet |Dy.No. 7928|As per [Panel inspection dated
pvt Itd 200mg contains: 16/04/2020 | SRO [13-03-2019
Plot No. 44, Sector [Tablet Hydroxychloroquine Rs. 20,000/- recommends grant of
No. 27 Korangi sulfate...200mg 16-04-2020 renewal of DML.
Industrial Area Form 5 Firm has submitted fee
Karachi. of Rs. 5,000 for

revision of formulation
to film coated tablet
from uncoated tablet

Decision: Registration Board approved registration of above applications from Serial No. 1 to 107.
Conditions regarding validity of registration and data requirement will be same as decided by the Board in
its general decision recorded above.

Following applications are incomplete

Sr. [Name of applicantBrand Name| composition Diary no./ | Pack | Remarks/ GMP Decision
No. Date / fee / | Size/ status
form Price
108. AAA Health | Hydro-A  |Each film coated |Dy.No. 8322 | As per [Inspection  date | Registration
Pharmaceuticals | 200mg tablet contains: 22/04/2020 SRO 09/10/2019, The |Board
Laboratories, Tablet Hydroxychlorogu |Rs. 20,000/- inspection is |referred  the
Plot# 9A, Street # ine 20-04-2020 conducted and [case to QA &
N-5, National sulfate...200mg |Form 5 firm’s request | LT Division to
Industrial ~ Zone, acceded to | conduct GMP
Rawat, Islamabad complete the | inspection  of
work and appoint | Firm on
technical staff as | priority.
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required  along
with  instrument
required.

109.

M/s

Hassan

Pharmaceuticals

(pvt) Ltd.
Industrial
Hayatabad,
Peshawar.

99-A
Estate,

H-Quin
200mg tablet

Each Film Coated
Tablet contains:
Hydroxychloroqu
ine sulfate

Dy.No. 7620
dated
15/04/2020
Rs. 20,000/-
Form5

As per
SRO

GMP compliance
is NOT
satisfactory,
Inspection  date
01/02/2018.

Registration
Board
referred the
case to QA &
LT Division to
conduct GMP
inspection  of
Firm on
priority.

110.

M/s

Biorex

Pharmaceuticasl

plot No.

251-A,

Industrial Triangle

Kahuta
Islamabad.

Road,

Bioquine
200mg tablet

Each Film Coated
Tablet contains:
Hydroxychloroqu
ine sulfate

Dy. No.7617
dated
15/04/2020
Rs. 20,000/-
Form5

As per
SRO

Last inspection
report is older
than 3 years.
The firm has
applied for
uncoated tablet in
contrast to
innovator’s
product.

Deferred for
the following:
e Submission
of evidence
of approval
of  applied
formulation
as “uncoated
tablets” in
reference
regulatory
authorities/a
gencies
which  were
adopted by
the
Registration
Board in its
275th
meeting  or
else the
formulation
may be
revised in
accordance
with
reference
product
along  with
submission
of requisite
fee.

e Referred the
case to QA &
LT Division
to conduct
GMP
inspection of
Firm on
priority.

111.

M/s

Novae

Pharmaceuticals.
123, Phase 5,

Industrial

Estate,

Novachlor
Tablet

Each Film Coated
Tablet Contains:
Hydroxychloroqu

ine Sulphate

Dy.No. 6224
dated
08/04/2020
Rs. 20,000/-

Inspection report
not provided.

Registration
Board
referred the
case to QA &
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Hattar, Pakistan

...200mg

08-04-2020
Form5

LT Division
to conduct
GMP
inspection of
Firm on
priority.

112.

M/s

Industrial

Rogen
Pharmaceuticals.
Plot No. 30, Street
# S-4, National
Zone,
Rawat, Islamabad

Chlorogen
200mg
Tablet

Each Tablet
Contains;

ine Sulphate
...200mg

Hydroxychloroqu

Dy.No. 5857
dated
07/04/2020
Rs. 20,000/-
07-04-2020
Form5

Inspection

date

25/01/2019, The

firm is operat

ing

in compliance

with GMP.
The  firm
applied
uncoated
while
reference prod
is film coated.

has

for

tablet

the
uct

Deferred
submission of
evidence  of
approval of
applied
formulation
as “uncoated
tablets” in
reference
regulatory
authorities/ag
encies which
were adopted
by the
Registration
Board in its
275th meeting
or else the
formulation
may be
revised in
accordance
with
reference
product along
with
submission of
requisite fee.

113.

M/s
Pharmaceuticals
77-Industrial
Estate

Synchro

Kot
Lakhpat, Lahore

HISYN
Tablet
200mg

Each tablet
contains:

ine sulfate
...200mg

Hydroxychloroqu

Dy.No. 9425
dated
30/04/2020
Rs. 20,000/-
30-04-2020
Form5

As per
SRO

Not confirmed

Registration
Board
referred the
case to QA &
LT Division
to conduct
GMP
inspection of
Firm on
priority.

114.

M/s
Pharmaceuticals
Plot

Street

Zone Rawat

Unimark

No.7-A,
No.S-7,
National Industrial

Uniquin-H
Tablet
200mg

tablet contains:

ine
sulfate...200mg

Each film coated

Hydroxychloroqu

Dy.No. 9439
dated
30/04/2020
Rs. 20,000/-
30-04-2020
Form5

As per
SRO

Not confirmed.

Registration
Board
referred the
case to QA &
LT Division
to conduct
GMP
inspection of
Firm on
priority.
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115.|M/s Lawari | Loxiquin  |[Each film coated |Dy.No. 9953 | As per|Not confirmed. | Registration
International Tablet tablet contains: dated SRO |Application Board
Pharmaceuticals | 200mg Hydroxychloroqu |05/05/2020 submitted for | referred the
Valley Road, Gul ine Rs. 20,000/- renewal which is| case to QA &
KADU Saidu sulfate...200mg |05-05-2020 pending. LT Division
Sharif Swat, KPK Form 5 to conduct

GMP

inspection of

Firm on

priority.

116. M/s CSH | Hydroxy  |Each film coated |Dy.No. 9315 | As per(GMP inspection | Deferred for
Pharmaceuticals | Tablet tablet contains: dated SRO pf M/s Medisave | the following:
Pvt Ltd, 32-Km,|200mg Hydroxychloroqu |29/04/2020 Pharmaceuticals, | e Submission
Ferozepur Road, ine Rs. 50,000/- Plot No. 578, of details
Lahore sulfate...200mg  |29-04-2020 579, Sundar |  of products
By Form 5 Industrial Estate, which are
M/s Medisave Lahore already
Pharmaceuticals. being
Plot 578-579, GMP of CSH manufactu
Sundar Industrial Pharma is red on
Estate, Lahore, required. contract
Pakistan List of products and detail

already approved of number
on contract of
manufacturing. approved
Number of sections.
sections approved | o Registratio
for CSH n Board
Pharmaceuticals referred
The firm has the case to
revised the QA & LT
formulation from Division to
uncoated to film conduct
coated with out GMP
submission of inspection
fee. of M/s
CSH
Pharma on
priority.

e Submission
of requisite
fee for
revision of
formulatio
n as per
the
reference
product.

117.|M/s IPP| IPQUIN Each film coated |Dy.No. 9955 | As per Not confirmed. Registration
Pharmaceuticals | Tablet tablet contains: dated SRO Board
(Pvt) Saidu Sharif | 200mg Hydroxychloroqu |05/05/2020 referred case
, Swat ine Rs. 20,000/- to QA & LT

sulfate...200mg |05-05-2020 Division  to
Form 5 conduct GMP

inspection of
Firm on
priority.
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118.[M/s Swat | Swaquin Each film coated |Dy.No. 9957 | As per Not Confirmed. Registration
Pharmaceuticals | Tablet tablet contains: dated SRO Board
Saidu Sharif,| 200mg Hydroxychloroqu |05/05/2020 referred case
Swat, 19130 ine Rs. 20,000/- to QA & LT
Pakistan sulfate...200mg |05-05-2020 Division  to
Form 5 conduct GMP
inspection of
Firm on
priority.
119.M/s Orta| OROQUIN [Each film coated |Dy.No. 9966 | As perNot confirmed. Registration
Labortaories Pvt| Tablet tablet contains: dated SRO Board
Ltd, 24 KM|200mg Hydroxychloroqu |05/05/2020 referred case
Multan Road, Off ine sulfate Rs. 20,000/- to QA & LT
Defence Road ...200mg 05-05-2020 Division to
Mohlanwal Form 5 conduct GMP
Lahore inspection  of
Firm on
priority.
120.|M/s Trigon Quindrol  |Each Tablet |Dy.No. 6202 | As per[The firm has |Deferred for
Pharmaceuticals | Tablet Contains: dated SRO p@pplied for | submission of
Pvt Limited. 200mg Hydroxychloroqu |08/04/2020 uncoated  tablet |evidence  of
8 km, Thoker Niaz ine Sulphate |Rs. 20,000/- while the |approval  of
Baig, Raiwind ...200mg 08-04-2020 reference product | applied
Road, Lahore Form 5 is film coated. formulation as
“uncoated
tablets” in
reference
regulatory
authorities/age
ncies  which
were adopted
by the
Registration
Board in its
275th meeting
or else the
formulation
may be
revised in
accordance
with reference
product along
with
submission of
requisite fee.
121.M/s Obsons | Obquine Each film coated |Dy.No. 7167 | As per [Inspection  date | Registration
Pharmceuticals Tablet tablet contains: dated SRO [18/02/2020 Board
209-S, Quaid e|200mg Hydroxychloroqu |13/04/2020 Due to area| referred the
Azam Industrial ine Rs. 20,000/- constraint, the | case to QA &
Estate, Kot sulfate...200mg |Form 5 firm was unable | LT division
Lakhpat, Lahore to expand or|for updated
rectify certain | status of
manufacturing GMP.
areas related to
installation of
machinery/equip
ments, emergency
exits,  However
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other
shortcomings
were rectified.
122.M/s Fassgen | Fasquin H [Each film coated |Dy.No. 7158 | As per|Inspection report | Registration
Pharmaceuticals | 200mg tablet contains: dated SRO (dated 14/11/2017, | Board
Plot No. 67/1-| Tablet Hydroxychloroqu |14/04/2020 15 referred the
A,Phase-1Il, ine Rs. 20,000/- recommendations | case to QA &
Industral  Estate, sulfate...200mg |13-04-2020 were made | LT  division
Hattar Form 5 regarding QC, | for updated
production, status of
microbiological GMP.
lab, cleaning
validation,
stability
chambers etc.
2. Chloroquine Phosphate 250mg Tablet:
Composition:
Each Film Coated Tablet contains:
Chloroquine phosphate........ 250mg
International Availability:
Chloroquine phosphate (250mg & 500mg) film coated tablet by M/s Hima Pharma, USFDA Approved.
While the product approved in MHRA is uncoated.
Me too:
1. RESOCHIN 250MG TAB by M/s Bayer Karachi, Reg. No. 25
Specifications: USP Specification
Applications for local manufacturing:
Sr. Name of applicant |Brand Name composition Diary no./ | Pack | Remarks/GMP status
No. Date / fee/ | Size/
form Price
123. |M/s Medipak [Mediquine Each film coated Dy.No. 8913 | As |Inspection date
Limited Tablet 250mg | tablet contains: dated per [11/07/2019, The panel
132, Industrial Chloroquine 24/04/2020 SRO |observed that the firm
Estate, Kot Lakhpat phospate....250mg | Rs. 20,000/-. had rectified most of the
Lahore 23-04-2020 deficiencies pointed out
Form 5 in  inspection  dated
13/04/2016,Further
improvements would be
verified in the next
inspection due  for
renewal of DML.
124. |M/s Winthrox |Chlorowin Each film coated Dy.No. 8122 | As |Certificate of cGMP is
Laboratories Pvt |Tablet 250mg | tablet contains: dated per |issued to the firm based
Ltd. K-219/A, Chloroquine 20/04/2020 SRO |on inspection conducted
S.L.T.E, Super phospate...250mg Rs. 20,000/- on 16-8-2018.
Highway, Phase-II, 15/04/2020
Karachi, Pakistan Form 5
125. |M/s Highnoon |Hivaquin Each film coated Dy.No. 8128 | As |The firm has been
Laboratories Ltd.  [Tablet 250mg | tablet contains: 20/04/2020 per |granted GMP certificate
17.5 km, Multan Chloroquine Rs. 20,000/- | SRO |based upon
Road, Lahore phospate...250mg 15/04/2020 Evaluation conducted on
Form 5 06-07-2017.
126. |M/s S.J.G. Fazul |Rexachlor Each Film Coated Dy.No. 9144 | As |Inspection conducted on
Ellahi (Pvt) Ltd., E- [250mg Tablet | Tablet contains: 28/04/2020 per |15-01-2020 The firm is
46, SITE, Karachi Chloroquine Rs. 20,000/- | SRO |recommended grant of
phosphate....250mg | Form 5 GMP certificate.
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127. |M/s Medifine |Chloroguine | Each film coated Dy.No. 8378 | As |Inspection date
Laboratories Pvt |Tablet 250mg | tablet contains: 21/04/2020 per [09/11/2018, the panel
Ltd Mirpur Chloroquine Rs. 20,000/- | SRO |recommended renewal of

phospate....250mg | 21-04-2020 DML.
Form 5

128. |M/s Jawa |Welchlor Each film coated Dy.No. 8381 | As |Inspection date
Pharmaceuticals Pvt |Tablet 250mg | tablet contains: dated per |21/02/2020 &
Ltd, 112/10, Quaid Chloroquine 21/04/2020 SRO |04/03/2020. Satisfactory
e Azam Industrial phospate....250mg | Rs. 20,000/-. level of GMP
Area, Kot Lakhpat, 21-04-2020 compliance.

Lahore Form 5

129. |M/s  Ameer & [Clor tablet Each film coated Dy.No. 7490 | As |GMP certificate issued
Adnan 250mg tablet contains: dated per |on 21/02/2020 on the
Pharmaceutical Pvt Chloroquine 14/04/2020 SRO |basis on  inspection
Ltd. Plot No.47, phospate....250mg Rs. 20,000/-. conducted on 07/11/2019
Sundar  Industrial (Chloroquine 14-04-2020
Estate, Lahore base)...150mg Form 5

130. [M/s The Schazoo [Foschlor Each film coated Dy.No. 7084 | As |Inspection date
Pharmaceutical Tablet 250mg | tablet contains: dated per |30/05/2019, good level of
Laboratories Pvt Chloroquine 13/04/2020 SRO |GMP compliance.

Ltd. Kalalwala phospate....250mg | Rs. 20,000/-
Stop, 20 km 13-04-2020
Lahore-Jaranwala Form 5
Road, Distt

Sheikhupura.

131. |M/s Epharm |Ephaquine P | Each film coated Dy.No. 8456 | As |Inspection date
Laboratories. Tablet 250mg | tablet contains: dated per 102/10/2018, Good GMP
A-40, Road No. 1, Chloroquine 21/04/2020 SRO |compliance.

S.I.T.E. Super phospate....250mg | Rs. 20,000/-.
Highway Industrial 21-04-2020
Area, North Karachi Form 5

132. |M/s Reign |Quivid Tablet | Each film coated Dy.No. 8462 | As |Inspection date
Pharmaceuticals 250mg tablet contains: dated per |24/12/2019 Overall rating
PCSIR-KLC  Pwt Chloroquine 21/04/2020 SRO | of the firm is good.

Ltd. TBIC phospate....250mg | Rs. 20,000/-
Building-1, PCSIR 20-04-2020
Laboratories Form 5
Complex, Shahrahe

Dr. Salim-us-Zaman

Siddiqui, Karachi

133. |M/s Radiant Pharma [Clor Q Tablet | Each film coated Dy.No.8346 | As |GMP certificate issued
Pvt Ltd. 43-E, |250mg tablet contains: 20/04/2020 per |on 11/07/2019 on the
Sundar  Industrial Chloroquine Rs. 20,000/- | SRO |basisi  of inspection
Estate, Lahore phospate....250mg | 20-04-2020 conducted on

Form 5 31/07/20109.

134. (M/s Iceberg |Icequine Each film coated Dy.No. 2923 | As |Inspection date
Pharmaceuticals Pvt Tablet 250mg | tablet contains: 16/04/2020 per [27/03/2019, The panel
Ltd Plot No.144, Chloroquine Rs. 20,000/- | SRO |[recommended
Nowshera Industrial phospate....250mg | 16-04-2020 resumption of
Estate, Rislapur. Form 5 production.

135. |M/s Shawan |Chloro-Q Each uncoated tablet | Dy.No. 8554 | As |Inspection date
Pharmaceuticals. Tablet 250mg | contains: 20/04/2020 per |04/03/2020, Good GMP
Plot No. 37, Road: Chloroquine Rs. 20,000/- | SRO |compliance.

Ns-01, National phospate....250mg | 20-04-2020
Industrial Zone, Form 5

Rawat, Rawalpindi
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136. |M/s Liven |Kofos Tablet | Each film coated Dy.No. 8547 | As |GMP certificate issued
Pharmaceuticals Pvt |250mg tablet contains: 22/04/2020 per |on 31/07/2019 on the
Ltd. 49 km, Lahore Chloroquine Rs. 20,000/- | SRO |basis of inspection
Multan Road. phospate....250mg | 22-04-2020 conducted on

Form 5 03/07/2019.

137. |M/s 3S |Quin Tablet | Each film coated Dy.No. 8542 | As |Inspection date
Pharmaceuticals Pvt |250mg tablet contains: dated per |01/03/2019 &
Ltd. 5-km  off Chloroquine 22/04/2020 SRO |13/05/2019, the panel
Raiwind Road, phospate....250mg Rs. 20,000/- recommended renewal of
Manga Road, 22-04-2020 DML for Tablet (general)
Lahore Form 5 and Capsule (General)

sections.

138. |M/s Linz |Qlinz Tablet | Each film coated Dy.No. 8326 | As |Inspection date
Pharmaceuticals Pvt |250mg tablet contains: dated per |09/01/2020, GMP of the
Ltd, Plot no, 31-G Chloroquine 20/04/2020 SRO |firm is rated as Good.

& 31-H Sector 15, phospate....250mg Rs. 20,000/-
Korangi  Industrial 20-04-2020
area, Karachi. Form 5

139. |M/s Bosch |Bquin Tablet | Each film coated Dy.No. 8328 | As |Inspection date
Pharmaceuticals 250mg tablet contains: dated per |17/09/2019, Acceptable
(Pvt.) Ltd. Chloroquine 20/04/2020 SRO |levelof GMP compliance.
Bosch House 221, phospate....250mg | Rs. 20,000/-

Sector 23, Korangi 20-04-2020
Industrial Area, Form 5
Karachi, Pakistan

140. |M/s Gulf |Clogin Tablet | Each film coated Dy.No. 7993 | As |Last GMP inspection
Pharmaceuticals, 250mg tablet contains: dated per |conducted on 02-2-2018
Plot # 49, Street # Chloroquine 17/04/2020 SRO |& 07-2-2018,

S-5, National phospate....250mg | Rs. 20,000/-. and report concludes
industrial Zone, 17-04-2020 recommendation for
Rawat, Islamabad Form 5 renewal of DML.

141. (M/s Relizon |[Requine Each film coated Dy.No. 7984 | As |GMP certificate issued
Pharmaceuticals, Tablet 250mg | tablet contains: 17/04/2020 per |on 20/03/2019 on the
118 Sunder Chloroquine Rs. 20,000/- | SRO |basis  of  inspection
Industrial Area, phospate....250mg | 17-04-2020 conducted on
Lahore Form 5 15/03/2019.

142. |M/s The Searle |Qoroze Tablet | Each film coated Dy.No. 5577 | As |Last inspection report
Company Limited. |250mg tablet contains: 06/04/2020 per |dated 30-01-2019
F-319, S.I.T.E, Chloroquine Rs. 20,000/- | SRO |confirms that firm is
Karachi, Pakist phospate....250mg | 23-04-2020 operating at a Good level

Form 5 of GMP compliance.

143. |M/s Legacy |Legoquine Each film coated Dy.No. 8777 | As |Inspection date
Pharmaceuticals pvt Tablet 250mg | tablet contains: 23/04/2020 per [18/07/2019. The Panel
Ltd, 111-A, Chloroquine Rs. 20,000/- | SRO |recommended renewal of
Industrial Estate phospate....250mg | 23-04-2020 DML.

Hayatabad Form 5
Peshawar

144. |M/s Medimarker's [Medquin Each tablet contains: | Dy.No. 7943 | As |Inspection date
Labortaries Pvt Ltd [Tablet 250mg | Chloroquine 16/04/2020 per |16/10/2018, the panel
A-104, SITE phospate....250mg | Rs. 20,000/- | SRO |recommended renewal of
Area, Hyderabad 16-04-2020 DML.

Form 5

145. |M/s Medisure [Mediquine Each tablet contains: | Dy.No. 7946 Rs. |Inspection date
Laboratories Tablet 250mg | Chloroquine 16/04/2020 | 1800/-{19/07/2019, GMP
Pakistan Pvt Ltd. phospate....250mg | Rs. 20,000/- per |compliance level is rated
A-115, S.I.T.E, eq to Chloroquine 16-04-2020 | 30’s &|as good.

Super Highway, phosphate 155mg Form 5 6000/-
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Karachi, Pakistan base per
100’s.

146. |M/s Goodman [Malarigood Each tablet contains: Dy.No. 7936 As |GMP certificate issued
Laboratories. Tablet 250mg | Chloroquine dated per |on the basis of inspection
No.5, Street No. S- phospate....250mg  [16/04/2020 SRO |conducted on
5, National Rs. 20,000/- 08/08/2018.
Industrial Zone, 16-04-2020
Rawat, Rawalpindi Form 5

147. |M/s Espoir |Chloquine Each film coated Dy.No. 7781 As | Inspection date
Pharmaceuticals. Tablet 250mg | tablet contains: dated per [06/08/2019. The panel
PCSIR KLC TBIC- Chloroquine 16/04/2020 SRO |recommended
I PCSIR phospate....250mg  Rs. 20,000/- resumption of
Laboratory 16-04-2020 production.
Complex, Shahrah- Form 5
e-Dr.  Salim Uz
Zaman Siddiqui Off
University  Road,
Karachi

148. |M/s Akhai |Arquin Tablet | Each film coated Dy.No. 7765 As | Inspection date
Pharmaceuticals Pvt |250mg tablet contains: dated per |03/01/2019, Good level
Ltd. Plot # A-248 & Chloroquine 16/04/2020 SRO |of GMP compliance.
A-256 to A-259, phospate....250mg  Rs. 20,000/-.
H.IL.T.E. Lasbela 09-04-2020
Balochistan. Form 5

149. |M/s Medisave |Qinphos Each tablet contains: Dy.No. 7769 As |GMP certificate issued
Pharmaceuticals. Tablet 250mg | Chloroquine dated per |on 22/01/2020 on the
Plot 578-579, phospate....250mg  [16/04/2020 SRO |basis  of inspection
Sundar  Industrial Rs. 20,000/- conducted on
Estate, Lahore, 16-04-2020 02/10/2019.
Pakistan Form 5

150. |M/s Siam |Siquin 250mg | Each tablet contains: Dy.No. 7763 As |Date  of inspection
Pharmaceuticals. tablet Chloroquine dated per |18/02/2020 and
217, Industrial phospate....250mg  [16/04/2020 SRO |20/02/2020, the panel
Triangle,  Kahuta Rs. 20,000/-. recommended  issuance
Road, Islamabad 16-04-2020 GMP certificate.

Form 5

151. [M/s Palpex [Chloropex Each film coated Dy.No. 7776 As |GMP certificate issued
Pharmaceuticals Pvt Tablet 250mg | tablet contains: dated per |on 08-05-2018.”
Ltd. FD-46-A8, Chloroquine 16/04/2020 SRO
ST-1, Sector 38, phospate....250mg  Rs. 20,000/-
Korangi Creek 16-04-2020
Industrial Park, Form 5
Karachi

152. |M/s Novartana |Quenta Tablet | Each film coated Dy.No. 8927 As | Insepction date
Pharmaceuticals Pvt |250mg tablet contains: dated per |16/11/2018, the panel
Ltd. Plot No. 87-B, Chloroquine 24/04/2020 SRO |recommended renewal of
Sundar  Industrial phospate....250mg Rs. 20,000/- DML. (Tablet Gen.,,
Estate, Lahore 24-04-2020 Capsule Gen., Liquid

Form 5 Syrup Gen.).

153. |M/s Don valley |Devoquine Each Film Coated  Dy. No. 7057 | As |Good compliance of
Pharmaceuticasl tablet 250mg | Tablet contains: Dated per |GMP, inspection date
(pvt)  Ltd.  31-|(alternate: Chloroquine 13/04/2020 SRO |13/02/2020.
kilometer main |D-Quin tablet | phosphate...250mg [Rs. 20,000/-
ferozpur road |Quinidine
Lahore. tablet)
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154, |M/s Wellborne |Cqwell Each Film Coated  Dy. No. 6518 | As |Last inspection report
pharmacchem and |250mg tablet | Tablet contains: 09/04/2020 per |dated 07/11/2018,
biological, Plot # Chloroquine Rs. 20,000/- SRO |Satisfactory level  of
51/1-52/1 Phase II, phosphate...250mg [Form 5 cGMP compliance.
Industrial Estate
Hattar.

155. |M/s Arsons |Chlorisol Each Film Coated  Dy.No. 6537 As |Last inspection dated
Pharmaceutical 250mg tablet | Tablet contains: dated per |18/09/2019, satisfactory
Industries (pvt) Ltd. Chloroquine 09/04/2020 SRO |GMP compliance for;
2.5km defence road, phosphate...250mg Rs. 20,000/- tTablet  (General &
off Multan road, Form 5 Psychotropic)

Lahore. rCapsule General
r Cream/ointment/Gel
(general)

156. |M/s Mafins Pharma, |Chloroqueen | Each Film Coated  Dy. No.6523 As |Last inspection
A-5, SITE Super [250mg tablet | Tablet contains: 09/04/2020 per |conducted on
highway Industrial Chloroquine 14/04/2020 SRO [24/07/2019, appropriate
Area, Karachi. phosphate...250mg Rs. 20,000/- GMP compliance.

Form 5

157. |M/s Amarant [Amaquin Each Film Coated  Dy. No.7157 As |Good GMP compliance,
Pharmaceuticals 250mg tablet | Tablet contains: 13/04/2020 per |inspection date
Private Limited, Chloroquine 13/04/2020 SRO |24/07/2018.

158, D. Tore, Gadap phosphate...250mg Rs. 20,000/-
road Super Form 5
Highway, Karachi.

158. |M/s Paramount [Teraquine Each Film Coated  Dy. N0.5572 As |GMP certificate issued
Pharmaceuticals , tablet 250mg | Tablet contains: 13/04/2020 per |on 28/02/20109.

Plot No. 36, Chloroquine dated SRO
Industrial Triangle, phosphate...250mg  06/04/2020
Kahuta road, Rs. 20,000/-
Islamabad. Form 5

159. |M/s Pearl |Plasochin Each Film Coated  Dy. No.7611 As | Satisfactory GMP
Pharmaceuticals, tablet 250mg | Tablet contains: 15/04/2020 per |compliance, inspection
plot # 204, street 1, Chloroquine Rs. 20,000/- SRO |date 23/07/2018.

1-10/3, Islamabad. phosphate...250mg [Form 5

160. |M/s Demont |[Anti-Covid- | Each Film Coated  Dy. N0.6525 As | The firm was last
Research 250mg tablet | Tablet contains: 0/04/2020 per |inspected on 23.02.2018
Laboratories 20KM, Chloroquine Rs. 20,000/- SRO | & 26.02.2018,
Loharoe-Sharikpur phosphate...250mg [Form 5 GMP  compliance is
Road, Sheikhupura. satisfactory.

161. |M/s Hicon |Oroquine Each Film Coated  Dy. No.6567 As | Good level of GMP,
Pharmaceuticals, 250mg tablet | Tablet contains: 0/04/2020 per |inspection date
131-Industrial Chloroquine Rs. 20,000/- SRO |26/07/2018.

Estate Hayatabad. phosphate...250mg [Form 5

162. |M/s MBL Pharma, |MB Each Film Coated Dy. N0.7933 As |Good GMP compliance,
B-77-A, HITE, |Chloroguine | Tablet contains: 16/04/2020 per |inspection date
HUB, Balochistan. |tablet 250mg | Chloroquine Rs. 20,000/- SRO [28/02/2018.

phosphate...250mg [Form 5

163. |M/s Linear Pharma, [Malaram-P Each Film Coated  |Dy.No. 6564 As | Last inspection report
plot NO. 18, street|250mg tablet | Tablet contains: dated per |dated 30/01/2019,

#S-4, National Chloroquine 09/04/2019 SRO |satisfactory level of GMP
Industrial Zone phosphate...250mg Rs. 20,000/- compliance.

(RCCD) Rawat Form 5

Islamabad.

164. |M/s Evolution |Reconil Each Tablet contains: Dy.No. 6533 As | Inspection date
Pharmaceuticals 250mg tablet | Chloroquine dated per |25/10/2018, As the
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(pvt) Itd Plot # phosphate...250mg  09/04/2020 SRO |operations have not
25&26, street S-3, Rs. 20,000/- started as of yet at M/s
RCCI, National Form 5 Evolution
Industrial zone, Pharmaceuticals, Rawat
Rawat, Islamabad. the GMP status can only
be ascertained upon the
start of active
pharmaceutical; however,
keeping in view the
facility
inspected the firm has
requisite  manufacturing
facility for manufacturing
of Pharmaceuticals.
165.|M/s Curatech | Curaquine | Each film coated Dy.No. 7068 |As per |The panel
Pharma Pvt Ltd 250mg tablet contains: 13/04/2020 SRO |recommended renewal
35-Km, Multan Tablet Chloroquine Rs. 20,000/- of DML, inspection
Road, lahore phospate...250mg 13-04-2020 date 16/03/2018.
Form 5
166. |M/s PharmaWise | CQ-WISE | Each tablet contains: | Dy.No. 7062 |As per |GMP certificate issued
Labs pvt Ltd 25-M. | 250mg Chloroquine 13/04/2020 SRO |on 13/12/2019.
Q-A Industrial Tablet phospate...250mg Rs. 20,000/-
Estate, Kot Lakhpat, 13-04-2020
Lahore Form 5
167.|M/s Simz | Chlorosim | Each film coated Dy.No. 7630 |As per |GMP certificate issued
Pharmaceuticals Pvt | 250mg tablet contains: dated SRO |on 03/10/2017 on the
Ltd, Plot No. 574- Tablet Chloroquine 15/04/2020 basis of inspection
575, Sundar phospate...250mg Rs. 20,000/- conducted on
Industrial Estate, 15-04-2020 19/08/2017.
Raiwind Lahore Form 5
168.|M/s Fynk Qunia Each film coated Dy.No. 7166 |As per |Last inspection report
Pharmaceuticals. 250mg tablet contains: 13/04/2020 SRO |dated 21/11/2017, fair
19km G.T. Road Tablet Chloroquine Rs. 20,000/- level of GMP
Kalashah Kaku, phospate...250mg 13-04-2020 compliance.
Lahore, Pakistan Form 5
169. |M/s Novamed | Quinco Each tablet contains: | Dy.No. 6776 |As per |Last inspection report
Pharmaceuticals 250mg Chloroquine 10/04/2020 SRO |dated 22/01/2019, good
(Pvt) Ltd. 28-km, Tablet phospate...250mg Rs. 20,000/- level of GMP
Ferozepur Road, 09-04-2020 compliance.
Lahore Form 5
170.|M/s Rasco Pharma. Chlorvid | Each film coated Dy.No. 7108 |As per |Last inspection report
55 Km, Raiwind | 250mg tablet contains: 13/04/2020 SRO |dated 04/02/2019, the
Road, Lahore Tablet Chloroquine Rs. 20,000/- panel recommended
phospate...250mg 13-04-2020 renewal of DML.
Form 5
171.|M/s Himont | Kinofos Each tablet contains: | Dy.No. 7115 |As per | GMP certificate issued
Pharmaceuticals Pvt | 250mg Chloroquine 13/04/2020 SRO |based upon evaluation
Ltd. 17-km, Tablet phospate...250mg Rs. 20,000/- conducted
Ferozepur Road, 13-04-2020 on 04-10-2018 & 05-
Lahore, Pakistan Form 5 10-2018.
172.|M/s Pacific |Qlor 250mg | Each film coated Dy.No. 7485 |As per |GMP certificate issued
Pharmaceuticals Tablet tablet contains: 14/04/2020 SRO |in 25/04/2019 on the
Limited. 30 km, Chloroquine Rs. 20,000/- basis on inspection
Multan Road, phospate...250mg 14-04-2020 conducted on
Lahore, Pakistan Form 5 07/03/2019.
173.|M/s Scilife Pharma | C Quin Each film coated Dy.No. 7310 |As per |10-07-2018./ GMP
Pvt Ltd.Plot # FD-| Tablets tablet contains: 14/04/2020 SRO |compliance level is
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57/58-A2, Korangi | 250mg Chloroquine Rs. 20,000/- rated as GOOD
Creek Industrial phospate...250mg 14-04-2020
Park, Karachi Form 5

174.|M/s Davis | Daviquin | Each film coated Dy.No. 7263 |As per |GMP certificate issued
Pharmaceuticals 200mg tablet contains: 14/04/2020 SRO |on the basis of
Laboratories. Tablet Chloroquine Rs. 20,000/- inspection  conducted
Plot No. 121, phospate...250mg 14-04-2020 on 01-10-2019
Industrial ~ Triangle, Form 5
kahuta Road,
Isalamabad

175.|M/s Bio Labs Pvt | Eniqor Each film coated Dy.No. 6790 |As per |GMP certificate issued
Ltd. Plot # 145,| Tablets tablet contains: 10/04/2020 SRO |on 21/05/2019 on the
Industrial ~ Triangle, | 250mg Chloroquine Rs. 20,000/- basisi of inspection
Kahuta Road, phospate...250mg 08-04-2020 conducted on
Islamabad Form 5 23/04/2019.

176.|M/s Neutro Pharma N-CQ Each film coated Dy.No. 7081 |As per |Last inspection report
(Pvt) Ltd. 9.5 km, | Tablets tablet contains: 13/04/2020 SRO |dated 18/07/2017, fair
Sheikhupura 250mg Chloroquine Rs. 20,000/- level of GMP
Road,Lahore phospate...250mg 13-04-2020 compliance.

Form 5

177.M/s Max | Mariquine | Each film coated Dy.No. 7256 |As per |Good level of GMP
Pharmaceuticals. Tablet tablet contains: dated SRO |compliance, inspection
Plot # 12, St. No. N- | 250mg Chloroquine 14/04/2020 date 21/02/2019.
7, National Industrial phospate...250mg Rs. 20,000/-
Zone, Rawat, Form 5
Islamabad

178.|M/s Semos |CLQ Tablet | Each film coated Dy.No. 7116 |As per |The panel
Pharmaceuticals Pvt | 250mg tablet contains: dated SRO |recommended renewal
Ltd. Plot No. 11, Chloroquine 13/04/2020 of DML, inspection
Sector 12-A, North phospate...250mg Rs. 20,000/- report 26/02/2019.
Karachi, Krachi Form 5

179.|M/s. Nawan |CQP Tablet | Each tablet contains: | Dy.No. 7147 |As per |Good compliance of
Laboratories  (Pvt) | 250mg Chloroquine dated SRO |GMP, inspection date
Ltd. 136 sector 15 phospate...250mg 13/04/2020 26/12/2019.
Korangi  Industrial Rs. 20,000/-
Area Karachi. Form 5

180.|M/s Valor Quick Each tablet contains: | Dy.No. 6752 |As per | The panel
Pharmaceuticals. Tablet Chloroquine 10/04/2020 SRO |recommended renewal
124/A Industrial | 250mg phospate...250mg Rs. 20,000/- of DML, inspection
Triangle, Kahuta Form 5 date 20/04/2018.
Road Islamabad

181.|M/s Hi-Med | Medchlor | Each tablet contains: | Dy.No. 7126 |As per |DML was issued on
Pharmaceuticals.208 Tablet Chloroquine 13/04/2020 SRO |13/06/2018.
C Sunder Industrial | 250mg phospate...250mg Rs. 20,000/-
Estate, Lahore Form 5

182.|M/s British | Brichlor P | Each film coated Dy.No. 7133 |As per |The panel
Pharmaceuticals Pvt | 250mg tablet contains: dated SRO |recommended grant of
Ltd, 23-KM, Tablet Chloroquine 13/04/2020 DML, inspection date
Shekhupura  Road, phospate...250mg Rs. 20,000/- 19/08/2019 &
Lahore Form 5 27112/2019.

183.|M/s Akson | Lorquine | Each film coated Dy.No. 7306 |As per |As of today the firm’s
Pharmaceuticals Pvt Tablet tablet contains: dated SRO |facility is suitable to
Ltd. Plot n0.9-B/1 & | 250mg Chloroquine 14/04/2020 carry out manufacturing
2, Sector D-1,0ld phospate...250mg Rs. 20,000/- and testing of
industrial Estate Form 5 pharmaceuticals.
Mirpur Azad Inspection date
Kashmir 22/02/2019.
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184.M/s N.S Pharma, | Quin-NS | Each tablet contains: | Dy.No. 6272 |As per | DML issued on
Plot # 576-577| 250mg Chloroquine 08/04/2020 SRO |14/09/2017.

Sundar Industrial tablet phospate...250mg Rs. 20,000/-
estate Lahore. Form 5

185.|M/s Danas | Danque-P | Each film coated Dy.No. 6530 |Asper |Firm has submitted
Pharmaceuticals Pvt tablet tablet contains: dated SRO |copy of GMP
Ltd, 312, Industrial | 250mg Chloroquine 09/04/2020 inspection report
Triangle, Kahuta phospate....250mg | Rs. 20,000/- conducted on 03-10-
Road, Islamabad. Form 5 2017 concluded

satisfactory level of
compliance with GMP
guidelines.

186. [M/s Baxter | Baxaquine | Each film coated Dy.No. 9429 | As per | Inspection date
Pharmaceuticals. 250mg Tablet Contains: 30/04/2020 SRO |21/09/2019, satisfactory
A-1/A, Scheem Tablet Chloroquine Rs.  20,000/- level of GMP
No.33,Phase-1, Phosphate Eqg. to 29-04-2020 compliance.

S.I.T.E, Super Chloroquine...250mg|Form 5
Highway, Karachi

187. |M/s Aventek | Avequin Each tablet contains: |Dy.No. 9734 | As per | GMP certificate issued
Pharmaceuticals Pvt | 250mg Chlroquine dated SRO |on 03/04/2019 on the
Ltd, 44-C, Sunder Tablet Phosphate which is  {04/05/2020 basis of inspection
Industrial Estate, Eg. to 155mg of Rs.20,000/- conducted on
Lahore Chloroquine 04-05-2020 01/01/2019.

Base...250mg Form 5

188. |M/s Schazoo Zaka | Qunizak | Each Film Coated Dy.No. 9711 |Rs. Inspection date
Pvt Ltd. Lahore 250mg Tablet Contains: 04/05/2020 2.2/- |30/05/2019, good level
Kalalwala, Zaka ur Tablet Chloroquine Rs.  20,000/- | per of GMP compliance.
Rehman State, Plot Phosphate Eqg. to 04-05-2020 tablet
No.1, 20-km Lahore- Chloroquine..150mg |Form 5
Jaranwala Road,

Shikhupura

189. [M/s Fedro | Fequin Each Film Coated Dy.N0.9576 | As per | Inspection date
Pharmaceuticals Lab | 250mg Tablet Contains: dated SRO |26/06/2018.

Pvt Limited. Tablet Chlroquine 30/04/2020 Satisfactory level of
149-Industrial Estate, Phosphate which is  |Rs. 20,000/- GMP compliance.
Hayatabad, Peshawar Eg. to 155mg of 30-04-2020

Chloroquine Base Form5

....... 250mg

190. [M/s Mediceena | M.Quin Each Tablet Dy.N0.9569 | As per | GMP certificate issued
Pharma Pvt Ltd. 250mg Contains: 30/04/2020 SRO |on 27/09/2019 based on
27 Km, Main Tablet Chloroquine Rs. 20,000/- inspection  conducted
Raiwind Road, Phosphate...250mg [30-04-2020 on 24/09/20109.

Lahore, Pakistan Form 5

191. [M/s Sante Pvt Ltd Sanphos | Each Tablet Dy.No. 9447 As per | Good compliance of
A-97 SITE Super | 250mg Contains: 30/04/2020 SRO |GMP, inspection date
Highway Karachi. tablet Chloroquine Rs. 20,000/- 07/07/2019.

Phosphate...250mg [30-04-2020
Form 5

192. M/s Zephyr | Chlorzep | Each Film Coated Dy.N0.9422 | As per|Last inspection report
Pharmatec Pvt Ltd. 250mg Tablet Contains: 30/04/2020 SRO |conducted on 18-07-
Plot No. A-39, Tablet Chloroquine Rs. 20,000/- 2017 concluding good
S.IT.E Il, Super Phosphate...250mg [29-04-2020 level of GMP
Highway, Karachi. Form 5 compliance.

193.M/s  Farm  Aid | Fh-Chlor | Each Film Coated Dy.N0.9319 | As per | GMP inspection dated
Group. Plot # 3/2, 250mg Tablet Contains: 29/04/2020 SRO |03-10-2018, the firm is
Phase | & Il, Hattar Tablet Chloroquine Rs.20,000/- maintaining satisfactory
Industrial Estate, Phosphate...250mg [29-04-2020 level of cGMP.
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Haripur. Form 5

194. M/s Pakistan | Archin Each Film Coated Dy.N0.9303 | As per | GMP certificate issued
Pharmaceutical 250mg Tablet Contains: 29/04/2020 SRO |on 11/03/2019 on the
Products Pvt Ltd. Tablet Chloroquine Rs. 20,000/- basis of inspection
D-122, Sindh Phosphate ...250mg [29-04-2020 conducted on
Industrial ~ Trading Form 5 05/03/2019.

Estate, Karachi

195. |M/s Jupiter Pharma. | Quintel Each Film Coated Dy.No. 9222 As per | Inspection date 31-01-
Plot No. 25, Street # 250mg Tablet Contains: 28/04/2020 SRO |2018 the firm is
S-6, National tablet Chloroquine Rs. 20,000/- operating at fair level of
Industrial Zone, Phosphate...250mg [28-04-2020 cGMP compliance as of
Rawat, Rawalpindi Form 5 today.

196. [M/s Faas | Chlorofaas | Each Film Coated Dy.N0.9005 | As per | Routine GMP
Pharmaceuticals 250mg Tablet Contains: dated SRO |inspection  conducted
(Pvt.) Ltd. Tablet Chloroquine 27/04/2020 on 14-07-2017
F-748/L, SITE Phosphate...250mg |Rs. 20,000/- concluded that the
Karachi, Pakistan 27-04-2020 current level of

Form 5 compliance is rated
satisfactory

197. M/s Remington Koved Each Film Coated Dy.N0.8989 | As per|Last GMP inspection
Pharmaceuticals 250mg Tablet Contains: 27/04/2020 SRO |was conducted on 16-
Industries Pvt Ltd. Tablet Chloroquine Rs. 20,000/- 01-2018 and GMP
18 km, Multan Road, Phosphate...250mg [27-04-2020 certificate was granted.
Lahore Form 5

198. |Aneeb AIQ 250mg | Each film coated Dy. N0.8111 |Rs8.5 |Panel inspection dated
Pharmaceuticals Pvt tablet tablet contains: dated per 29-10-2018
Ltd, 24-Km, Badian Chloroquine 20/04/2020 tab, recommended renewal
Road, Lahore Cantt. phosphate ........ Rs. 20,000/- |3  x|of DML

250mg Form 5 10’s.

199.M/s Noa Hemis | Arquen Each film coated Dy. No. 9014 | As per |Panel inspection dated
Pharmaceuticals, 250mg tablet contains: dated SRO |28-02-2019
Plot No. 154, Sector tablet Chloroquine 27/04/2020 recommended renewal
23, Korangi phosphate ........ Rs. 20,000/- of DML.

Industrial Area, 250mg Form 5
Karachi.

200. M/s Trigon | Quinlor-p | Each film coated Dy. No. 6203 | As per | Last inspection report
Pharmaceuticals 250mg tablet contains: dated SRO |dated 25/03/2019,
(pvt) Limited 8™ KM tablet Chloroquine 08/04/2020 satisfactory level of
Thokar Raiwind phosphate ........ Rs. 20,000/- GMP complianc.
Road, Lahore 250mg Form5 Liquid injectable (vial

& Ampoule) section
available.

201.| M/s Nenza | Quinen Each Film Coated Dy.No. 9310 |As per|GMP inspection dated

Pharmaceuticals Pvt 250mg Tablet Contains: 29/04/2020 SRO |26-09-2018, overall
Ltd. 33-A, Tablet Chloroquine Rs. 20,000/- GMP compliance of the
Industrial ~ Estate, Phosphate...250mg [29-04-2020 firm is satisfactory
Hayatabad, Form 5

Peshawar.

Decision: Registration Board approved registration of above applications from Serial No. 123 to
201. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.
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Following applications are incomplete:

Sr.| Name of | Brand composition | Diary no./ | Pack | Remarks/G Decision
No.| applicant Name Date /fee / | Size/| MP status
form Price
202.| Applicatn: Cloro | Each film Dy.No. 9314 | As per| GMP Deferred for the
M/S CSH | 250mg |coated Tablet |dated SRO | certificate following:
Pharmaceuticals Tablets | Contains: 29/04/2020 issued  to| e Submission of
Pvt Ltd. Chloroquine  |Rs. 50,000/- M/s details of
32-km, Ferozepur Phosphate 29-04-2020 Medisave products  which
Road, Lahore ...250mg Form 5 pharmaceuti are already being
MFG By: cals on manufactured on
M/s Medisave 22/01/2020 contract and
Pharmaceuticals. on the basis detail of number
Plot 578-579, of of approved
Sundar Industrial inspection sections.
Estate, Lahore, conducted e Updated status of
Pakistan on GMP from QA &
02/10/2019. LT Division for
inspection of M/s
CSH Pharma on
priority.
203.| M/s Biorex | Chlorrex | Each Tablet Dy. N0.7619 | As per| Last Registration Board
Pharmaceuticasl 250mg | contains: dated SRO | inspection referred the case to
plot No. 251-A, | tablet |Chloroguine |15/04/2020 report is| QA & LT Division
Industrial Triangle phosphate...... 2|Rs. 20,000/- older than 3 | to conduct GMP
Kahuta Road, 50mg Form 5 years. inspection of Firm
Islamabad. on priority.
204.| M/s Novae |Novaquin | Each Film Dy.No. 6223 | As per| Inspection Registration Board
Pharmaceuticals. Tablet |Coated Tablet |dated SRO | report not | referred the case to
123, Phase 5, Contains: 08/04/2020 provided. QA & LT Division
Industrial  Estate, Chloroquine  |Rs. 20,000/- to conduct GMP
Hattar, Pakistan Phosphate...25008-04-2020 inspection of Firm
mg Form 5 on priority.
205.| M/s Synchro | Qusyn | Each Tablet Dy.No. 9424 | As per| Inspection Registration Board
Pharmaceuticals. 250mg | Contains: dated SRO | report is not | referred the case to
77-Industrial Tablet | Chloroquine  [30/04/2020 provided. QA & LT Division
Estate, Kot Phosphate...250Rs. 20,000/- to conduct GMP
Lakhpat, Lahore mg 30-04-2020 inspection of Firm
Form 5 on priority.
206.| M/s Obsons | Obschlor | Each film Dy.No. 7172 | As per| Inspection Registration Board
Pharmceuticals Tablet |coated tablet |dated SRO |date referred the case to
209-S, Quaid e | 250mg |contains: 13/04/2020 18/02/2020 | QA & LT Division
Azam  Industrial Chloroquine  |Rs. 20,000/- Due to area | for updated status of
Estate, Kot phospate...250 [Form 5 constraint, GMP.
Lakhpat, Lahore mg the firm was
unable to
expand  or
rectify
certain
manufacturi
ng areas
related to
installation
of
machinery/e
quipments,
emergency
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exits,

However;
other
shortcoming
S were
rectified.
207.| Applicatn: Cloro | Each film Dy.No. 9314 | As per| GMP Deferred for the
M/S CSH | 250mg |coated Tablet |dated SRO | certificate following:
Pharmaceuticals Tablets | Contains: 29/04/2020 issued to| e Submission of
Pvt Ltd. Chloroquine  |Rs. 50,000/- M/s details of
32-km, Ferozepur Phosphate...25029-04-2020 Medisave products  which
Road, Lahore mg Form 5 pharmaceuti are already being
MFG By: cals on manufactured on
M/s Medisave 22/01/2020 contract and
Pharmaceuticals. on the basis detail of number
Plot 578-579, of inspection of approved
Sundar Industrial conducted sections.
Estate, Lahore, on e Updated status of
Pakistan 02/10/2019. GMP from QA &
LT Division for
inspection of M/s
CSH Pharma on
priority.
208.| M/s Fassgen [Quin Gen | Each film Dy.No. 7161 | As per| Inspection | Referred to QA
Pharmaceuticals Tablet |coated tablet |dated SRO | report Division for updated
Plot No. 67/1-| 250mg |contains: 13/04/2020 dated GMP
A Phase-lIl, Chloroquine  |Rs. 20,000/- 14/11/2017,
Industral  Estate, phospate...250 |Form 5 15
Hattar mg recommend
ations were
made
regarding
QC,
production,
microbiolog
ical lab,
cleaning
validation,
stability
chambers
etc.
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3. Chloroquine Phosphate 500mg Tablet:

Composition:
Each Film Coated Tablet contains:
Chloroquine phosphate........ 500mg

International Availability:
Chloroquine phosphate (250mg & 500mg) film coated tablet by M/s Hima Pharma, USFDA Approved.
However, the product approved in MHRA is uncoated.

Me too:
Specifications:

Not registered
USP Specification

Applications for local manufacturing:

Sr.|Name of applicant [Brand Name | composition Diary no./ Pack | Remarks/GMP
No. Date / fee / Size /|status
form Price
209.|M/s Macter |Macvid Each Film Coated Dy.No. 5897 | As per|Inspection conducted
International 500mg tablet | Tablet contains: dated SRO |on 23-01-2019
Limited, F-216, Chloroquine 07/04/2020 concludes the firm is
S.I.T.E, Karachi phosphate.....500mg | Rs. 20,000/- considered to be
+ 30,000/- operating at good
20/04/2020 level of GMP.
Form 5D
210.M/s Novamed Quinco Each tablet contains: | Dy.No. 6777 |As per |Last inspection report
Pharmaceuticals 500mg Chloroquine 10/04/2020 SRO |dated 22/01/2019,
(Pvt) Ltd. Tablet phospate...500mg Rs. 20,000/- good level of GMP
28-km,Ferozepur 09-04-2020 compliance.
Road, Lahore Rs. 30,000/-
(vide challan
# 2032235)
29/04/2020
Form 5D
211.M/s Akhai Arquin Each film coated Dy.No. 7766 |As per |Inspection date
Pharmaceuticals Pvt Tablet tablet contains: 16/04/2020 SRO |03/01/2019, Good
Ltd. Plot # A-248 & 500mg Chloroquine Rs. 50,000/-. level of GMP
A-256 to A-259, phospate....500mg 09-04-2020 compliance.
H.I.T.E. Lasbela Form 5D
Balochistan
212.M/s Epharm Ephaquine P | Each film coated Dy.No. 8919 |As per |Inspection date
Laboratories. Tablet tablet contains: 24/04/2020 SRO |02/10/2018, Good
A-40, Road No. 1, 500mg Chloroquine Rs. 50,000/-. GMP.
S.1.T.E. Super phospate....500mg 23-04-2020
Highway Industrial Form 5D
Area, North Karachi
213.M/s Neutro Pharma N-CQ Each film coated Dy.No. 8324 |As per |Inspection date
(Pvt) Ltd. Tablets  |tablet contains: 20/04/2020 SRO |(31/12/2018 &
9.5 km, Sheikhupura | 500mg Chloroquine Rs. 50,000/- 28/02/2019, fair level
Road,Lahore phospate...500mg 20-04-2020 of GP compliance.
Form 5D
214.M/s Radiant Pharma | Clor Q Each film coated Dy.No. 8348 |As per |GMP certificate issued
Pvt Ltd. Tablet tablet contains: dated SRO |on 11/07/2019 on the
43-E, Sundar 500mg Chloroquine 20/04/2020 basis of inspection
Industrial Estate, phospate....500mg Rs. 50,000/- conducted on
Lahore 20-04-2020 31/07/2019.
Form 5D
215.M/s Reign Quivid Each film coated Dy.No. 8463 |As per |Inspection date
Pharmaceuticals Tablet tablet contains: 21/04/2020 SRO (24/12/2019, the panel
PCSIR-KLC Pvt Ltd.| 500mg Chloroquine Rs. 20,000/- recommended renewal
TBIC Building-1, phospate....500mg Rs. 30,000/- of DML.
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PCSIR Laboratories (vide challan
Complex, Shahrahe #1920044)
Dr. Salim-us-Zaman 29/04/2020
Siddiqui, Karachi Form 5D

216.M/s Amarant Amaquin |Each Film Coated Dy.No. 9455 |As per |Good GMP
Pharmaceuticals Pvt 500mg Tablet Contains: 30/04/2020 SRO |compliance,

Ltd. 158-D, Tore, Tablet Chloroquine Rs. 50,000/- inspection date
Gadap Road, Super Phosphate...500mg | 30-04-2020 24/07/2018.
Highway, Karachi Form 5D

217.M/s Sante Pvt Ltd. Sanphos | Each Film Coated Dy.No. 9448 |As per |Good compliance of
A-97, S.I.T.E Super 500mg Tablet Contains: 30/04/2020 SRO |GMP, inspection date
Highway, Karachi, Tablet Chloroquine Rs. 50,000/- 07/07/2019.

Pakistan Phosphate...500mg | 30-04-2020
Form 5D

218.M/s Winlet MHQ 500mg | Each Film Coated Dy.No. 9217 |As per |The firm was granted
Pharmaceuticals. tablet Tablet Contains: 28/04/2020 SRO |New Drug
30-km, Lahore Chloroquine Rs. 50,000/- Manufacturing
Sargodha Road, Phosphate...500mg | 28-04-2020 License based on
Lahore Form 5D inspection dated 5-12-

2017.

219.M/s Martin Dow Quiclor Each Film Coated Dy.No. 9217 |As per |The firm was
Limited. 500mg Tablet Contains: dated SRO |operating at good
Plot No. 37, Sector Tablet Chloroquine 27/04/2020 level of compliance
19, Korangi Phosphate...500mg | Rs. 50,000/- with GMP as per
Industrial Area, 27-04-2020 inspection report dated
Karachi Form 5D 06/12/2018.

220.M/s Bio-Mark CLOKIT |Each tablet contains: | Dy.No. 9123 |As per [The firm is granted
Pharmaceuticals. Plotf 500mg Chloroquine 28/04/2020 PRC |GMP certificate based
No. 527, Sundar Tablet phosphate....500mg | Rs. 20,000/- on inspection dated
Industrial Estate, 30,000/- 30- 16-08-2018.

Lahore 04-2020
(Deposit slip
# 2032460)
Form 5D

221.M/s Hamaz Phosoquin |Each Film Coated Dy. N0.5915 |As per |GMP certificate issued
Pharmaceuticals (pvt) Tablet Tablet contains: 07/04/2020 SRO |on 06/11/2019.

Itd 13-KM Bosan 500mg Chloroquine dated
Road, Lutfabad, phosphate .... 500mg | 07/04/2020
Multan. Rs. 20,000/-

+ Rs.30,000/-
vide challan
No0.2041195
dated
5/06/2020.
Form 5D

Decision: Registration Board approved registration of above applications from Serial No. 209
to 221. Conditions regarding validity of registration and data requirement will be same as
decided by the Board in its general decision recorded above.
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Following applications are incomplete:

Sr.| Name of Brand composition Diary no./ | Pack | Remarks/GMP status Decision
No.| applicant Name Date / fee/ | Size/
form Price
222.|M/s  Dyson | Dyclor |Each film coated |Dy.N0.7280 | As | 11-01-2019 Deferred  for
Research 500mg |tablet contains: |dated per | satisfactory level of |[submission of
Laboratories Tablet |Chloroquine 14/04/2020R | SRO | GMP compliance, |Form 5D along
Pvt Ltd. phosphate s. 20,000/- hence panel |with the
28 km ...500mg 13-04-2020 recommended submission  of
Ferozepur Form 5 issuance of GMP |Differential fee
Road Lahore certificate to the firm. |of Rs. 30,000/-
Form 5D and
differential fee of Rs.
30,000/- is required.
223.| M/s Simz | Chlorosim Each film coated |Dy.N0.7631 | As | GMP certificate | Deferred  for
Pharmaceutic 500mg |tablet contains: |dated per | issued on 03/10/2017 |submission of
als Pvt Ltd Tablet |Chloroquine 15/04/2020R | SRO | on the basis of |[Form 5D along
Plot No.574- phosphate s. 20,000/- inspection conducted |with the
575, Sundar ...500mg 15-04-2020 on 19/08/2017. submission  of
Industrial Form 5 Form 5D along with | Differential fee
Estate, differential fee of |of Rs. 30,000/-
Raiwind 30,000/0 is required.
Lahore
224.| M/s Quenta |Each film coated |Dy.N0.8928 | As | Insepction date [Deferred  for
Novartana Tablet |[tablet contains: |dated per | 16/11/2018, the panel |submission of
Pharmaceutic 500mg |Chloroquine 24/04/2020R | SRO | recommended Form 5D along
als Pvt Ltd. phosphate s. 20,000/- renewal of DML. |with the
Plot No. 87- ....500mg 24-04-2020 (Tabklet General, |submission  of
B, Sundar Form 5 Capsule General, | Differential fee
Industrial Liquid Syrup |of Rs. 30,000/-
Estate, Lahore General).
Form 5D along with
differential fee of Rs.
30,000/- is required.
225.|M/s  Espoir | Chloquine Each film coated |Dy.No.7779 | As | Inspection date [Deferred  for
Pharmaceutic Tablet |[tablet contains: |dated per | 06/08/2019. The [submission  of
als. 500mg |Chloroquine 16/04/2020R | SRO | panel recommended |Form 5D along
PCSIR KLC phosphate s. 20,000/- resumption of |with the
BIC-I | | 500mg |16-04-2020 production submission  of
PCSIR Form 5 Form 5D along with | Differential fee
Laboratory differential fee of Rs. |of Rs. 30,000/-
Complex, 30,000/~ is required..
Shahrah-e-Dr.
Salim Uz
Zaman
Siddiqui  Off
University
Road, Karachi
226.| M/s The | Qoroze |Each film coated |Dy.N0.8845 | As |[Last inspection report Deferred  for
Searle Tablet |tablet contains: |dated per dated 30-01-2019 submission  of
Company 500mg |Chloroquine 23/04/2020R | SRO [confirms that firm isForm 5D along
Ltd.F-319, phosphate s. 20,000/- operating at a Goodwith the
S.I.T.E, ....500mg 23-04-2020 level of GMP|submission  of
Karachi Form 5 compliance. Differential fee
of Rs. 30,000/-
Form 5D along with
differential fee of Rs,
30,000/- is required.
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227.|M/s  Obsons | Obschlor|Each film coated |Dy.No. 7168 | As |[Inspection date [Deferred  for
Pharmceutical | DS Tablet|tablet contains: |dated per [18/02/2020 submission  of
S 209-S,| 500mg |[Chloroquine 13/04/2020R | SRO [Due to area constraint, |[Form 5D along
Quaid e Azam phosphate s. 20,000/- the firm was unable to |with the
Industrial ....500mg Form 5 expand or rectify [submission of
Estate, Kot certain manufacturing | Differential fee
Lakhpat, areas related to [of Rs. 30,000/-
Lahore installation of jand GMP
machinery/equipments, |status
emergency exits,
However \other
shortcomings were
rectified.
Form 5D along with
the differential fee of
Rs. 30,000/- is
required.
228.| M/s BJ | Chloroquir Each tablet Dy.N0.7265 | As [Firm has required |Deferred for
Pharmaceutic e tablet |contains: dated per lequipment/machinery, |submission of
als. Chloroquine as |14/04/2020R | SRO HVAC system and [Form 5D along
18 Km, phosphate s. 20,000/- qualified  staff, fir |with the
Mandialli ...500mg 14-04-2020 showed good intention [submission  of
Stop, Lahore- Form 5 to further | Differential fee
Sheikhupura improvements in [of Rs. 30,000/-
Road, Lahore future. Overall
hygienic condition of
the firm is satisfactory
at the time of
inspection. Inspection
date 15/01/2020.
Form 5D along with
differential  fee s
required.
229.|M/s  Neutro| N-QC |Each tablet Dy.No0.7082 Last inspection report Deferred  for
Pharma (Pvt)| tablet |contains: dated dated 18/07/2017, fair|submission of
Ltd. Chloroquine 13/04/2020R level of GMP|Form 5D along
95 km, phosphate...500 |s. 20,000/- compliance. with the
Sheikhupura mg 13-04-2020 Form 5D along withsubmission of
Road,Lahore Form 5 differential fee is| Differential fee
required. of Rs. 30,000/
230.|M/s Curatech| Caraquine|Each Tablet Dy.N0.8376 | As [The panel| Deferred  for
Pharma  Pvt| 500mg |Contains: 21/04/2020R | per [recommended renewal submission of
Ltd. Tablet |Chloroquine s. 20,000/- SRO pf DML, inspection/Form 5D along
35-Km Multan Phosphate 21-04-2020 date 16/03/2018. with the
Road, Lahore. ...500mg Form 5 Form 5D along with the|submission  of
differential fee is| Differential fee
required. of Rs. 30,000/
231.|M/s Pharmevo| Evoquin |Each Film CoatedDy.N0.5874 | As Deferred  for
Pvt Ltd. Plot #| Tablet |Tablet Contains: |dated per submission  of
A-29, North| 500mg |Chloroguine 07/04/2020R | SRO Form 5D along
Western Phosphate s. 20,000/- with the
Industrial ...500mg 06-04-2020 submission  of
Zone, Port Form 5 Differential fee
Qasim, of Rs. 30,000/
Karachi
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232.|M/s Harmann | Citaquine|Each Film CoatedDy.No. 9126 | As Deferred  for
Pharmaceutic | DS Tablet| Tablet contains: |dated per | 30,000/- fee |submission  of
al Chloroquine 28/04/2020 | PRC | alongwith Fom-5D is |Form 5D along
Laboratories phosphate......... Rs. 20,000/- required. with the
(Pvt.) Ltd, 16- ..500mg Form 5 submission  of
Km  Multan Differential fee
Road, Lahore of Rs. 30,000/
233.|M/s Harmann | Citaquine|Each Film CoatedDy.N0.9126 | As Deferred  for
Pharmaceutic | DS Tablet| Tablet contains: |dated per | 30,000/- fee |submission  of
al Chloroquine 28/04/2020 | PRC | alongwith Fom-5D is |Form 5D along
Laboratories phosphate......... Rs. 20,000/- required. with the
(Pvt.) Ltd, 16- ..500mg Form 5 submission  of
Km  Multan Differential fee
Road, Lahore of Rs. 30,000/
4. Chloroquine Phosphate Syrup:
Composition:
Each 5ml contains:
Chloroquine Phosphate eq. to Chloroquine ...... 50mg

International Availability:

Malarivon Syrup 50mg /5ml approved by MHRA of UK

Me too: Malaquin syrup of M/s Rakaposhi Pharmaceutical Ltd., Peshawar having registration no. 034687

Specifications:

USP

Applications for local manufacturing:

Sr.| Name of applicant |Brand Name composition Diary no./ | Pack | Remarks/GMP status
No. Date / fee / | Size/
form Price

234.M/s Pliva Pakistan  |Chloroquine | Each 5ml contains:  |Dy.No. 7137 | As per | Renewal of DML was
(pvt) Itd. B-77, Syrup Chloroquine 13/04/2020 | SRO | granted vide letter
H.I.T.E, Balochistan. |50mg/5ml Phosphate eg. to Rs. 20,000/- No.F.4-1/89-Lic(Vol-V)

Chloroquine... 50mg [Form 5 dated 7" Nov., 2019.

235.M/s Neutro Pharma | N-CQ syrup | Each 5ml contains: |Dy.No. 7078 | As | Last inspection report
(Pvt) Ltd. 9.5 km, Chloroquine as 13/04/2020 per | dated 18/07/2017, fair
Sheikhupura Road, phosphate ...50mg  [Rs. 20,000/- | SRO | level of GMP
Lahore 13-04-2020 compliance.

Form 5

236.M/s Semos | CLQ syrup | Each 5ml contains:  [Dy.No. 7117 | As | The panel recommended
Pharmaceuticals Pvt Chloroquine as 13/04/2020. per | renewal of DML,
Ltd. Plot No. 11, phosphate ...50mg  |Rs. 20,000/- | SRO | inspection report
Sector 12-A, North 13-04-2020 26/02/2019.
Karachi, Krachi. Form 5

237.M/s British | Brichlor Each 5ml contains: | Dy.No. 7132 | As | The panel recommended
Pharmaceuticals Pvt | syrup Chloroquine as 13/04/2020 per | grant of DML,
Ltd, 23-KM, phosphate ...50mg  [Rs. 20,000/- | SRO | inspection date
Shekhupura  Road, 13-04-2020 19/8/2019 & 27/12/2019
lahore Form 5

238.M/s Bio Labs Pvt | Enigor Syrup| Each 5ml Contains: [Dy.No. 6787 | As |GMP certificate issued on
Ltd. Plot # 145, | 50mg/5ml Chloroquine 10/04/2020 per [21/05/2019 on the basis
Industrial  Triangle, Phosphate Eq. to Rs. 20,000/- | SRO of inspection conducted
Kahuta Road, Chloroquine 08-04-2020 on 23/04/2019.
Islamabad Base...50mg Form 5

239.M/s Akson | Lorquine-50 | Each 5ml Contains: |Dy.No. 7304 | As |As of today the firm’s
Pharmaceuticals Pvt | Syrup Chloroquine dated per [facility is suitable to
Ltd. Plot no.9-B/1 & Phosphate Eqg. to 14/04/2020 | SRO |carry out manufacturing
2, Sector D-1,0ld Chloroquine...50mg |Rs. 20,000/- & testing of
industrial Estate 14-04-2020 pharmaceuticals.
Mirpur Azad Form 5 Inspection date 22/2/2019
Kashmir
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240.M/s Novartana | Quenta Each 5ml Contains: |Dy.No. 8926 | As |Insepction date
Pharmaceuticals Pvt | 50mg/sml Chloroquine dated per |16/11/2018, the panel
Ltd. Syrup Phosphate Eqg. to 24/04/2020 SRO [recommended renewal of
Plot No. 87-B, Chloroquine...50mg |Rs. 20,000/- DML.

Sundar Industrial 24-04-2020 (Tabklet General,
Estate, Lahore Form 5 Capsule General, Liquid
Syrup General).

241.M/s  Medimarker's | Medquin Each 5ml Contains: |Dy.No. 7941 | As |Inspection date
Labortaries Pvt Ltd | 50mg/5ml Chloroquine 16/04/2020 per |16/10/2018, the panel
A-104, S.I.T.E Area, | Syrup Phosphate...50mg  [Rs. 20,000/- | SRO |recommended renewal of
Hyderabad 16-04-2020 DML.

Form 5

242.M/s Heal | Healquine-P | Each 5ml Contains: |Dy.No. 7926 | As |Satisfactory level of
Pharmaceuticals Pvt | 50mg/5ml Chloroquine 16/04/2020 per |GMP, inspection date
Ltd. W-33, Industrial | Syrup Phosphate Eq. to Rs. 20,000/- | SRO [08/11/2019.

Area, Hayatabad Chloroquine...50mg [16-04-2020
Peshawar Form 5

243.|M/s Espoir | Chloquine Each 5ml Contains: |Dy.No. 7780 | As [Inspection date
Pharmaceuticals. Syrup Chloroquine dated per (06/08/2019. The panel
PCSIR KLC TBIC-II Phosphate Eq. to 16/04/2020 SRO |recommended resumption
PCSIR  Laboratory Chloroquine...50mg |Rs. 20,000/- of production.

Complex, Shahrah-e- 16-04-2020
Dr. Salim Uz Zaman Form 5
Siddiqui Off

University Road,

Karachi

244. M/s Winlet | Winquine Each 5ml Contains: |Dy.No. 7795 | As | The firm is granted New
Pharmaceuticals. Syrup Chloroquine 16/04/2020 per | Drug Manufacturing
30-km, Lahore Phosphate Eq. to Rs. 20,000/- | SRO | License based on
Sargodha Road, Chloroquine...50mg [16-04-2020 inspection Dated 05-12-
Lahore Form 5 2017.

245.M/s  The  Searle | Qoroze Each 5ml Contains: |Dy.No.8846 | As | GMP certificate issued
Company Limited. 50mg/sml Chloroquine as 23/04/2020 per |on 22/06/2019 on the
F-319, S.I.T.E, | Syrup Phosphate...50mg Rs. 20,000/- | SRO | basis of inspection
Karachi, Pakistan 23-04-2020 11/07/2019.

Form 5

246.M/s  Searle IV | Macquine Each 5ml Contains: |Dy.No. 8770 | As | GMP Certificate issued
Solutions Pvt Ltd. 50mg/sml Chloroquine 23/04/2020 per | on 15-03-2018.

1.5 km, Manga | Syrup Phosphate Eqg. to Rs. 20,000/- | SRO
Raiwind Road, Chloroquine...50mg [23-04-2020
Lahore Form 5

247.M/s Lawrence | Larquine Each 5ml Contains:  |Dy.No. 9950 [Rs. 35/- The panel observed that
Pharma Pvt Ltd. Syrup Chloroquine 05/05/2020 per | most of the
10.5 Km, Phosphate Eq. to Rs. 20,000/- |60ml &| shortcomings which
Sheikhupura Road, Chloroquine 04-05-2020 |Rs.115/| were pointed out during
Lahore Base...50mg Form 5 - per | last inspection had been

450ml | addressed and found
compliant, however,
production  of  the
steroidal injectable
products will remain
stopped. Inspection date
23/02/2018.

248.M/s Winthrox | Chlorowin Each 5ml Contains: |Dy.No. 9720 | As | Certificate of cGMP is
Laboratories Pvt Ltd. | 50mg/5ml Chloroquine dated per | issued to the firm based
K-219/A, S.L.T.E, | Syrup Phosphate Eqg. to 04/05/2020 | SRO | on inspection
Super Highway, Chloroquine...50mg |Rs. 20,000/- conducted on 16-08-
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Phase-11,  Karachi, 04-05-2020 2018.
Pakistan Form 5

249.M/s Fedro | Fequin-cp Each 5ml Contains: |Dy.No. 9577 | As | Inspection date
Pharmaceuticals Lab | 50mg/5ml Chloroquine as 30/04/2020 per | 26/06/2018. Satisfactory
Pvt Ltd. 149- | Syrup Chloroquine Rs. 20,000/- | SRO | level of GMP
Industrial Estate, Phosphate...50mg  [30-04-2020 compliance.

Hayatabad, Form 5
Peshawar

250. M/s Mediceena | M.Quin Each 5ml Contains: |Dy.No. 9568 | As | GMP certificate issued
Pharma Pvt Ltd. Syrup Chloroquine 30/04/2020 per | on 27/09/2019 based on
27 Km, Main | 50mg/5ml Phosphate Eqg. to Rs. 20,000/- | SRO | the inspection conducted
Raiwind Road, Chloroquine 30-04-2020 on 24/09/2019
Lahore, Pakistan Base...50mg Form 5

251.M/s Amarant | Amaquin Each 5ml Contains: | Dy.No. 9454 | As | Good GMP compliance,
Pharmaceuticals Pvt | 50mg/sml Chloroquine 30/04/2020 per | inspection date
Ltd. 158-D, Tore, | Syrup Phosphate Eq. to Rs. 20,000/- | SRO | 24/07/2018.

Gadap Road, Super Chloroquine...50mg [30-04-2020
Highway, Karachi Form 5

252.M/s Zephyr | Chlorzep Each 5ml Contains: |Dy.No. 9421 | As | Last inspection report
Pharmatec Pvt Ltd. 50mg/sml Chloroquine 30/04/2020 per | conducted on 18-07-
Plot No. A-39, | Syrup Phosphate Eq. to Rs. 20,000/- | SRO | 2017 concluding good
S.I.T.E |Il, Super Chloroquine...50mg [29-04-2020 level of GMP
Highway, Karachi. Form 5 compliance.

253.[M/s Ali Industries. Aliguine Each 5ml Contains:  |Dy.No.9949 | As | Inspection date
239-C Sundar | 50mg/5mi Chloroquine as 05/05/2020 per | 02/07/2018, the firm has
Industrial Estate, | Syrup Phosphate... 50mg [Rs. 20,000/- | SRO | maintained conformance
Raiwind Road, 05-05-2020 to GMP compliance.
Lahore Form 5

254.M/s  Noa Hemis | Arquen Each 5ml contains:  |Dy.No. 9013 | As | Panel inspection dated
Pharmaceuticals, 50mg/sml Chloroquine 27-04-2020 per | 28-02-2019
Plot No. 154, Sector | Syrup phosphate eq. Rs. 20,000/- | SRO | recommended renewal
23, Korangi Chloroquine ...... Form 5 of DML.

Industrial Area, 50mg
Karachi.

255.M/s Reign QUIVID |Each 5ml contains: Dy.No. As | The panel dated 04-10-
Pharmaceuticals 50mg/sml |Chloroquine 8460 dated | per | 2019 recommends for
PCSIR-KLC  (Pwt) Syrup Phosphate eg. to 21/04/2020 | SRO | renewal of DML.

Ltd, TBIC Building - Chloroquine...50mg | Rs. 20,000/-
1, PCSIR Form 5
Laboratories

complex, Shahrah-e-

Dr. salim-uz-Zaman

Siddique, off

university Road,

Karachi

256.M/s EPHARM | EPHAQUIN [Each 5ml contains: Dy.No0.8454 | As | Inspection conducted o
Laboratories, A-40, E-P Chloroquine dated per | 12-09-2019, GMP is
Road No, SITE| 50mg/5ml [Phosphate eqg. to 21/04/2020 | SRO | rated as Good.

Super Highway Syrup Chloroquine ...... Rs. 20,000/-
Industrial area, North 50mg Form 5
Karachi

257.M/s Radiant Pharma Clor-Q  |[Each 5ml contains: Dy.No0.8344 | As | The firm was granted
(Pvt.) Ltd, 43-E| 50mg/5ml [Chlorogquine dated per | GMP certificate based
Sundar Industrial Syrup Phosphate eq. to 21/04/2020 | SRO | on inspection dated 31-
Estate, Lahore Chloroquine ...... Rs. 20,000/- 07-2018.

50mg Form 5
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258.M/s S.J.G. Fazul | Rexachlor [Each 5ml contains: Dy.N0.9143 | As | Inspection conducted on
Ellahi (Pvt) Ltd., E- | 50mg/5ml |Chloroquine 28/04/2020 | per | 15-01-2020 The firm is
46, SITE, Karachi Syrup Phosphate eqg. to Rs. 20,000/- | SRO | recommended grant of

Chloroquine ... 50mg Form 5 GMP certificate.

259. M/s Pearl | PLASOCHI [Each 5ml contains: Dy.N0.8598 | As | Inspection conducted on
Pharmaceuticals, N 50mg/5ml |Chloroquine 22/04/2020 | per | 23-07-2018 firm s
Plot # 204, Street 1, Syrup Phosphate eg. to Rs. 20,000/- | SRO | found satisfactory
1-10/13, Islamabad Chloroquine ... 50mg Form 5 compliance with GMP

guidelines.

260. M/s Highnoon Hivaquin  [Each 5ml contains: Dy.N0.8127 | As | The firm has been

Laboratories Ltd. Syrup Chloroquine 20/04/2020 | per | granted GMP certificate

17.5 km, Multan 50mg/5ml  phospate....50mg Rs. 20,000/- | SRO | based upon evaluation

Road, Lahore 15/04/2020 conducted on 06-7-
Form 5 2017.

Decision: Registration Board approved registration of above applications from Serial No. 234 to
260. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.

Following applications are incomplete:

Sr. [Name of applicant Brand Name| composition Diary no./ | Pack Remarks/GMP Decision
No. Date / fee/ |Size/ status
form Price
261.M/s BJ Chloroquine |Each 5ml Dy.No. 7264 |As Firm has required| Deferred for
Pharmaceuticals. |suspension [suspension  |dated per  lequipment/ submission of
18 Km, Mandialli contains: 14/04/2020R |[SRO |machinery, HVAC| evidence of
Stop, Lahore- Chloroquine |s. 20,000/- system and| approval of applied
Sheikhupura as phosphate |dated 14-04- qualified staff, fir| formulation as
Road, Lahore ...50mg 2020 Form 5 showed good| “suspension” in
intention to further| reference
improvements in| regulatory
future. Overall| authorities/agencies
hygienic condition| which were adopted
of the firm is| by the Registration
satisfactory at the| Board in its 275th
time of inspection.| meeting or else the
Inspection  date| formulation may be
15/01/2020. revised in
The reference is| 2ccordance  with
syrup. reference  product
along with
submission of
requisite fee.
5. Chloroquine Phosphate 250mg/5ml ampoule:
Composition:
Each 5ml ampoule contains:
Chloroquine Phosphate eq. to Chloroquine ...... 250mg
International Availability: Germany Approved.
Me too: could not be confirmed/not registered
Specifications: Innovator’s
Applications for local manufacturing:
262.| M/s Amaan Amgquine Each 5ml Contains: | Dy.No. 9415 As Inspection date
Pharma. 250mg/5ml | Chloroguine 30/04/2020 per 19/03/2020.
30 km, Injection Phosphate...250mg | Rs. 50,000/- SRO | Satisfactory level of
Sheikhupura Road, 30-04-2020 GMP compliance.
Lahore Form 5D

Registration Board approved registration of above application at Serial No. 262. Conditions
regarding validity of registration and data requirement will be same as decided by the Board in its
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general decision recorded above.

6. Lopinavir/Ritonavir (200mg/50mg) Tablet:

Composition:

Each film Coated Tablet contains:

Lopinavir........ 200mg
Ritonavir........ 50mg
International Availab

ility:

Kaletra (200mg/50mg & 100mg/25mg) Film coated tablet by M/s Abbvie, USFDA Approved.

Me too:

1. Lopinavir/Ritonavir Tablets 200mg/50mg By M/S Scitech Health (Private) LIMITED, Reg No. 62250

Specifications:

USP Specification

Applications for local manufacturing:

Sr.|Name of applicant  |Brand Name|composition Diary no./ |Pack | Remarks/GMP status
No. Date /fee/ |Size/
form Price

263.M/s Trigon |Loprit Each film Coated Dy. N0.6205 |As per | Last inspection report
Pharmaceuticals (pvt) 200mg/50mg | Tablet contains: dated SRO | dated 25/03/2019,
Limited 8™ KM [tablet Lopinavir...... 200mg|08/04/2020 satisfactory level of GMP
Thokar Raiwind Road, Ritonavir....... 50mg |Rs. 20,000/- complianc.

Lahore Form 5

264.M/s Wellborne |Lopiwell Each film Coated Dy. No. 6521 |As per | Last inspection report
pharmacchem and [200mg/50mg |Tablet contains: Dated SRO | dated 07/11/2018,
biological, Plot # 51/1- [tablet Lopinavir...... 200mg|09/04/2020 Satisfactory level of
52/1 Phase 1, Ritonavir....... 50mg |Rs. 20,000/- cGMP compliance.
Industrial Estate Form 5
Hattar.

265.[M/s. Wilson’s |Divir tablets |Each film Coated Dy. No. 6526 |As per | 24-01-2018 Good level of
Pharmaceuticals, 387-]200mg/50mg | Tablet contains: 09/04/2020 | SRO | CGMP Compliance.

388, 1-9,  Sector, Lopinavir...... 200mg|Rs. 20,000/-
Industrial Area, Ritonavir....... 50mg |Form 5
Islamabad.

266.M/s Mafins Pharma, [Telera Each film Coated Dy. No.7283 |As per | Last inspection conducted
A-5, SITE  Super |200mg/50mg |Tablet contains: 14/04/2020 | SRO |on 24/07/2019,
highway Industrial tablet Lopinavir...... 200mg|14/04/2020 appropriate GMP
Area, Karachi. Ritonavir....... 50mg |Rs. 20,000/- compliance.

Form 5

267.M/s Amarant |[Ampivir Each film Coated Dy. No.7155 |As per | Good GMP compliance,
Pharmaceuticals 200mg/50mg | Tablet contains: 13/04/2020 | SRO | inspection date
Private Limited, 158, [tablet Lopinavir...... 200mg|dated 24/07/2018.

D. Tore, Gadap road Ritonavir....... 50mg |13/04/2020
Super Highway, Rs. 20,000/-
Karachi. Form 5

268.M/s Genetics [Dualvir Each film Coated Dy.No. 6304 |As per | Last inspection report
Pharmacetuicasl ~ pvt|200mg/50mg | Tablet contains: dated SRO |dated 29/03/2019, firm
limited, 539-A, Sundar |tablet Lopinavir...... 200mg|08/04/2020 was operation at
Industrial Estate, Ritonavir....... 50mg |Rs. 50,000/- satisfactory level of GMP
Raiwind, Lahore. Form 5D compliance.

269.M/s Scotmann |Scotra tablet |Each film Coated Dy. N0.6558 |As per | The panel recommended
Pharmaceuticals, 5-D, 200mg/50mg | Tablet contains: dated SRO | grant of GMP certificate,
1-10/3, Industrial Area, Lopinavir...... 200mg|09/04/2020 inspection date
Islamabad. Ritonavir....... 50mg |Rs. 20,000/- 10/10/2018 & 17/10/2018.

Form 5
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270. M/s Vega |LORITOVI|Each film Coated Dy.No. 9130 | As perlinspection dated 21-03-
Pharmaceuticals (Pvt.) | R FORTE |Tablet contains: dated SRO R019 the firm s
Ltd., Plot No.4, Pharma 200/50 |Lopinavir.....200mg |28/04/2020 considered to be
city Sundar, 30 Km Tablet [Ritonavir.....50mg |Rs. 20,000/- operating at fair level of
Multan Road Lahore. Form 5 GMP compliance.

271. M/s Getz Pharma (Pvt) | LONAVIR |Each film Coated Dy.No. 9003 | As per[The firm is granted GMP
Ltd, 29-30/27, Korangi Tablet [Tablet contains: 27/04/2020 SRO (ertificate  based on
Industrial Area, | 200mg + |Lopinavir.....200mg |Rs. 20,000/- inspection conducted on
Karachi 50mg |Ritonavir.....50mg |Form5 07-01-2019.

272. M/s LINZ | LOPIR [Each film Coated Dy.No. 9132 | As perlinspection dated 09-01-
Pharmaceuticals (Pvt.) 200mg |Tablet contains: dated SRO 020, the GMP of the
Ltd, Plot No. 31-G & /50mg  |Lopinavir.....200mg |28/04/2020 firm is rated GOOD.
31-H, Sector 15, Tablet |Ritonavir...... 50mg |Rs. 20,000/-

Korangi Industrial Form 5
Area, Karachi

273. M/s Bosch | LORIP |Each film Coated Dy.No. 9137 | As perfinspection conducted on
Pharmaceuticals (Pvt.) 200mg |Tablet contains: dated SRO [17-09-2019 The firm is
Ltd., 221,222 and 223 /50mg  [Lopinavir.....200mg |28/04/2020 operating at acceptable
Sector 23, Korangi Tablet [Ritonavir.....50mg |Rs. 20,000/- level of compliance with
Industrial Area, Form 5 GMP.

Karachi

274. M/s ATCO | ATCOVIR |Each film Coated Dy.No. 9121 | As perlinspection dated 09-07-
Laboratories Ltd., B- Tablet |Tablet contains: 28/04/2020 SRO P019 Overall GMP of the
18, SITE, Karachi 200mg + |Lopinavir....200mg |Rs. 50,000/- firm is rated as Good.

50mg [Ritonavir.....50mg |Form5

275. M/s. Nawan | Lipovir [Each film coated Dy.No. 8124 | As perGMP inspection dated
Laboratories (Pvt) Ltd. Tablet [tablet contains: 20/04/2020 SRO 26-12-2019 concludes
136 sector 15 Korangi | 200/50mg [Lopinavir...200mg |Rs. 20,000/-. that the current GMP
Industrial Area Ritonavir...50mg 20-04-2020 compliance level of the
Karachi. Form 5 firm is rated as Good.

276. M/s Winthrox | Ritovir |Each film coated Dy.No. 8119 | As perCertificate of cGMP is
Laboratories Pvt Ltd. Tablet [tablet contains: 20/04/2020 SRO |jissued to the firm based
K-219/A, S.I.T.E, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- on inspection conducted
Super Highway, Phase- Ritonavir...50mg 20-04-2020 on 16-08-2018.

I, Karachi, Pakistan Form 5

277. M/s Biogen Pharma. Biolor |Each film coated Dy.No. 6764 | As per|inspection date
8-Km, Chakbeli Road, Tablet [tablet contains: 10/04/2020 SRO P5/11/2019 &
Rawat, Rawalpindi, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- 12/12/2019, the panel
Pakistan Ritonavir...50mg 10-04-2020 recommended renewal of

Form 5 DML.

278. M/s Vision | Lopirid |Each film coated Dy.No. 7294 | As per|Inspection date
Pharmaceuticals. Tablet |tablet contains: 14/04/2020 SRO [11/02/2019, the panel
Plot # 22,23, Industrial | 200/50mg |Lopinavir...200mg |Rs. 50,000/- recommended issuance of
Triangle, Kahuta Road, Ritonavir...50mg 14-04-2020 GMP ceritifcate.
Islamabad Form 5D

279. M/s Global Lopirit |Each film coated Dy.No. 7297 | As per|Inspection date
Pharmaceuticals  Pvt | Tablet [tablet contains: 14/04/2020 SRO P6/12/2018, panel
Ltd, Plot#204-205, | 200/50mg [Lopinavir...200mg |Rs. 50,000/- recommended renewal of
Industrial Triangle, Ritonavir...50mg 13-04-2020 DML.

Kahuta Road, Form 5D
Islamabad

280. M/s Fynk | LoritTablet |[Each film coated Dy.No. 7162 | As perlLast inspection report
Pharmaceuticals, 19km | 200/50mg |[tablet contains: 13/04/2020 SRO dated 21/11/2017, fair
G.T. Road Kalashah Lopinavir...200mg |Rs. 20,000/- level of GMP
Kaku, Lahore, Pakistan Ritonavir...50mg 13-04-2020 compliance.

Form 5
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281. M/s Akson | L-lonavir |Each film coated Dy.No. 7302 | As perl/As of today the firm’s
Pharmaceuticals  Pwvt Tablet [tablet contains: 14/04/2020 SRO facility is suitable to carry
Ltd. Plot n0.9-B/1 & 2, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- out manufacturing &
Sector D-1,0ld Ritonavir...50mg 14-04-2020 testing of
industrial Estate Mirpur Form5 pharmaceuticals.

Azad Kashmir Inspection date 22/2/2019

282. M/s Novamed |Lopir TabletEach film coated Dy.No. 6771 | As perlLast inspection report
Pharmaceuticals (Pvt) | 200/50mg |tablet contains: dated SRO dated 22/01/2019, good
Ltd. 28-km,Ferozepur Lopinavir...200mg |10/04/2020 level of GMP
Road, Lahore Ritonavir...50mg Rs. 50,000/- compliance. Form 5D and

09-04-2020 differential fee Rs.
Form 5D 30,000/- is required.

283. M/s Scilife Pharma Pvt | Rilovir |Each film coated Dy.No. 7312 | As perlinspection date 10-07-
Ltd. Plot # FD-57/58- Tablet [tablet contains: 14/04/2020 SRO 018 GMP compliance
A2, Korangi Creek | 200/50mg |Lopinavir...200mg |Rs. 20,000/- level is rated as GOOD
Industrial Park, Karachi Ritonavir...50mg 14-04-2020

Form 5

284. M/s Venus Pharma. Venovir |Each film coated Dy.No. 7275 | As perGMP certificate issued on
?3 km, Multan Road, Tablet |tablet contains: 14/04/2020 SRO P8/11/2019 on the basis
Lahore 200/50mg |Lopinavir...200mg |Rs. 20,000/- of inspection conducted

Ritonavir...50mg 14-04-2020 on 05/09/2019.
Form 5

285. M/s Pearl Rilovir |Each film coated Dy.No. 7573 | As perSatisfactory GMP
Pharmaceuticals. Tablet [tablet contains: 14/04/2020 SRO compliance, inspection
Plot No. 204, Street | 200/50mg [Lopinavir...200mg |Rs. 20,000/- date 23/07/2018.

No.1, 1-10/3, Islamabad Ritonavir...50mg 14-04-2020
Form 5

286. M/s Pacific | Rotavir |Each film coated Dy.No. 7484 | As perGMP certificate issued in
Pharmaceuticals Tablet [tablet contains: 14/04/2020 SRO 5/04/2019 on the basis
Limited. 200/50mg |Lopinavir...200mg |Rs. 50,000/- on inspection conducted
30 km, Multan Road, Ritonavir...50mg 14-04-2020 on 07/03/2019.

Lahore, Pakistan Form 5D

287. M/s Shaigan | Ritovir |Each film coated Dy.No. 7113 | As perR5-9-2019 Panel
Pharmaceuticals  (Pvt) Tablet [tablet contains: 13/04/2020 SRO recommended the
Ltd, 14 KM Adyala | 200/50mg [Lopinavir...200mg |Rs. 20,000/-. renewal of DML.

Raod Post  Office Ritonavir...50mg 13-04-2020
Daghal, Rawalpindi Form5

288. M/s Dyson Research | Rilotop |Each film coated Dy.No. 7282 | As per[11-01-2019 satisfactory
Laboratories Pvt Ltd. Tablet [tablet contains: 14/04/2020 SRO |evel of GMP
28 km Ferozepur Road | 200/50mg |Lopinavir...200mg |Rs. 20,000/-. compliance, hence panel
Lahore Ritonavir...50mg 13-04-2020 recommended issuance of

Form 5 GMP certificate to firm.

289. M/s Biogen Pharma. Lorgen |Each film coated Dy.No. As per|Inspection date
8-Km, Chakbeli Road, Tablet |tablet contains: 10/04/2020 SRO P5/11/2019 &
Rawat, Rawalpindi, | 200/50mg |Lopinavir...200mg |Rs. 20,000/-. 12/12/2019, the panel
Pakistan Ritonavir...50mg 10-04-2020 recommended renewal of

Form 5 DML.

290. M/s Nabigasim | Reetovir [Each film coated Dy.No. 7626 | As perlLast inspection report
Industries Pvt Ltd. Tablet [tablet contains: 15/04/2020 SRO (dated 02/08/2018
17/24, Korangi | 200/50mg [Lopinavir...200mg |Rs. 20,000/-. concludes the GMP
Industrial Avrea, Ritonavir...50mg 14-04-2020 compliance as good.
Karachi, Pakistan Form 5

291. M/s Simz | Kalet DS |Each film coated Dy.No. 7633 | As perGMP certificate issued on
Pharmaceuticals  Pwvt Tablet [tablet contains: 15/04/2020 SRO 03/10/2017 on the basis
Ltd., Plot No.574-575, | 200/50mg [Lopinavir...200mg |Rs. 20,000/-. of inspection conducted
Sundar Industrial Ritonavir...50mg 15-04-2020 on 19/08/2017.

Estate, Raiwind Lahore Form 5
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292. M/s Curatech Pharma | Kalet DS |Each film coated Dy.No. 7066 | As per[The panel recommended
Pvt  Ltd., 35-Km, Tablet [tablet contains: 13/04/2020 SRO [renewal of DML,
Multan Road, lahore 200/50mg |Lopinavir...200mg |Rs. 20,000/-. inspection date

Ritonavir...50mg 13-04-2020 16/03/2018.
Form 5

293. M/s Neutro Pharma | Lopi-Rito |Each tablet contains: |Dy.No. 7077 | As perlLast inspection report
Pvt) Ltd. 95 km, Tablet |Lopinavir...200mg |13/04/2020 SRO (dated 18/07/2017, fair
Sheikhupura 200/50mg [Ritonavir...50mg Rs. 50,000/-. level of GMP
Road,Lahore 13-04-2020 compliance.

Form 5D

294. M/s Bio Labs Pvt Ltd. Ritopin |Each tablet contains: [Dy.No. 6786 | As perGMP certificate issued on
Plot # 145, Industrial Tablet |Lopinavir...200mg |10/04/2020 SRO P1/05/2019 on the basis
Triangle, Kahuta Road, | 200/50mg [Ritonavir...50mg Rs. 50,000/-. of inspection conducted
Islamabad 08-04-2020 on 23/04/2019.

Form 5D

295. M/s PharmaWise Labs |Lopinawise|Each film coated Dy.No. 7063 | As perlLast inspection report
pvt Ltd plus Tablet [tablet contains: 13/04/2020 SRO (dated 16/10/2019, firm is
25-M.Q-A  Industrial | 200/50mg |Lopinavir...200mg |Rs. 20,000/-. GMP compliant.

Estate, Kot Lakhpat, Ritonavir...50mg 13-04-2020
Lahore Form 5

296. M/s Himont | Lopivir |Each film coated Dy.No. 7786 | As perGMP certificate issued
Pharmaceuticals  Pvt | Tablet [tablet contains: 16/04/2020 SRO pased upon evaluation
Ltd. 17-km, Ferozepur | 200/50mg |Lopinavir...200mg |Rs. 20,000/- conducted on 04-10-2018
Road, Lahore, Pakistan Ritonavir...50mg 16-04-2020 & 05-10-2018.

Form 5

297. M/s Astellas | Astevir [Each film coated Dy.No. 7787 | As per|Inspection date
Pharmaceuticals pvt Tablet |tablet contains: 16/04/2020 SRO (13/11/2018, Good GMP
Ltd. 15-C Industrial | 200/50mg [Lopinavir...200mg |Rs. 20,000/- compliance.

Estate, Hayatabad, Ritonavir...50mg 16-04-2020
Peshawar, Pakistan Form 5

298. M/s Nimrall | Lopivir |Each film coated Dy.No. 7791 | As per[The panel recommended
Laboratories Tablet [tablet contains: 16/04/2020 SRO resumption of production,
Plot 24, Street SS-3, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- inspection
Rawat, Industrial Area, Ritonavir...50mg 16-04-2020 date17/07/2019 &
Islamabad Form 5 24/07/2019.

299. M/s Medisave | Ritomed |Each film coated Dy.No. 7771 | As perGMP certificate issued on
Pharmaceuticals. Tablet [tablet contains: 16/04/2020 SRO [2/01/2020 on the basis
Plot 578-579, Sundar | 200/50mg |Lopinavir...200mg |Rs. 20,000/- of inspection conducted
Industrial Estate, Ritonavir...50mg 16-04-2020 on 02/10/2019.

Lahore, Pakistan Form 5

300. M/s Palpex | Paletra |Each capsule Dy.No. 7773 | As perGMP certificate issued on
Pharmaceuticals  Pvt | Capsule |contains: 16/04/2020 SRO [08-05-2018.”
Ltd.FD-46-A8, ST-1, | 200/50mg [Lopinavir...200mg |Rs. 20,000/-

Sector 38, Korangi Ritonavir...50mg 16-04-2020
Creek Industrial Park, Form 5
Karachi

301. M/s Goodman | Protogood |Each film coated Dy.No. 7939 | As perGMP certificate issued on
Laboratories. No.5, Tablet |tablet contains: 16/04/2020 SRO the basis of inspection
Street No. S-5, | 200/50mg |Lopinavir...200mg [Rs. 20,000/- conducted on 08/08/2018.
National Industrial Ritonavir...50mg 16-04-2020
zone, Rawat, Form5
Rawalpindi

302. M/s Novartana | Noletra |Each film coated Dy.No. 8923 | As per|insepction date
Pharmaceuticals  Pvt | Tablet [tablet contains: 24/04/2020 SRO [16/11/2018, the panel
Ltd. Plot No. 87-B, | 200/50mg [Lopinavir...200mg |Rs. 20,000/-. recommended renewal of
Sundar Industrial Ritonavir...50mg 24-04-2020 DML. (Tablet General,
Estate, Lahore Form 5 Capsule General, Liquid
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Syrup General).

303. M/s Epharm | Lorivir |Each film coated Dy.No. 8917 | As perlinspection conducted o
Laboratories.A-40, Tablet |tablet contains: 24/04/2020 SRO [12-09-2019, GMP is
Road No. 1, S.I.T.E. | 200/50mg |Lopinavir...200mg |Rs. 20,000/- rated as Good.

Super Highway Ritonavir...50mg 23-04-2020
Industrial Area, North Form 5
Karachi

304. M/s Highnoon Hiletra |Each film coated Dy.No. 8533 | As perGMP certificate based
Laboratories Ltd. Tablet [tablet contains: 22/04/2020 SRO upon evaluation
17.5 km, Multan Road, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- conducted on 6-7-2017.
Lahore Ritonavir...50mg 15-04-2020

Form 5

305. |M/s Titlis Pharma. Coronil |Each film coated Dy.No. 7918 | As perGMP certificate issued on
528-A, Sundar Tablet [tablet contains: 16/04/2020 SRO P7/07/2018 on the basis
Industrial Estate, | 200/50mg [Lopinavir...200mg |Rs. 20,000/- of inspection conducted
Raiwind Road, Lahore Ritonavir...50mg 16-04-2020 on 11/07/2018.

Form 5

306. M/s Shawan | Lopirit |Each film coated Dy.No. 8553 | As per|(inspection date
Pharmaceuticals, Plot Tablet |tablet contains: 22/04/2020 SRO D4/03/2020, Good GMP
No. 37, Road: Ns-01, | 200/50mg |Lopinavir...200mg |Rs. 20,000/- compliance.

National Industrial Ritonavir...50mg 22-04-2020
Zone, Rawat, Form 5
Rawalpindi

307. M/s Radiant Pharma [Tulip Tablet|Each film coated Dy.No. 8343 | As perGMP ceritificate issued
Pvt Ltd. 200/50mg (tablet contains: 20/04/2020 SRO pn 11/07/2019 on the
43-E, Sundar Industrial Lopinavir...200mg [Rs. 50,000/- basis of inspection
Estate, Lahore Ritonavir...50mg 20-04-2020 conducted on 31/07/2018.

Form 5D

308. M/s Semos [Lonvir Each film coated Dy.N0.8117 | As per[The panel recommended
Pharmaceuticals Pvt [Tablet tablet contains: 20/04/2020 SRO renewal of DML,
Ltd. Plot No. 11, Sector 200/50mg |Lopinavir...200mg |Rs.20,000/- inspection report
12-A, North Karachi, Ritonavir...50mg  0-04-2020 26/02/2019.
Krachi-75850, Pakistan Form 5

309. M/s Maxitech Pharma [Lonavir Each film coated Dy.No. 8842 | As perGood level of GMP
Pvt Ltd. Plot No. E- Plus Tablet [tablet contains: 23/04/2020 SRO [compliance, inspection
178, S..T.E. Super R00/50mg (Lopinavir...200mg [Rs. 20,000/- date 21/02/20109.
Highway, Phase I, Ritonavir...50mg 23-04-2020
Karachi Form 5

310. M/s Legacy (Crovir Each film coated Dy.No. 8775 | As Inspection date
Pharmaceuticals  pvt [Tablet tablet contains: 23/04/2020 | per 18/07/2019. The Panel
Ltd, 111-A, Industrial 200/50mg [Lopinavir...200mg [Rs. 20,000/- | SRO | recommended renewal
Estate Hayatabad Ritonavir...50mg 23-04-2020 of DML.

Peshawar Form 5

311. M/s Winlet [Loprit Each film coated Dy.No. 7797 | As The firm is granted New
Pharmaceuticals, 30- [Tablet tablet contains: 16/04/2020 | per Drug Manufacturing
km, Lahore Sargodha R00/50mg [Lopinavir...200mg [Rs. 20,000/- | SRO | License  based on
Road, Lahore Ritonavir...50mg  [16-04-2020 inspection Dated 05-12-

Form 5 2017.

312. M/s Cunningham Normavir |Each film coated Dy.No. 7916 | As The firm has maintained
Pharmaceuticals  Pvt [Tablet tablet contains: 16/04/2020 | per conformance to GMP
Ltd. Plot # 81, Sunder 200/50mg |Lopinavir...200mg [Rs. 20,000/- | SRO | compliance as  per
Industrial Estate, Ritonavir...50mg 16-04-2020 inspection report dated
Raiwind Road Lahore. Form 5 01/04/2019.

313. M/s The  Schazoo Schazovir |Each film coated Dy.No. 7088 | As Inspection date
Pharmaceutical Tablet tablet contains: dated per 30/05/2019, good level
Laboratories Pvt Ltd.  200/50mg |Lopinavir...200mg [13/04/2020 | SRO | of GMP compliance.
Kalalwala Stop, 20 km Ritonavir...50mg Rs. 50,000/-.
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Lahore-Jaranwala 13-04-2020
Road, Distt Form 5D
Sheikhupura

314. M/s Focus & Rulz |Lopritavir |Each film coated Dy.No. 7479 | As GMP certificate issued
Pharmaceuticals  Pvt [Tablet tablet contains: 14/04/2020 | per on 18/03/2019.

Ltd. 44-industrial 200/50mg |Lopinavir...200mg Rs. 20,000/- | SRO
triangle kahuta road Ritonavir...50mg 14-04-2020
Islamabad. Form 5

315. M/s Amson Vaccines [Loptir Each film coated Dy.No. 7291 | As Inspection date
& Pharma Pvt Ltd. Tablet tablet contains: 14/04/2020 | per 04/02/2020, the panel
115, Industrial 200/50mg |Lopinavir...200mg Rs. 20,000/- | SRO | recommended renewal
Triangle, Kahuta Road, Ritonavir...50mg 13-04-2020 of DML.

Islamabad, Form 5

316. M/s Medera |Lopinarit |Each film coated Dy.No. 8779 | As Last GMP inspection
Pharmaceuticals ~ Pvt [Tablet tablet contains: dated per conducted on 07-11-
Ltd., Plot #2, Street #4, 200/50mg |Lopinavir...200mg [23/04/2020 SRO | 2018 and report
National Industrial Ritonavir...50mg Rs. 20,000/- concludes that overall
Zone, Rawat, 23-04-2020 GMP  compliance is
Islamabad Form 5 found Good of today.

317. M/s Ameer & Adnan Advir Each film coated Dy.No. 7488 | As GMP certificate issued
Pharmaceutical Pvt [Tablet tablet contains: 14/04/2020 | per on 21/02/2020 on the
Ltd. Plot No.47, Sundar 200/50mg [Lopinavir...200mg [Rs. 20,000/- | SRO | basis on inspection
Industrial Estate, Ritonavir...50mg 14-04-2020 conducted on
Lahore Form 5 07/11/2019

318. M/s Mass Pharma Pvt |Lopi-Mass |Each film coated Dy.No. 9513 | As  |GMP certificate of Mass
Ltd.17-km, Ferozepur 200/50 mg (Tablet Contains: 30/04/2020 | per Pharma issued on the
Road, Lahore, Pakistan [Tablet Lopinavir...200mg Rs. 20,000/- | SRO |asis of inspection dated

Ritonavir...50mg  [29-04-2020 20-05-2019
Form 5

319. M/s Epla Laboratories. Ritvir Each Film Coated  Dy.No.9974 | As  |[Inspection date
D-12, Estate Avenue, 200mg/50 |Tablet Contains: 05/05/2020 per [16/07/2019, good level of
S.I.T.E., Karachi, mg Tablet |Lopinavir...200mg Rs. 20,000/- | SRO |GMP compliance
Pakistan-75700 Ritonavir...50mg  05-05-2020

Form 5

320. M/s Lisko Pakistan Pvt Ropix Each Film Coated  Dy.No. 9435 | As  [24-04-2018 Conclusion:
Ltd. L-10-D, Block 21, P00mg/50 (Tablet Contains: 30/04/2020 | per  firm is currently working
Shaheed Rashid mg Tablet |Lopinavir...200mg Rs. 20,000/- | SRO |under satisfactory level of
Minhas Road, F.B. Ritonavir...50mg 30-04-2020 cGMP compliance.
Industrial Avrea, Form 5
Karachi

321. M/s Weather Folds [Lotinavir |Each Film Coated  Dy.No. 9981 | As  [Inspection date
Pharmaceuticals. 200/50 mg (Tablet Contains: 05/05/2020 | per  20/02/2019, the panel
Plot # 69, Phase-ll, [Tablet Lopinavir...200mg Rs. 20,000/- | SRO fecommended issuance of
Industrial Estate, Hattar Ritonavir...50mg 04-05-2020 GMP certificate.

Form 5D

322. M/s Karachi Chemical Rinovir Each Film Coated  Dy.No. 9731 | As GMP certificate issued
Industries pvt Ltd 200mg/50 (Tablet Contains: 04/05/2020 | per on 31/01/2020 on the
F/25, Estate Avenue, mg Tablet [Lopinavir...200mg [Rs. 20,000/- | SRO | basis of inspection
S.1.T.E Karachi Ritonavir...50mg 04-05-2020 conducted on

Form 5 30/01/2020.

323. M/s Popular Chemical Ritopin Each Tablet Contains:Dy.No. 9725 | Rs. Inspection date
Works Pvt Ltd. 9km, Tablet Lopinavir...200mg  04/05/2020 | 135/- | 29/05/2019, the panel
Lahore-Sheikhupura Ritonavir...50mg Rs. 20,000/- | per recommended renewal
Road, P.O.Box No0.527, 04-05-2020 | tablet | of DML.

Lahore. Form 5

324. M/s Hygeia Hylop-R Each Film Coated  Dy.No. 9717 | As Date of Inspection:

Pharmaceuticals. 200mg/50 |Tablet Contains: 04/05/2020 | per 21-09-2017

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 48




Plot No 295, Industrial mg Tablet |Lopinavir...200mg [Rs. 20,000/- | SRO | Conclusion: Satisfactory
Triangle, Kahuta Road, Ritonavir...50mg 04-05-2020
Islamabad Form 5

325. M/s Mediceena Pharma [Mediver Each Film Coated  Dy.No. 9574 | As per| GMP certificate issued
Pvt Ltd. 27 Km, Main [Tablet Tablet Contains: 30/04/2020 SRO | on 27/09/2019 based on
Raiwind Road, Lahore, 200/50 mg (Lopinavir...200mg [Rs. 20,000/- the inspection conducted
Pakistan Ritonavir...50mg  [30-04-2020 on 24/09/2019.

Form 5

326. M/s Sante Pvt Ltd. Emunvir  |Each Film Coated  Dy.No. 9446 |As per| Good compliance of
A-97, S.I.T.E Super Tablet Tablet Contains: 30/04/2020 SRO | GMP, inspection date
Highway, Karachi, 200/50 mg |Lopinavir...200mg [Rs. 50,000/- 07/07/2019.

Pakistan Ritonavir...50mg  (30-04-2020
Form 5D

327. M/s SJ & G Fazul [Lopivir Each Film Coated  Dy.No. 9417 |As per |Last inspection report
Ellahie Pvt Ltd. 200mg/50 |Tablet Contains: 29/04/2020 SRO (dated 02/05/18
E-46, S.I.T.E. Karachi- mg Tablet [Lopinavir...200mg [Rs. 20,000/- concluding as under:
75700 Ritonavir...50mg 29-04-2020 —The firm has

Form 5 complied/improved
according to the
directions of the FID.
Panel was satisfied for
the improvements under
taken by the firm to
comply with the
observations dated 12th
July 2017. Further the
panel advised the firm to
continue the
improvements process.

328. M/s Zephyr Pharmatec [Zepnavir  |Each Film Coated  Dy.No. 9306 | As Last inspection report
Pvt Ltd. 200mg/50 |Tablet Contains: 29/04/2020 | per conducted on 18-07-
Plot No. A-39, S.I.T.E mg Tablet |Lopinavir...200mg [Rs. 20,000/- | SRO | 2017 concluding good
I, Super Highway, Ritonavir...50mg 29-04-2020 level of GMP
Karachi. Form 5 compliance.

329. M/s Farm Aid Group.  Ft-Vir Each Film Coated  Dy.No. 9323 | As per | GMP inspection dated
Plot # 3/2, Phase | & Il, P00mg/50 |Tablet Contains: 29/04/2020 SRO | 03-10-2018, the firm is
Hattar Industrial Estate, mg Tablet (Lopinavir...200mg [Rs. 20,000/- maintaining satisfactory
Haripur, Kpk Ritonavir...50mg 29-04-2020 level of cGMP.

Form 5

330. [M/s Jupiter Pharma. Raletra Each Film Coated  Dy.No. 9224 | As per [Inspection date 31-01-
Plot No. 25, Street # S- 200mg/50 |Tablet Contains: 28/04/2020 SRO 2018 the firm is
6, National Industrial mg Tablet |Lopinavir...200mg |Rs. 20,000/- operating at fair level of
Zone, Rawat, Ritonavir...50mg 28-04-2020 CGMP compliance as of
Rawalpindi Form 5 today.

331. M/s Herbion Pakistan Larinza Each Film Coated  Dy.No. 9216 | Rs. |[Inspection date
Pvt Ltd. 200mg/50 |Tablet Contains: 28/04/2020 |12,000/R1/05/2019, The panel
Industrial  Triangle , mg Tablet |Lopinavir...200mg Rs. 20,000/- | - per [recommended renewal of
Kahuta Road, Ritonavir...50mg 28-04-2020 |60’s & DML.

Islamabad Form 5 Rs.
6000/-

per

30’s

332. M/s Faas [Covinavir |Each Film Coated  [Dy.No. 9004 | As per Routine GMP inspection
Pharmaceuticals (Pvt.) 200mg/50 |Tablet Contains: 27/04/2020 SRO (conducted on 14-7-2017
Ltd. F-748/L, S.I.T.E mgtablet |Lopinavir...200mg [Rs. 20,000/- concluded that the current
Karachi, Pakistan Ritonavir...50mg 27-04-2020 level of compliance is

Form 5 rated satisfactory
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333. M/s High-Q Covir Each Film Coated  Dy.No. 8999 | As per |inspection report
Pharmaceuticals. Tablet Tablet Contains: 27/04/2020 SRO (conducted on 10/04/18
Plot No0.224/23, 200/50 mg |Lopinavir...200mg [Rs. 20,000/- concluding that firm is
Korangi Industrial Ritonavir...50mg 27-04-2020 operating at an acceptable
Area, Karachi Form 5 level of compliance.
334. M/s Fredmann Lovir Plus |Each film coated Dy.No. 8993 | As per [Inspection date
Pharmaceuticals. Tablets Tablet Contains: dated SRO [10/01/2020. The panel is
Plot No. 82-83 B, Old Lopinavir...200mg  27/04/2020 of the opinion that the
Industrial Area Mirpur, Ritonavir...50mg Rs. 20,000/- report may be forwarded
Azad Kashmir 27-04-2020 to the competent
Form 5 authority for resumption
of production.
335. M/s Synchro [Flysyn Each film coated Dy.No. 9426 | As per [Inspection report is not
Pharmaceuticals. 200mg/50 |Tablet Contains: 30/04/2020 SRO provided.
77-Industrial Estate, g Tablet [Lopinavir...200mg [Rs. 20,000/-
Kot Lakhpat, Lahore Ritonavir...50mg 30-04-2020
Form 5
336. M/s Aneeb Lopravir  |Each film coated Dy. No. 8113 | As per Panel inspection dated
Pharmaceuticals Pvt DS tablet |tablet contains: 20/04/2020 SRO [29-10-2018
Ltd, 24-Km, Badian Lopinavir...... 200mg Rs. 20,000/- recommended renewal of
Road, Lahore Cantt. Ritonavir...... 50mg [Form5 DML
337. M/s Relizon |Lotril Each film coated Dy. No. 7983 | As per [The firm was inspected
Pharmaceuticals, 118, 50mg/200 |tablet contains: 17/04/2020 SRO pn 05.12.2017, wherein
Sunder Industrial mg tablet  |Lopinavir...... 200mg Rs. 20,000/- the panel recommended
Estate, Lahore Ritonavir...... 50mg [Form5 the grant of DML.
338. M/s Gulf [Loritovir  |Each film coated Dy. No. 7991 | As per Panel inspection dated
Pharmaceuticals, 200mg/50 [tablet contains: 17/04/2020 SRO 07-12-2019
Rawat, Rawalpindi. mg tablet  |[Lopinavir...... 200mg Rs. 20,000/- recommended resumption
Ritonavir...... 50mg [Form5 of production.
339. M/s Noa Hemis Aletra Each film coated Dy. No. 9016 | As per Panel inspection dated
Pharmaceuticals, Plot 200mg/50 |tablet contains: dated SRO [28-02-2019
No. 154, Sector 23, mgtablet [Lopinavir...... 200mg 27/04/2020 recommended renewal of
Korangi Industrial Ritonavir...... 50mg Rs. 20,000/- DML.
Area, Karachi. Form 5
340. | M/s Ferozsons | Arriva Each film coated  Dy.No. 12806| As per Panel  inspection dated
Laboratories Ltd. 200/50mg | tablet contains: 05/06/2020 SRO [09-01-2019 recommends
P.O Ferozsons, | Tablet Lopinavir...200mg [Rs. 20,000/- grant of GMP certificate
Amangarh, Nowshera- Ritonavir...50mg  02-06-2020
Khyber Pakhtunkhwa Form 5
Decision: Registration Board approved registration of above applications from Serial No. 263 to
340. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.

**Following applications are incomplete:

Sr. |Name of applicant| Brand composition Diary no./ | Pack | Remarks/GMP Decision
No. Name Date /fee/ | Size/ status
form Price
341. |M/s Harmann NAVIR |Each tablet Dy.No. 9124 | As per GMP Not | Deferred for the
Pharmaceutical 200/50 |contains: dated PRC [confirmed following:
Laboratories Tablet |Lopinavir...... 28/04/2020 Applied . submission
(Pvt.) Ltd, 16-Km .....200mg Rs. 20,000/- formulation is | of evidence  of
Multan Road, Ritonavir...... Form 5 uncoated while | approval of applied
Lahore .....50mg the reference | formulation as
product is film | “uncoated tablets”
coated. in reference
regulatory
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authorities/agencies
which were adopted
by the Registration
Board in its 275th
meeting or else the
formulation may be

revised in
accordance with
reference  product
along with
submission of
requisite fee.

° Referred the

case to QA & LT
Division to conduct
GMP inspection of
Firm on priority.

with GMP.

342. |M/s Sayyed Lopovir |Each tablet Dy.No. 7119 Inspection Deferred for
Pharmaceuticals |Plus Tablet | contains: dated conducted on | submission of
Industries Pvt Ltd| 200/50mg | Lopinavir 13/04/2020 04-09-2019 evidence of
Plant No.67/2, ...200mg Rs. 20,000/- the firm | approval of applied
Phase-3, Ritonavir 13-04-2020 operates at | formulation as
Industrial Estate, ...50mg Form 5 satisfactory “uncoated tablets”
Hattar level of GMP | in reference

guidelines. regulatory
The firm has | authorities/agencies
applied for | which were adopted
uncoated while | by the Registration
the reference | Board in its 275th
product is film | meeting or else the
coated. formulation may be
revised in
accordance with
reference  product
along with
submission of
requisite fee.

343. |M/s Indus Lepicvar |Each tablet Dy.No. 6748 | As per |Last inspection | Deferred for
Pharma (Pvt.) Tablet |contains: dated SRO [eport  16-8- | submission of
Ltd. 200/50mg | Lopinavir 10/04/2020 2017 firm was | evidence of
Plot No. 2627 & |  |........... 200mg Rs. 20,000/-. considered to | approval of applied
63-67, Sector 27, Ritonavir 09-04-2020 be operating at | formulation as
Korangi ...50mg Form 5 an acceptable | “uncoated tablets”
Industrial Area, level of | in reference
Karachi compliance regulatory

authorities/agencies
which were adopted
by the Registration
Board in its 275th
meeting or else the
formulation may be

revised in
accordance with
reference  product
along with
submission of

requisite fee.
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Pharmaceuticals
Plot no. 578-579,
sundar industrial
estate, Sundar
raiwind road,
Lahore.

inspection
conducted on
02/10/2019.
The firm has
revised the
formulation

from Uncoated
to Film coated
without

submission of

344. |M/s Medisure Lopinavir |Each tablet Dy.No. 7949 |16,000/|Inspection date | Deferred for
Laboratories Tablet | contains: dated -per [19/07/2019, submission of
Pakistan Pvt Ltd. | 200/50mg | Lopinavir 16/04/2020 |120’s &GMP evidence of
A-115,S.I.TEE, | | 200mg |Rs. 20,000/- |8,000/-compliance approval of applied
Super Highway, Ritonavir 16-04-2020 |per 60’slevel is rated | formulation as
Karachi, Pakistan|  |.......... 50mg  [Form5 as good. “uncoated tablets”

The firm has | in reference
applied for | regulatory
uncoatd tablet | authorities/agencies
while which were adopted
reference by the Registration
product is film | Board in its 275th
coated. meeting or else the
formulation may be
revised in
accordance with
reference  product
along with
submission of
requisite fee.

345. |M/s Searle IV Macovir |Each tablet Dy.No. 8771 | As per (GMP Deferred for
Solutions Pvt Ltd| Tablet |contains: dated SRO (Certificate submission of
1.5km, Manga |200/50mg |Lopinavir 23/04/2020 issued on 15- | evidence of
Raiwind Road, | |....... 200mg Rs. 20,000/- 03-2018. approval of applied
Lahore Ritonavir 23-04-2020 The firm has | formulation as

......... 50mg Form 5 applied for | “uncoated tablets”
uncoatd tablet | in reference
while regulatory
reference authorities/agencies
product is film | which were adopted
coated. by the Registration

Board in its 275"
meeting or else the
formulation may be
revised in
accordance with
reference  product
along with
submission of
requisite fee.

346. |Applicant: M/S Lopvir | Each Tablet Dy.No. 9318 GMP Deferred for the
CSH 200mg/50 |Contains: dated certificate following:
Pharmaceuticals | mg Tablet | Lopinavir 29/04/2020 issued to M/s | e Submission
Pvt Ltd. ...200mg Rs. 50,000/- Medisave of details of
32-km, Ferozepur Ritonavir 29-04-2020 pharmaceutica | products which are
Road, Lahore ...50mg Form 5D Is on | already being
Mfg by: 22/01/2020 on | manufactured on
Medisave the basis of | contract and detail

of number  of
approved sections.

. Registration
Board referred the
case to QA & LT
Division to conduct
GMP inspection of
M/s CSH Pharma
on priority.
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fee. . submission
Detail of | of requisite fee for
number of | revision of
products being | formulation as per
manufacture the reference
on contract | product.

and GMP of

CSH Pharma.

347. |M/s Obsons Obinavir |Each film Dy.No. 7171 | As per |Inspection date | Registration Board
Pharmaceuticals. | Tablet |coated tablet dated SRO [18/02/2020 referred the case to
209-S, Quaid e | 200/50mg | contains: 13/04/2020 Due to area | QA & LT division
Azam Industrial Lopinavir Rs. 20,000/- constraint, the | for updated status
Estate, |  |...... 200mg 13-04-2020 firm was | of GMP.
Kotlakhpat, Ritonavir Form 5 unable to
Lahore, Pakistan |  |........... 50mg expand or

rectify certain
manufacturing
areas related to
installation of
machinery/equ
ipments,
emergency
exits, However
other
shortcomings
were rectified.

348. |M/s Fassgen LopiritTabl | Each film Dy.No. 7160 | As per [Inspection Registration Board
Pharmaceuticals et coated tablet dated SRO feport dated | referred the case to
Plot No. 67/1-A, |200/50mg |contains: 13/04/2020 14/11/2017, 15 | QA & LT division
Phase-llI, Lopinavir Rs. 20,000/- recommendati | for updated status
Industral Estate, ...200mg 13-04-2020 ons were made | of GMP.

Hattar Ritonavir Form 5 regarding QC,
...50mg production,
microbiologica
| lab, cleaning
validation,
stability
chambers etc.

349. |M/s Orta Lopirito | Each Film Dy.No. 9969 | As per GMP Registration Board
Laboratories Pvt | Tablet |Coated Tablet (dated SRO |inspection referred the case to
Ltd. 24 Km, Contains: 05/05/2020 report is not | QA & LT division
Multan Road, Off Lopinavir Rs. 20,000/- provided. for updated status
Defence Road |  |......... 200mg  |04-05-2020 of GMP.

Mohlanwal Near Ritonavir Form 5
BahriaTown |  |.......... 50mg

Bridge Lahore
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7. Lopinavir/Ritonavir (100mg/25mg) Tablet:

Composition:

Each film Coated Tablet contains:

Lopinavir........ 100mg
Ritonavir........ 25mg

International Availability: Kaletra (100mg/25mg) Film coated tablet by M/s Abbvie, USFDA Approved

Me too:
Specifications:

Applications for local manufacturing:

not registered

USP Specification

Sr. [Name of applicant Brand Name composition Diary no./ | Pack Remarks/GMP status
No. Date /fee/ |Size/
form Price

350.M/s PharmEvo (Pvt). | EVOKAL [Each film coated Dy.No. 5891 |As per (GMP inspection dated 23-
Limited Plot # A-29, Tablet tablet contains: dated SRO [02-2018, the firm was
North Western {100mg/25mg [Lopinavir...100mg [07/04/2020 operating at an acceptable
Industrial Zone Port Ritonavir...... 25mg [Rs. 50,000/- level of compliance with
Qasim Karachi Form 5D GMP standards.

351.M/s CCL | Vorovir [Each film coated Form 5 As per The firm was granted
Pharmaceuticals (Pvt.) [25/100 tablet fablet contains: Dy.No. 5939 SRO [GMP certificate based on
Ltd., 62- Industrial Lopinavir...100mg |07/04/2020 inspection dated 24-04-
Estate, Kot Lakhpat, Ritonavir...... 25mg |Rs.50,000/ 2018.

Lahore Form 5D

352.M/s Macter | Macletra  [Each film coated Dy.#5904-A |As per (Inspection conducted on
International Limited, {100mg/25mg (tablet contains: 07/04/2020 [SRO  [23-01-2019 concludes the
F-216, S.I.T.E, tablet Lopinavir...100mg |Rs. 20,000/- firm is considered to be
Karachi Ritonavir...... 25mg + 30,000/- operating at good level of

20/04/2020 GMP.
Form 5D

353.M/s Sami Opna Each film coated Dy.No. 6254 |As per |Last inspection  report
Pharmaceuticals (pvt) {100mg/25mg (ablet contains: dated SRO |dated 7" & 14" Feb, 2019,
limited, F-95, ) off tablet Lopinavir...100mg  (8//04/2020 Good level of cGMP
Hub River Road SITE Ritonavir...... 25mg |Rs. 50,000/- compliance.

Karachi. Form 5D

354.M/s Allmed Pvt Ltd. Lorita Each film coated Dy.N0.6240 |As per |Last GMP inspection
Plot No. 590, Sundar {100md/25mg tablet contains: dated SRO [conducted on 01-01-2020
Industrial Estate, tablet Lopinavir...100mg |08-04-2020 and report concludes GMP
Lahore, Pakistan Ritonavir...... 25mg [Rs. 50,000/- compliance.

Form 5D

355.M/s Scotmann | Scotra tablet [Each film coated Dy. N0.6558 |As per [The panel recommended
Pharmaceuticals, 5-D, {100mg/25mg tablet contains: 09/04/2020 [SRO grant of GMP certificate,
1-10/3, Industrial Lopinavir...100mg  |Rs. 50,000/- inspection date 10/10/2018
/Area, Islamabad. Ritonavir...... 25mg [Form 5D & 17/10/2018.

356.M/s Next | Loritanext [Each film coated Dy. N0.6155 |As per |GMP certificate issued on
pharmaceutical 100mg/25mg tablet contains: 08/04/2020 |SRO  |08/07/2019.
products private tablet Lopinavir...100mg |Rs. 20,000/-
limited, plot no. 44 A- Ritonavir...... 25mg 1+ Rs.30,000/

B, Sundar industrial 29/04/2020

estate, Lahore. challan #
1905809)
Form 5D

357.M/s Ployfine Petala Each film coated Dy. N0.6296 |As per (Inspection date
chempharma, 51- |100mg/25mg (tablet contains: 08/04/2020 |SRO  [24/04/2019,  satisfactory
industrial estate, tablet Lopinavir...100mg |Rs. 20,000/- level of GMP compliance.
Hayatabad Peshawar. Ritonavir...... 25mg 1+ 30,000/-

(dated 20"
May, 2020
Dy. No.
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11598.

Form 5D
358.| M/s Radiant Pharma Tulip Each film coated Dy.No. 8342 |As per |GMP ceritificate issued on
Pvt Ltd. 100mg/25mg tablet contains: 20/04/2020 |SRO [11/07/2019 on the basis of
43-E, Sundar Tablet Lopinavir...100mg |Rs. 50,000/-. inspection conducted on
Industrial Estate, Ritonavir...25mg 20-04-2020 31/07/2018.
Lahore Form 5D
359.| M/s  The  Searle Ritohi Each film coated Dy.No. 8844 |As per [GMP certificate issued on
Company Limited. 100mg/25mg tablet contains: 23/04/2020 [SRO  [22/06/2019 on the basis of
F-319, S.I.T.E, Tablet Lopinavir...100mg  |Rs. 50,000/- inspection 11/07/2019.
Karachi, Pakistan Ritonavir...25mg 23-04-2020
Form 5D
360.| M/s Highnoon Hiletra Each film coated Dy.N0.8532 |As per [The firm has been granted
Laboratories Ltd. 100mg/25mg tablet contains: 22/04/2020 [SRO |GMP certificate
175 km, Multan Tablet Lopinavir...100mg  |(Rs.20,000/- based upon evaluation
Road, Lahore Ritonavir...25mg 15-04-2020 conducted on 06-7-2017.
+Rs.30,000/-
14/05/2020
vide Challan
# 2022413)
Form 5D
361.| M/s Scilife Pharma Rilovir Each film coated Dy.No. 7313 |As per (Inspection date 10-07-
Pvt Ltd. Plot # FD- |100mg/25mg fablet contains: 14/04/2020 |[SRO 018 GMP compliance
57/58-A2, Korangi Tablet Lopinavir...100mg |Rs. 50,000/- level is rated as GOOD
Creek Industrial Ritonavir...25mg 14-04-2020
Park, Karachi Form 5D
362.| M/s Novamed Lopir Each film coated Dy.No. 6770 |As per |Last inspection report
Pharmaceuticals 100mg/25mg tablet contains: 10/04/2020 |SRO (dated 22/01/2019, good
(Pvt) Ltd. 28- Tablet Lopinavir...100mg  [Rs. 50,000/-. level of GMP compliance.
km,Ferozepur Road, Ritonavir...25mg 09-04-2020
Lahore Form 5D
363.| M/s Neutro Pharma | Lopi-Rito [Each film coated Dy.No. 7076 |As per |Last inspection report
(Pvt) Ltd. 9.5 km, [100mg/25mg tablet contains: 13/04/2020 |[SRO (dated 18/07/2017, fair
Sheikhupura Tablet Lopinavir...100mg |Rs. 50,000/- level of GMP compliance.
Road,Lahore Ritonavir...25mg 13-04-2020
Form 5D
364.| M/s Bio Labs Pvt Ritopin Each film coated Dy.No. 6785 |As per |GMP certificate issued on
Ltd. Plot # 145, |100mg/25mg [tablet contains: 10/04/2020 [SRO  [21/05/2019 on the basis of
Industrial ~ Triangle, Tablet Lopinavir...100mg |Rs. 50,000/- inspection conducted on
Kahuta Road, Ritonavir...25mg 08-04-2020 23/04/2019.
Islamabad Form 5D
365.| M/s Vision Lopirid Each film coated Dy.No. 7293 |As per (Inspection date
Pharmaceuticals. Plot (100mg/25mg fablet contains: 14/04/2020 [|[SRO [11/02/2019, the panel
# 22,23, Industrial Tablet Lopinavir...100mg |Rs. 50,000/- recommended issuance of
Triangle, Kahuta Ritonavir...25mg 13-04-2020 GMP ceritifcate.
Road, Islamabad Form 5D
366.| M/s Global Lopirit Each film coated Dy.No. 7298 |As per (Inspection date
Pharmaceuticals Pvt |[100mg/25mg ftablet contains: dated SRO  26/12/2018, panel
Ltd, Plot # 204-205, Tablet Lopinavir...100mg  ({14/04/2020 recommended renewal of
Industrial ~ Triangle, Ritonavir...25mg Rs. 50,000/-. DML.
Kahuta Road, 13-04-2020
Islamabad Form 5D
367.| M/s Amarant |  Ampivir  [Each Film Coated Dy.No. 9452 |As per |Good GMP compliance,
Pharmaceuticals Pvt [Tablet 100/25 [Tablet Contains: 30/04/2020 |SRO inspection date
Ltd. 158-D, Tore, mg Lopinavir...100mg [Rs. 50,000/- 24/07/2018.
Gadap Road, Super Ritonavir...25mg 30-04-2020
Highway, Karachi Form 5D
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368.| M/s Sante Pvt Ltd. Emunvir  |Each Film Coated Dy.No. 9445 |As per |Good compliance of GMP,
A-97, S.I.T.E Super [Tablet 100/25 [Tablet Contains: 30/04/2020 |SRO inspection date
Highway, Karachi, mg Lopinavir...100mg |Rs. 50,000/- 07/07/20109.
Pakistan Ritonavir...25mg 30-04-2020
Form 5D
369.| M/s High-Q [Covir Tablet [Each Film Coated Dy.No. 8998 |As per |inspection report
Pharmaceuticals. 100/25 mg [Tablet Contains: dated SRO |conducted on 10/04/18
Plot No0.224/23, Lopinavir...100mg [27/04/2020 concluding that firm is
Korangi Industrial Ritonavir...25mg Rs. 50,000/- operating at an acceptable
Area, Karachi 27-04-2020 level of compliance.
Form 5D
370.M/s  Getz Pharma | LONAVIR [Each film Coated Dy.No. 9002 |As per [The firm is granted GMP
(Pvt) Ltd, 29-30/27, [Tablet 100mg [Tablet contains: 27/04/2020 [SRO [certificate based  on
Korangi Industrial | +25mg  [Lopinavir...100mg |Rs. 50,000/- inspection conducted on
IArea, Karachi Ritonavir.....25mg  |Form 5D 07-1-2019.
371.| M/s Nabigasim | Reetovir  [Each film coated Dy.No. 7625 |As per |Last inspection  report
Industries Pvt Ltd. 100mg/25mg tablet contains: 15/04/2020 [SRO (dated 02/08/2018
17/24, Korangi Tablet Lopinavir...100mg |(Rs.20,000/- concludes the GMP
Industrial Avrea, Ritonavir...25mg 14-04-2020 compliance as good.
Karachi, Pakistan +Rs.30,000/-
1% june 2020,
dy.no0.12026
1/6/2020)
Form 5D

Decision: Registration Board approved registration of above applications from Serial No. 350 to
371. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.

Following applications are incomplete:

Sr. Name of Brand Name | composition Diary no./ | Pack Remarks/GMP Decision
No. applicant Date /fee/ |Size/ status
form Price

372.|M/s Hamaz |Novapir Each film Dy. N0.5917 |As per|GMP certificate| Deferred  for
Pharmaceuticals |tablet 200mg | coated tablet |07/04/2020 | SRO |issued on|submission of
(pvt) Itd 13-KM contains: dated 06/11/2019. Form 5D along
Bosan Road, Lopinavir 07/04/2020 differential fee| with the
Lutfabad, | | ...... 100mg |Rs. 20,000/- along with form 5D. | submission  of
Multan. Ritonavir Form 5 differential fee

voe..25mg Rs. 30,000/-.
373.|M/s Quaper pvt. |Qlatra tablet | Each film Dy.No. 5887 |As per | Last inspection| Deferred  for
Ltd. 26-A Samll |100mg/25mg | coated tablet |dated SRO |report dated | submission  of
industrial estate contains: 07/04/2020 28/01/2019, the| Form 5D along
Lahore road Lopinavir Rs. 20,000/- panel recommends|with the
Sargodha. [ | ... 100mg |Form5 the  renewal of|submission of
Ritonavir DML. differential fee
...... 25mg Application should|Rs. 30,000/-.
be on form 5D along
with differential fee
Rs. 30,000/-.

374.M/s Convell |Virovel Each film Dy.No. 6395 |As per | Inspection date| Deferred  for
Laboratories tablet coated tablet |dated SRO |02/03/2019, the|submission  of
Saidu Sharif |100mg/25mg | contains: 08/04/2020Rs. panel recommended|Form 5D along
Swat KPK. Lopinavir 20,000/- dated renewal of DML. with the

...... 100mg  |13-04-2020 Form 5D along with|submission of

Ritonavir Form 5 the differential fee is| differential fee

...... 25mg required. Rs. 30,000/-.
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375.|M/s Iceberg |Icevir Each film Dy.No. 7929 |As per |Inspection date | Deferred  for
Pharmaceuticals {100mg/25mg | coated tablet |dated SsRO |27/03/2019, The |submission  of
Pvt Ltd Plot |Tablet contains: 16/04/2020 panel resumption of | Form 5D along
No0.144, Lopinavir Rs. 20,000/- production. with the
Nowshera veee..100mg | 16-04-2020 Form 5D along with | submission of
Industrial Estate, Ritonavir Form 5 the differential fee |differential fee
Rislapur. | ... 25mg is required Rs. 30,000/-.

376.M/s  Medisure |Rilop Each tablet Dy.No. 7948 |As per|GMP certificate | Deferred  for
Laboratories 100mg/25mg | contains: dated SRO |issued on [submission  of
Pakistan Pvt | Tablet Lopinavir 16/04/2020 22/01/2020 on the [Form 5D along
Lkd. |l 100mg |Rs. 20,000/-. basis of inspection |with the
A-115, S.I.T.E, Ritonavir 16-04-2020 conducted on [submission of
Super Highway, | | ...... 25mg Form 5 02/10/2019. differential fee
Karachi, Form 5D along with | Rs. 30,000/-.
Pakistan differential fee of

Rs. 30,000/- is
required.

377.M/s Paramount |Loritavir Each film Dy.No. 8766 |As per|Last inspection | Deferred  for
Pharmaceuticals. {100mg/25mg | coated tablet |dated SRO |dated 08-02-2019 |submission of
Plot No. 36, |Tablet contains: 23/04/2020 concluded keeping | Form 5D along
Industrial Lopinavir Rs. 20,000/-. in view the | with the
Triangle, Kahuta| | ...... 100mg  |23-04-2020 observations submission  of
Road, Islamabad Ritonavir Form 5 noticed during | differential fee

...... 25mg inspection as | Rs. 30,000/-.

narrated above, the
panel is of the
opinion that the
firm may be
allowed to start
manufacturing  in
the light of GMP
guidelines.
Form 5D along with
the differential fee
Rs. 30,000/-
required.

378.M/s  Novartana |Noletra Each film Dy.No. 8922 |As per |Insepction date | Deferred  for
Pharmaceuticals {100mg/25mg | coated tablet |dated SRO |16/11/2018, the | submission  of
Pvt Ltd. Tablet contains: 24/04/2020 panel recommended | Form 5D along
Plot No. 87-B, Lopinavir...1 |Rs. 20,000/-. renewal of DML. |with the
Sundar 00mg 24-04-2020 (Tabklet  General, |submission of
Industrial Estate, Ritonavir...2 [Form5 Capsule  General, | differential fee
Lahore 5mg Liquid Syrup | Rs. 30,000/-.

General).
Form 5D along with
differential fee of
Rs.  30,000/- is
required.

379.M/s Medera |Lopinarit Each film Dy.No. 8779 |As per|Last GMP |Deferred  for
Pharmaceuticals |Tablet 1 coated tablet |dated SRO |inspection submission  of
Pvt Ltd. 00/25mg contains: 23/04/2020 conducted on 07- |Form 5D along
Plot #2, Street Lopinavir...1 [Rs. 20,000/-. 11-2018 and report | with the
H4, National 00mg 23-04-2020 concludes that | submission of
Industrial Zone, Ritonavir...2 [Form5 overall GMP | differential fee
Rawat, 5mg compliance is found | Rs. 30,000/-.
islamabad Good of today.

Form 5D along with
differential fee of
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Rs. 30,000/- is
required.

380. M/s Aulton |Kalaulta Each film Dy.No. 5944 |As per | Inspection date | Deferred  for
Pharmaceuticals, |[100mg/25mg | coated tablet |dated SRO |13.02.2018, Good |submission  of
plot no. 84/1, |tablet contains: 07/04/2020 level of GMP |Form 5D along
block A, Phase Lopinavir Rs. 20,000/- compliance with the
V, Indutrial | | ...... 100mg  |15-04-2020 Form 5D along with | submission  of
Estate Hattar. Ritonavir Form 5 differential fee of |differential fee

....25mg Rs.  30,000/- is|Rs. 30,000/
required.

381. M/s Simz |Kalet Each film Dy.No. 7632 |As per |Form 5D along with | Deferred  for
Pharmaceuticals {100mg/25mg | coated tablet |dated SRO |differential fee of |submission of
Pvt Ltd, Plot |Tablet contains: 15/04/2020 Rs.  30,000/- is|Form 5D along
N0.574-575, Lopinavir Rs. 20,000/-. required. with the
Sundar ...100mg 15-04-2020 submission  of
Industrial Estate, Ritonavir Form 5 differential fee
Raiwind Lahore ...25mg Rs. 30,000/

382.|M/s Aneeb |Lopravir Each film Dy.No. 8112 |350/ta |Panel inspection | Deferred  for
Pharmaceuticals |tablet coated tablet |dated blet |dated 29-10-2018 |submission of
Pvt Ltd, 24-Km, contains: 20/04/2020 recommended Form 5D along
Badian  Road, Lopinavir Rs. 20,000/- renewal of DML with the
Lahore Cantt. | | ...... 100mg |Form5 Differential fee of |submission of

Ritonavir Rs. 30,000/~ is |differential fee

...... 25mg required. Rs. 30,000/
383.|M/s Gulf |Loritovir Each film Dy.No. 7990 |As per|Panel inspection | Deferred  for
Pharmaceuticals, [100/25 tablet | coated tablet |dated SRO |dated 07-12-2019 |submission of
Rawat, contains: 17/04/2020 recommended Form 5D along
Rawalpindi. Lopinavir Rs. 20,000/- resumption of |with the
...... 100mg |Form5 production. submission  of
Ritonavir Differential fee of |differential fee

...... 25mg Rs.  30,000/- is|Rs. 30,000/-.

required.

384.|M/s Trigon |Loprit Each Film |Dy. No. 6204 |As per|Panel inspection | Deferred  for
Pharmaceuticals {100/25 mg| Coated Tablet |dated SRO |dated  25-03-2019 |submission of
Pvt Limited. tablet Contains: 08/04/2020 satisfactory level of |Form 5D along
8 km, Thoker Lopinavir Rs. 20,000/- GMP compliance  |with the
Niaz Baig,| |...... 100mg |08-04-2020 Differential fee of [submission of
Raiwind Road, Ritonavir Form 5 Rs.  30,000/- is|differential fee
Lahore |  |..... 25mg required. Rs. 30,000/-.

385.M/s  Wilson’s |Divir 100/25| Each Film |Dy.No. 6527 |Asper|The  firm  was|Deferred for
Parmaceuticals. |mg Tablet Coated Tablet |dated SRO |inspected on 24-01- |submission of
387-388,1-9/3, Contains: 09/04/2020 2018  concluding | Form 5D along
Industrial Area, Lopinavir Rs. 20,000/- good level of GMP |with the
Islamabad ...100mg 09-04-2020 compliance. submission  of

Ritonavir Form 5 differential fee
...25mg Rs. 30,000/

386. |M/s Popular |Ritopin Each Tablet |[Dy.No. 9724 |As per |Inspection date | Deferred  for
Chemical Works | Tablet Contains: dated SRO |29/05/2019, the | submission  of
Pvt Ltd. 9km, |100/25 mg Lopinavir 04/05/2020 panel recommended | Form 5D along
Lahore- ...100mg Rs. 20,000/- renewal of DML. with the
Sheikhupura Ritonavir 04-05-2020 Form 5D along with | submission  of
Road, P.O.Box ...25mg Form 5 the differential fee |differential fee
N0.527, Lahore. is required. Rs. 30,000/

387.M/s Mediceena |Mediver Each Film Dy.No. 9573 |As per|GMP certificate | Deferred  for
Pharma Pvt Ltd. |Tablet Coated Tablet |dated SRO |issued on |submission  of
27 Km, Main 100/25 mg Contains: 30/04/2020 27/09/2019  based | Form 5D along
Raiwind Road, Lopinavir Rs. 20,000/- on the inspection |with the
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Lahore, Pakistan

...100mg 30-04-2020

conducted on [submission of

Ritonavir Form 5 24/09/2019 differential fee
...25mg Form 5D along with | Rs. 30,000/

the differential fee

is required.

388. |M/s Farm Aid Ft-Vir Tablet | Each Film Dy.No. 9322 |As per |Form 5D along with | Deferred  for
Group. 100/25 mg Coated Tablet |dated SRO |the differential fee |submission of
Plot # 3/2, Phase Contains: 29/04/2020 is required. Form 5D along
| & Il, Hattar Lopinavir Rs. 20,000/- GMP inspection |with the
Industrial Estate, ...100mg 29-04-2020 dated 03-10-2018, |submission of
Haripur, Kpk Ritonavir Form 5 firm is maintaining | differential fee

...25mg satisfactory level of | Rs. 30,000/
cGMP.

389.M/s Athan |Kalath Each Film Dy. N0.5950 |As per|DML issued on 5" |Deferred  for
Pharmaceuticals, [100mg/25mg | Coated Tablet |dated SRO |March , 2019. submission  of
plot # 84/1, |tablet Contains: 07/04/2020 Application should | Form 5D along
Block B, Phase Lopinavir Rs. 20,000/- be on form 5D |with the
V, Industrial ...100mg Form 5 along with |submission  of
Estate, Hattar. Ritonavir differential fee Rs. |differential fee

...25mg 30,000/-. Rs. 30,000/

390. M/s Vega [LORITOVIR | Each film Dy.No. 9129 |As per|Inspection dated 21- | Deferred  for
Pharmaceuticals |100/25 Coated Tablet |dated SRO |03-2019 the firm is |submission of
(Pvt.) Ltd., Plot |Tablet contains: 28/04/2020 considered to be|Form 5D along
No.4, Pharma Lopinavir... |Rs. 20,000/- operating at fair |with the
city Sundar, 30| | ....... 100mg |Form5 level of  GMP |submission of
Km Multan Ritonavir... compliance. differential fee
Road Lahore. | | ....... 25mg 30,000/- fee | Rs. 30,000/

alongwith Fom-5D
is required.

391.M/s  Ferozsons |Arriva Each film Dy.No. 12805 |As per |Panel inspection | Deferred  for
Laboratories 100/25mg coated tablet |dated SRO |dated 09-01-2019 |submission of
Ltd. Tablet contains: 05/06/2020 recommends grant | Form 5D along
P.O Ferozsons, Lopinavir... |Rs. 20,000/- of GMP certificate. |with the
Amangarh, | | ... 100mg |dated submission  of
Nowshera- Ritonavir...  |[02-06-2020 differential fee
Khyber | | . 25mg |Form 5 Rs. 30,000/
Pakhtunkhwa
7. Lopinavir/Ritonavir Oral Solution:

Composition:
Each ml contains:
Lopinavir........ 80mg
Ritonavir........ 20mg
International Availability: Kaletra Oral Solution 80mg/20mg by M/s Abbvie, USFDA Approved.
Me too: Kaletra Oral Solution 80mg/20mg By M/S Abbott, Reg No. 28427
Specifications: USP Specification
Applications for local manufacturing:
Sr. | Name of applicant | Brand Name composition Diary no. / Pack Remarks/GMP status
No. Date /fee/ |Size/
form Price
392.| M/s Shaigan | Ritovir Oral | Each ml contains: Dy.No. As Inspection date 25-9-
Pharmaceuticals Solution Lopinavir...80mg | 7112 dated | per 2019 Panel
(Pvt) Ltd, 14 KM | 80/20mg Ritonavir...20mg 13/04/2020 | SRO | recommended the
Adyala Raod Post Rs. 20,000/- renewal of DML.
Office Daghal, 13-04-2020
Rawalpindi Form 5
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393.| M/s. Nawan | Lipovir Oral | Each ml contains: Dy.N0.8123 | As GMP inspection dated
Laboratories (Pvt) | Solution Lopinavir...80mg | 20/04/2020 | per 26-12-2019  concludes
Ltd. 136 sector 15 Ritonavir...20mg Rs. 20,000/- | SRO | that the current GMP
Korangi Industrial 20-04-2020 compliance level of firm
Area Karachi. Form 5 is rated as Good.
394.| M/s S.J.G. Fazul | Lopivir Oral | Each ml contains: Dy.No. As Inspection conducted on
Ellahi (Pvt) Ltd., E- | Solution Lopinavir.....80mg | 9140 dated | per 15-01-2020 The firm is
46, SITE, Karachi Ritonavir....20mg | 28/04/2020 | SRO | recommended grant of
Rs. 20,000/- GMP certificate.
Form 5
395.| M/s Polyfine | Petala Oral | Each ml contains: Dy.No. As |Last GMP inspection
Chempharma. Solution Lopinavir...80mg | 7109 dated | per  [conducted on 07-02-2018
51-Industrial 80/20mg Ritonavir...20mg 13/04/2020 | SRO ffirm was considered to be
Estate, Hayatabad Rs. 20,000/- operated at acceptable
Peshawar. 13-04-2020 level of compliance with
Form 5 GMP guideline
396.| M/s Novamed | Lopir Oral Each ml contains: Dy.No0.6769 | As Last inspection report
Pharmaceuticals Solution Lopinavir...80mg | 10/04/2020 | per dated 22/01/2019, good
(Pvt) Ltd. 28-km, | 80/20mg Ritonavir...20mg Rs. 50,000/- | SRO | level of GMP
Ferozepur  Road, 09-04-2020 compliance.
Lahore Form 5D
397.| M/s Nabigasim | Reetovir Each ml contains: Dy.No.7627 | As Last inspection report
Industries Pvt Ltd. | Oral Lopinavir...80mg | 15/04/2020 | per dated 02/08/2018
17/24, Korangi | Solution Ritonavir...20mg Rs. 20,000/- | SRO | concludes the GMP
Industrial Area, | 80/20mg 14-04-2020 compliance as good.
Karachi, Pakistan Form 5
398.| M/s Glitz Pharma Loprit Oral | Each ml contains: Dy.N0.6755 | As Last inspection report,
Plot No 2610. | Solution Lopinavir...80mg | 10/04/2020 | per 16™ jan, 2019, panel
Industrial Triangle. | 80/20mg Ritonavir...20mg Rs. 20,000/- | SRO | recommended issuance
Kahuta Road, 09-04-2020 of GMP certificate.
Islamabad Form 5
399.| M/s Akson | L-Ronavir Each 5ml contains: | Dy.N0.7303 | As  |As of today the firm’s
Pharmaceuticals oral solution | Lopinavir...80mg | 14/04/2020 | per [facility is suitable to carry
Pvt Ltd. 80/20mg Ritonavir...20mg Rs. 20,000/- | SRO jput manufacturing and
Plot no.9-B/1 & 2, 14-04-2020 testing of
Sector D-1,0ld Form 5 pharmaceuticals.
industrial Estate Inspection date
Mirpur Azad 22/2/2019. The firm has
Kashmir revised the formulation
from Syrup to Oral
suspension as per the
reference product and
submitted Rs.  5000/-
dated 18™ May, 2020 Dy.
No. 11264.
400.| M/s  Allmed Pvt | Lorita Oral | Each ml contains: | Dy.No.7917 | As Last GMP inspection
Ltd. Plot No. 590, | Solution Lopinavir...80mg | 16/04/2020 | per conducted on 01-01-
Sundar  Industrial | 80/20mg Ritonavir...20mg Rs. 20,000/- | SRO | 2020 and report
Estate, Lahore, 16-04-2020 concludes GMP
Pakistan Form 5 compliance.
401.| M/s Radiant | Tulip Oral Each ml contains: | Dy.No. As GMP ceritificate issued
Pharma Pvt Ltd. Solution Lopinavir...80mg | 8340 dated | per on 11/07/2019 on the
43-E, Sundar | 80/20mg Ritonavir...20mg 20/04/2020 | SRO | basis of inspection
Industrial  Estate, Rs. 50,000/- conducted on
Lahore 20-04-2020 31/07/2018.
Form 5D
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402.| M/s Paramount | Loritavir Each oral solution | Dy.No. As |Last inspection dated 08-
Pharmaceuticals. Oral contains: 8767 dated | per |02-2019 concluded
Plot No. 36, | Solution Lopinavir...80mg | 23/04/2020 | SRO |keeping in view the
Industrial Triangle, | 80/20mg Ritonavir...20mg Rs. 20,000/- observations noticed
Kahuta Road, 23-04-2020 during  inspection  as
Islamabad Form 5 narrated above, the panel
is of the opinion that the
firm may be allowed to
start manufacturing in the
light of GMP guidelines
403.| M/s Epla | Ritvir Oral Each Oral Solution | Dy.N0.9973 | As Inspection date
Laboratories. Solution Contains: 05/05/2020 | per 16/07/2019, good level
D-12, Estate | 80mg/20 mg | Lopinavir...80mg | Rs. 20,000/- | SRO | of GMP compliance
Avenue, S.I.T.E, Ritonavir...20mg 05-05-2020
Karachi. Form 5
404.| M/s  Pharmawise | Lopina wise | Each Oral Solution | Dy.No. As Last inspection report
Labs Pvt Ltd. Plus Oral Contains: 9413 dated | per dated 16/10/2019, firm
25-M, Q.A. | Solution Lopinavir...80mg | 30/04/2020 | SRO | is GMP compliant.
Industrial  Estate, Ritonavir...20mg Rs. 20,000/-
Kot Lakhpat 30-04-2020
Lahore, Pakistan Form 5
405.| M/s Karachi | Rinovir Each ml Contains: | Dy.No. As GMP certificate issued
Chemical Syrup Lopinavir...80mg | 9730 dated | per on 31/01/2020 on the
Industries pvt Ltd 80mg+20mg | Ritonavir...20mg 04/05/2020 | SRO | basis of inspection
F/25, Estate | /ml Rs. 20,000/- conducted on
Avenue, S.L.T.E 04-05-2020 30/01/2020.
Karachi Form 5
406.| M/s Winthrox | Ritlor Oral Each ml Contains: | Dy.No. As Certificate of cGMP is
Laboratories  Pvt | Solution Lopinavir...80mg | 9718 dated | per issued to the firm based
Ltd. K-219/A, | 120ml Ritonavir...20mg 04/05/2020 | SRO | on inspection
S.LTE, Super Rs. 20,000/- conducted on 16-08-
Highway, Phase-Il, 04-05-2020 2018.
Karachi. Form 5
407.| M/s Neutro Pharma | Lopi-Rito Each ml Contains: | Dy.No.7074 | As Last inspection report
(Pvt) Ltd. Oral Lopinavir...80mg | 13/04/2020 | per dated 18/07/2017, fair
95 km, | Solution Ritonavir...20mg Rs. 50,000/- | SRO | level of GMP
Sheikhupura Road, 13-04-2020 compliance.
Lahore Form 5D
108.| M/s Bio Labs Pvt | Ritopin Oral | Each ml Contains: | Dy.N0.6784 | As GMP certificate issued
Ltd. Plot # 145, | Solution Lopinavir...80mg | 10/04/2020 | per on 21/05/2019 on the
Industrial Triangle, Ritonavir...20mg Rs. 50,000/- | SRO | basis of inspection
Kahuta Road, 08-04-2020 conducted on
Islamabad Form 5D 23/04/2019.
409.| M/s Mediceena | Mediver Each ml Contains: | Dy.N0.9572 | As GMP certificate issued
Pharma Pvt Ltd. Oral Liquid | Lopinavir...80mg | 30/04/2020 | per on 27/09/2019 based on
27  Km, Main | Solution Ritonavir...20mg Rs. 20,000/- | SRO | the inspection conducted
Raiwind Road, 30-04-2020 on 24/09/2019
Lahore, Pakistan Form5
410.| M/s Zephyr | Zepnavir Each ml Contains: | Dy.N0.9305 | As Last inspection report
Pharmatec Pvt Ltd. | Oral Lopinavir...80mg | 29/04/2020 | per conducted on 18-07-
Plot No. A-39, | Solution Ritonavir...20mg Rs. 20,000/- | SRO | 2017 concluding good
S..T.E IlI, Super | 80mg+20mg 29-04-2020 level of GMP
Highway, Karachi. | /ml Form 5 compliance.
411.| M/s High-Q | Covir Oral | Each ml Contains: | Dy.No. inspection report
Pharmaceuticals. Solution Lopinavir...80mg | 8997 dated conducted on 10/04/18
Plot No.224, Sector Ritonavir...20mg 27/04/2020 concluding that firm is
23, Korangi Rs. 20,000/- operating at an
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Industrial Avrea, 27-04-2020 acceptable level of
Karachi Form 5 compliance.

412.| M/s Amarant | Ampivir Each ml Contains: | Dy.No. Good GMP compliance,
Pharmaceuticals Oral Lopinavir...80mg | 9456 dated inspection date
Pvt Ltd. 158-D, | Solution Ritonavir...20mg 30/04/2020 24/07/2018.
Tore, Gadap Road, | 80mg+20mg Rs. 20,000/-
Super Highway, | /ml 30-04-2020
Karachi Form 5

413.| M/s Noa Hemis | Aletra oral Each ml contains: Dy.No. As Panel inspection dated
Pharmaceuticals, Solution Lopinavir.....80mg | 9015 dated | per 28-02-2019
Plot No. 154, | 80mg/20mg | Ritonavir.....20mg | 27/04/2020 | SRO | recommended renewal
Sector 23, Korangi Rs. 20,000/- of DML.
Industrial Areq, Form 5
Karachi.

Decision: Registration Board approved registration of above applications from Serial No. 392 to 413.
Conditions regarding validity of registration and data requirement will be same as decided by the Board
in its general decision recorded above.

Following applications are incomplete:

Sr. |Name of applicant| Brand composition Diary no./ | Pack | Remarks/GMP Decision
No. Name Date / fee / | Size/ status
form Price

414, M/s Global Lopir [Each ml Dy.No. 7299 |As perninspection  date | Deferred for
Pharmaceuticals syrup [contains: dated SRO 26/12/2018, panel | submission of
Pvt Ltd 80/20mg [Lopinavir...8 | 14/04/2020 recommended evidence of
Plot # 204-205, Omg Rs. 50,000/-. renewal of DML. |approval of applied
Industrial Ritonavir...20 | 13-04-2020 The firm has |formulation as
Triangle, Kahuta mg Form 5 applied for syrup |“Syrup” in
Road, Islamabad while  reference | reference regulatory

product is oral |authorities/ agencies

solution. which were adopted
by the Registration
Board in its 275th
meeting or else the
formulation may be
revised in
accordance with
reference  product
along with
submission of
requisite fee.

415. M/s Semos Lonvir |Each ml Dy.No. 8116 |As perThe panel | Deferred for
Pharmaceuticals syrup  contains: dated SRO recommended submission of
Pvt Ltd. 80/20mg [Lopinavir 20/04/2020 renewal of DML, |evidence of
Plot No. 11, |........ 80mg | Rs. 20,000/- inspection report |approval of applied
Sector 12-A, Ritonavir 20-04-2020 26/02/2019. formulation as
North ~ Karachij,  |[...... 20mg Form 5 The firm  has|“Syrup” in
Krachi-75850, applied for syrup | reference regulatory
Pakistan while  reference | authorities/agencies

product is oral |which were adopted
solution. by the Registration
Board in its 275th
meeting or else the
formulation may be
revised in
accordance with
reference  product
along with
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submission of

requisite fee.

8. Oseltamivir Phosphate capsule 75mg:

Composition:
Each capsule conatins:
Oseltamivir as phosphate

....... 75mg

International availability:

Tamiflu 75mg capsule (oseltamivir as phosphate) by M/s Roche, USFDA Approved.

Me too status: Tamiflu 75mg capsule by M/s Roche.

Specifications: USP

Applications for local manufacturing:

Sr. [Name of applicant Brand Name Composition Diary no. / Date| Pack Remarks/GMP status
No. / fee / form Size /
Price

416.M/s Don valley Viramir 75mgEach Capsule Dy.No. 17061|As per | Good compliance of
Pharmaceuticas| (Pvt) Capsule  Contains: 08-05-2018 | SRO | GMP, inspection date
Ltd. 31-kilometer main Oseltamivir Rs. 20,000/- 13/02/2020.
ferozpur road Lahore. Phosphate Eqg. to Form 5

Oseltamivir...75mg

417.M/s Wellborne Osteiwell [Each Capsule Dy. No. 6520 |As per | Last inspection report
pharmacchem and Capsules  Contains: Dated SRO | dated 07/11/2018,
biological, Plot # 51/1- 75mg  Oseltamivir 09/04/2020 Satisfactory level of
52/1 Phase I, Industrial Phosphate Eqg. to Rs. 20,000/- cGMP compliance.
Estate Hattar. Oseltamivir...75mg [Form 5

418.[M/s Arsons Ostavir 75mgEach Capsule Dy.No. 6534 |As per | Last inspection dated
Pharmaceutical capsule  Contains: dated SRO | 18/09/2019,

Industries (pvt) Ltd. Oseltamivir 09/04/2020 satisfactory GMP
2.5km defence road, off Phosphate Eqg. to Rs. 20,000/- compliance for;
Multan road, Lahore. Oseltamivir...75mg |[Form 5 pTablet (General &
Psychotropic)
> Capsule General
> Cream/ointment/Gel
(general)

419.M/s Mafins Pharma, A- | Taflu 75mg Each Capsule Dy. N0.7285 |As per | Last inspection
5, SITE Super highway capsule  [Contains: 14/04/2020 | SRO | conducted on
Industrial Area, Karachi. Oseltamivir 14/04/2020 24/07/2019, appropriate

Phosphate Eqg. to Rs. 20,000/- GMP compliance.
Oseltamivir...75mg |Form 5

420.[M/s Amarant Osvir 75mg [Each Capsule Dy. No.7156 |As per | Good GMP
Pharmaceuticals Private capsule  Contains: 13/04/2020 | SRO | compliance, inspection
Limited, 158, D. Tore, Oseltamivir dated date 24/07/2018.

Gadap road Super Phosphate Eqg. to 13/04/2020
Highway, Karachi. Oseltamivir...75mg |Rs. 20,000/-
Form 5

421.M/s MBL Pharma, B-774 MB Vir Each Capsule Dy. N0.7931 |As per | Good GMP
A, HITE, HUB, capsule 75mg Contains: dated SRO | compliance, inspection
Balochistan. Oseltamivir 16/04/2020 date 28/02/2018.

Phosphate Eqg. to Rs. 20,000/-
Oseltamivir...75mg |Form 5

422.[M/s Scotmann Flumat  Each Capsule Dy. N0.6561 |As per | The panel
Pharmaceuticals, 5-D, I-| Capsules Contains: dated SRO | recommended grant of
10/3, Industrial Area, 75mg  Oseltamivir 09/04/2020 GMP certificate,
Islamabad. Phosphate Eqg. to Rs. 20,000/- inspection date

Oseltamivir...75mg [Form 5 10/10/2018 &
17/10/2018.
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423.[M/s Simz Fluvir  Each capsule Dy.No. 7637 |As per | GMP certificate issued
Pharmaceuticals Pvt Ltd |Capsule 75mggontains: dated SRO | on 03/10/2017 on the
Plot N0.574-575, Sundar Oseltamivir as 15/04/2020 basis of inspection
Industrial Estate, phosphate...75mg  |Rs. 20,000/- conducted on
Raiwind Lahore 15-04-2020 19/08/2017.

Form 5

424.|M/s Titlis Pharma. Fluvir 75mg Each capsule Dy.No. 7919 |As per | GMP certificate issued
528-A, Sundar Industrial|  capsule  ontains: dated SRO | on 27/07/2018 on the
Estate, Raiwind Road, Oseltamivir as 16/04/2020 basis of inspection
Lahore phosphate...75mg  |Rs. 20,000/- conducted on

dated. 16-04- 11/07/2018.
2020 Form 5

A425.1 M/s Vega MYVIR Each capsule Dy.No. As Inspection dated 21-
Pharmaceuticals (Pvt.) 75mg conatins: 9128 dated | per 03-2019 the firm is
Ltd., Plot No.4, Capsule | Oseltamivir as 28/04/2020 | SRO | considered to be
Pharma city Sundar, phosphate....75mg | Rs. 20,000/- operating at fair level
30 Km Multan Road Form 5 of GMP compliance.
Lahore.

426.| M/s Liven OSTIM Each capsule Dy.No. As The firm is granted
pharmaceuticals (Pvt.) 75mg conatins: 8544 dated | per GMP certificate
Ltd, 49, Km Lahore Capsule | Oseltamivir as 22/04/2020 | SRO | based on inspection
Multan Road phosphate....75mg | Rs. 20,000/- conducted on 03-07-

Form 5 2019.

A427.| M/s Jaskan OSVIR Each capsule Dy.No. As The firm is granted
Pharmaceuticals (Pvt.) 75mg conatins: 8550 dated | per resumption of
Ltd, Plot No. 50, Capsule Oseltamivir as 22/04/2020 | SRO | production on 13-03-
SUndart Industrial phosphate...75mg Rs. 20,000/- 2018.
estate, Lahore Form 5

428.| M/s Standpharm SELTIUM | Each capsule Dy.No0.8556 | As GMP inspection date
Pakistan (Pvt) Ltd, 75mg conatins: 22/04/2020 | per d19-10-2017
20Km, Ferozpur Road Capsule Oseltamivir as Rs. 20,000/- | SRO | satisfactory level of
, Lahore phosphate....75mg | Form5 compliance.

429.| M/s EPHARM EPHAVIR | Each capsule Dy.No. As Inspection conducted
Laboratories, A-40, 75mg contains: 8452 dated | per o 12-09-2019, GMP
Road No, SITE Super Capsule | Oseltamivir as 21/04/2020 | SRO | is rated as Good.
Highway Industrial phosphate....75mg | Rs. 20,000/-
area, North Karachi Form 5

430.| M/s Shawan Osmelt Each capsule Dy.No. As Inspection dated 04-
Pharmaceuticals (Pvt.) 75mg contains: 8551 dated | per 03-2020 overall GMP
Ltd. Plot No. 37, Road Capsule | Oseltamivir as 22/04/2020 | SRO | compliance found
NS-01, National phosphate....75mg | Rs. 20,000/- Good.
industrial Zone, Rawat Form 5

A31.| M/s Getz Pharma OSELTA | Each capsule Dy.No. As The firm is granted
(Private) Limited, 29- 75mg contains: 9000 dated | per GMP certificate
30/27, Korangi Capsule Oseltamivir as 27/04/2020 | SRO | based on inspection
Industrial Area, phosphate....75mg | Rs. 20,000/- conducted on 07-01-
Karachi Form 5 2019.

432.| M/s LINZ LINVIR Each capsule Dy.No. As Inspection dated 09-
Pharmaceuticals (Pvt.) 75mg contains: 9133 dated | per 01-2020, the GMP of
Ltd, Plot No. 31-G & Capsule | Oseltamivir as 27/04/2020 | SRO |the firm is rated
31-H, Sector 15, phosphate....75mg | Rs. 20,000/- GOOD.
Korangi Industrial Form 5
Area, Karachi

433.| M/s Bosch OSTELFL | Each capsule Dy.No. As Inspection conducted
Pharmaceuticals (Pvt.) U 75mg contains: 9139 dated | per on 17-09-2019 The
Ltd., 221,222 and 223 Capsule Oseltamivir as 27/04/2020 | SRO |firm is operating at
Sector 23, Korangi phosphate....75mg | Rs. 20,000/- acceptable level of
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Industrial Area, Form 5 compliance with
Karachi GMP.

A34.| M/s  SJ.G.  Fazul Oseltam Each capsule Dy.No. As Inspection conducted
Ellahi (Pvt) Ltd., E- 75mg contains: 9142 dated | per on 15-01-2020 The
46, SITE, Karachi Capsule Oseltamivir as 27/04/2020 | SRO | firm is recommended

phosphate....75mg | Rs. 20,000/- grant of GMP
Form 5 certificate.

A35.| M/s Lisko Pakistan | Osvir 75mg | Each capsule Dy.No. As Last GMP inspection
(Pvt.) Ltd. L-10-D, Capsule contains: 9436 dated | per is conducted on 24-
Block -21, Shaheed Oseltamivir as 30/04/2020 | SRO | 04- 2018, overall firm
Rashid Minhas Road, phosphate....75mg | Rs. 20,000/- has satisfactory level
F.B. Industrial Area, Form 5 of GMP compliance.
Karachi

A436.| M/s Mass Pharma | Mass-Flu | Each capsule Dy.No. As Inspection dated 04-
(Pvt) Ltd. 17-Km, 75mg contains: 9947 dated | per 09-2018 the firm has
Ferozpur Road, Capsule Oseltamivir as 05/05/2020 | SRO |good compliance of
Lahore phosphate....75mg | Rs. 20,000/- GMP.

Form 5

A437.| M/s Weather Folds OsiFold Each capsule Dy.No. As Last GMP inspection
Pharmaceuticals, 75MG contains: 9982 dated | per was conducted on 15-
Plot No. 62/2 Phase-Il | CAPSULE | Oseltamivir as 05/05/2020 | SRO |09-2017 & the report
Industrial Estate phosphate....75mg | Rs. 20,000/- concludes the firm to
Hattar. Form 5 be GMP compliant.

438.| M/s Aventek AVIR Each capsule Dy.No. As GMP inspection
Pharmaceuticals, Plot 75MG contains: 9441 dated | per report dated 01-

No. 44-C Sunder | CAPSULE | Oseltamivir as 30/04/2020 | SRO |01-2019, the firm

Industrial phosphate....75mg | Rs. 20,000/- maintained

Estate Lahore. Form 5 satisfactory
conformance to cGMP
compliance in  the
manufacturing and
quality control
operations.

439.| M/s Karachi Chemical Osmir Each capsule Dy.No. As The firm has submitted
Industries 75MG contains: 9726 dated | per copy of GMP
(Pvt) Ltd. F-25 Estate | CAPSULE | Oseltamivir as 30/04/2020 | SRO | certificate based on
Avenue, SITE, phosphate....75mg | Rs. 20,000/- inspection  conducted
Karachi. Form 5 on 30" January, 2020.

A440.| M/s Hygeia | Hytamivir | Each capsule Dy.No. As Copy of GMP
Pharmaceuticals, 75mg contains: 9716 dated | per inspection conduted on
Plot No. 295 | CAPSULE | Oseltamivir as 04/05/2020 | SRO |21-09-2017, the firm is
Industrial Triangle phosphate....75mg | Rs. 20,000/- considered to  be
Kahuta Road Form 5 operating at
Islamabad. satisfactory level of

compliance.

A41.| M/s Mediceena | OSMED | Each capsule Dy.No. As The firm has submitted
Pharma (Pvt) 75mg contains: 9571 dated | per copy of GMP
Ltd. 27 Km Raiwind | CAPSULE | Oseltamivir as 30/04/2020 | SRO | certificate based on
Road Lahore phosphate....75mg | Rs. 20,000/- inspection  conducted

Form 5 on 24-09-2019.

A42.| M/s Medipak Ltd., | Medivir-O | Each capsule Dy.No. As GMP inspection dated
132 Industrial Estate, 75mg contains: 9959 dated | per 11-07-2019, the firm
Kot Lakhpat, Lahore CAPSULE | Oseltamivir as 05/05/2020 | SRO |had rectified most of

phosphate....75mg | Rs. 20,000/- the deficiencies pointed
Form 5 out in last inspection.
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A443.| M/s GT Pharma (Pvt) | FLUVIR | Each capsule Dy.No. As The firm has
Ltd.,, 713  Sundar 75MG contains: 9470 dated | per submitted copy of
Industrial Estate CAPSULE | Oseltamivir as 30/04/2020 | SRO | GMP certificate based
Lahore. phosphate....75mg | Rs. 20,000/- on inspection

Form 5 conducted on 31-1-19.

A44.| M/s Paramount | OSAL-P | Each capsule Dy.No. As The firm has
Pharmaceuticals, 75MG contains: 9464 dated | per submitted copy of
36 Industrial Triangle, | CAPSULE | Oseltamivir as 30/04/2020 | SRO | certificate based on
Kahuta phosphate....75mg | Rs. 20,000/- inspection dated 20-
Road Islamabad. Form 5 11-2018.

A45.| M/s Sante (Pvt) Ltd. | SANTOSE | Each capsule Dy.No. As GMP inspection
A/97 S..T.E Super L 75mg contains: 9451 dated | per conducted on 02-07-
Highway Capsule Oseltamivir as 30/04/2020 | SRO | 2019, overall
Karachi phosphate....75mg | Rs. 20,000/- compliance level for

Form 5 the said dosage forms
is rated as Good.

A46.| M/s Baxter Selavir Each capsule Dy.No. As GMP inspection dated
Pharmaceuticals, A- 75mg contains: 9428 dated | per 21-09-2019, the
1/A Scheme No. 33 Capsule Oseltamivir as 30/04/2020 | SRO | compliance level is
Phase-l S.I.T.E. Super phosphate....75mg | Rs. 20,000/- rated as satisfactory.
Highway Karachi. Form 5

A47.| M/s Nenza | Oseltanen | Each capsule Dy.No. As GMP inspection dated
Pharmaceuticals 75mg contains: 9312 dated | per 26-09-2018, overall
(Pvt)  Ltd. 33-A Capsule Oseltamivir as 30/04/2020 | SRO |GMP compliance of
Hayatabad Industrial phosphate.75mg Rs. 20,000/- the firm is satisfactory
Estate Peshawar. Form 5

A448.| M/s Zephyr | Zephtam | Each capsule Dy.No. As GMP inspection dated
Pharmatec (Pvt) Ltd. 75mg contains: 9304 dated | per 25-09-2019 overall
A-39 S.I.T.E. Il Super | Capsule | Oseltamivir as 29/04/2020 | SRO | GMP compliance ig
Highway Karachi. phosphate....75mg | Rs. 20,000/- rated as GOOD.

Form 5

A449.1 M/s Farm Aid Group, Famivir Each capsule Dy.No. As GMP inspection dated
Plot No. 3/2 Hattar 75mg contains: 9321 dated | per 03-10-2018, firm i
Industrial Estate Capsule Oseltamivir as 29/04/2020 | SRO | maintaining
Haripur. phosphate....75mg | Rs. 20,000/- satisfactory level of

Form 5 cGMP.

450.| M/s Jupiter Pharma, | OMIVIR | Each capsule Dy.No. As The firm has submitted
Plot No. 25, St No. S- 75mg contains: 9223 dated | per copy of GMP
6, Rawat, Capsule | Oseltamivir as 28/04/2020 | SRO | certificate based on
Rawalpindi phosphate...75mg | Rs. 20,000/- inspection  conducted

Form 5 on 19-09-2019.

451.| M/s Faas | OMIVIR | Each capsule Dy.No. As GMP inspection dated
Pharmaceuticals (Pvt) 75mg contains: 9006 dated | per 13-11-2019 the firm is
Ltd, Plot No. F-748-L Capsule Oseltamivir as 27/04/2020 | SRO | operating at good level
SITE Karachi phosphate...75mg | Rs. 20,000/- of GMP compliance.

Form 5

452.| M/s 3S| Osvir 75mg | Each capsule Dy.N0.8539 | As Panel inspection dated
Pharmaceuticals  Pvt| Capsule contains: 22/04/2020 | per 01-03-2019 and 13-05-
Ltd. 5-km off Raiwind Oseltamivir as Rs. 20,000/- | SRO | 2019 recommends
Road, Manga Road, phosphate...75mg | Form 5 renewal of DML.
Lahore

A53.| "M/s Herbion Pakistan Turvera Each capsule Dy.No. As The firm was granted
Pvt Ltd. 75mg contains: 8534 dated | per renewal of DML
Industrial Triangle Capsule | Oseltamivir as 22/04/2020 | SRO |dated 21-05-2019 for
Kahuta Road, phosphate....75mg | Rs. 20,000/- only two sections
Islamabad" Form 5 Syrups (General)

Plasters
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A54.| M/s Semos | Osmivir Each capsule Dy.No. As The firm has granted
Pharmaceuticals  Pvt 75mg contains: 8114 dated | per renewal of DML from
Ltd. Plot No. 11, Capsule Oseltamivir as 20/04/2020 | SRO |CLB w.e.f 19-07-
Sector 12-A, North phosphate....75mg | Rs. 20,000/- 2019.

Karachi, Krachi Form 5

455.| M/s Fredmann, plot | Osvir 75mg | Each capsule Dy.No. As Inspection date
no 82-83 B, Old Capsule | contains: 8994 dated | per 10/01/2020. The panel
industrial Area Oseltamivir as 27/04/2020 | SRO |is of the opinion that
Mirpur, Azad Kashmir phosphate....75mg | Rs. 20,000/- the report may be

Form 5 forwarded to the
competent  authority
for resumption of
production.

A456.| M/s Winthrox Oslovir Each capsule Dy.No. As Certificate of cGMP
Laboratories Pvt Ltd. Capsule contains: 8120 dated | per is issued to the firm
K-219/A, S.I.TE, 75mg Oseltamivir as 20/04/2020 | SRO | based on inspection
Super Highway, phosphate.......... Rs. 20,000/- conducted on 16-08-
Phase-ll, Karachi, 75mg 20-04-2020 2018.

Pakistan Form 5
457.M/s Horizon Healthcare Flukill Each Capsule Dy.No. As GMP Certificate
Pvt) Ltd. capsule contains: 7270 dated | per issued on the basis of
Plot No.35-A, Small 500mg Oseltamivir 14/04/2020 | SRO | GMP inspection
Industrial Estate, Phosphate Rs. 20,000/- conducted on 1-03-
Taxila, Pakistan Equivalent to 14-04-2020 2019
Oseltamivir...75mg | Form 5
458.M/s Amson Vaccines & | Asmovir | Each Capsule Dy.No0.7289 | As Inspection date
Pharma Pvt Ltd. 114, | Capslule | contains: 14/04/2020 | per 04/02/2020, the panel
Industrial Triangle, 75mg Oseltamivir Rs. 20,000/- | SRO | recommended
Kahuta Road, Phosphate 14-04-2020 renewal of DML.
Islamabad, Pakistan Equivalent to Form 5
Oseltamivir...75mg
A459.M/s Ameer & Adnan Adflu Each Capsule Dy.No0.7487 | As GMP certificate
Pharmaceutical Pvt Ltd. Capsule contains: 14/04/2020 | per issued on 21/02/2020
Plot No.47, Sundar 75mg Oseltamivir Rs. 20,000/- | SRO |on the basis on
Industrial Estate, Phosphate 14-04-2020 inspection conducted
Lahore Equivalent to Form 5 on 07/11/2019
Oseltamivir...75mg
460.M/s Focus & Rulz | Eltamivir | Each Capsule Dy.No0.7480 | As GMP certificate
Pharmaceuticals  Pvt | Capsule | contains: 14/04/2020 | per issued on 18/03/2019.
Ltd. 44-Industrial 75mg Oseltamivir Rs. 20,000/- | SRO
Triangle Kahuta Road, Phosphate 14-04-2020
Islamabad Equivalent to Form 5
Oseltamivir...75mg
461.M/s  The  Schazoo Oselta Each Capsule Dy.No.7087 | As Inspection date
Pharmaceutical capsule contains: dated per 30/05/2019, good
Laboratories Pvt Ltd. 75mg Oseltamivir as 13/04/2020 | SRO | level of GMP
Kalalwala Stop, 20 km Phosphate ...75mg | Rs. 20,000/- compliance.
Lahore-Jaranwala 13 -04-2020
Road, Distt Form 5
Sheikhupura, Pakistan
462. M/s Goodman | Ostagood | Each Capsule Dy.N0.7938 | As GMP certificate
Laboratories. Capsule contains: 16/04/2020 | per issued on the basis of
No.5, Street No. S-5, 75mg Oseltamivir Rs. 20,000/- | SRO | inspection conducted
National Industrial Phosphate 16-04-2020 on 08/08/2018.
Zone, Rawat, Equivalent to Form 5
Rawalpindi Oseltamivir...75mg

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 67




463. M/s Palpex | Palmivir | Each Capsule Dy.No. As GMP certificate
Pharmaceuticals  Pvt | Capsule contains: 7774 per issued on  08-05-
Ltd. FD-46-A8, ST-1, 75mg Oseltamivir 16/04/2020 | SRO | 2018.”

Sector 38, Korangi Phosphate Rs. 20,000/-
Creek Industrial Park, Equivalent to 16-04-2020
Karachi, Pakistan Oseltamivir...75mg | Form 5

A64. M/s Medisave Osvir Each Capsule Dy.No.7768 | As GMP certificate
Pharmaceuticals. capsule contains: 16/04/2020 | per issued on 22/01/2020
Plot 578-579, Sundar 75mg Oseltamivir Rs. 20,000/- | SRO | on the basis of
Industrial Estate, Phosphate 16-04-2020 inspection conducted
Lahore, Pakistan Equivalent to Form 5 on 02/10/2019.

Oseltamivir...75mg

A65. M/s Astellas Asteflu Each Capsule Dy.No.7790 | As 13/11/2018, Good
Pharmaceuticals ~ pvt | Capsule | contains: 16/04/2020 | per GMP compliance.
Ltd. 15-C Industrial 75mg Oseltamivir Rs. 20,000/- | SRO
Estate, Hayatabad, Phosphate 16-04-2020
Peshawar, Pakistan Equivalent to Form 5

Oseltamivir...75mg

466.M/s Himont Osmi Each Capsule Dy.No. As GMP certificate
Pharmaceuticals Pvt Capsule contains: 7784 per issued based upon
Ltd. 75mg Oseltamivir as dated SRO | evaluation conducted
17-km, Ferozepur phosphtae...75mg | 16/04/2020 on 04-10-2018 & 05-
Road, Lahore, Pakistan Rs. 20,000/- 10-2018. The firm

16-04-2020 has  revised the

Form 5 formulation from
Oseltamivir....75mg
to Oseltamivir as
phosphate.....75mg
and submitted fee
Rs. 5,000/- vide
challan number
1981365 dated
07/05/2020.

A67.M/s Jawa Flucap Each Capsule Dy.No. As Date of inspection
Pharmaceuticals  Pvt | Capsule contains: 8380 per 21/02/2020 &
Ltd, 112/10, Quaid e 75mg Oseltamivir 21/04/2020 | SRO | 04/03/2020,

Azam Industrial Area, Phosphate Rs. 20,000/- satisfactory level of
Kot Lakhpat, Lahore Equivalent to 21-04-2020 GMP compliance
Oseltamivir...75mg | Form 5

468. M/s Mediate M-Flu Each Capsule Dy.No. As Inspection date
Pharmaceutical Pvt Ltd. Capsule contains: 7794 per 04/03/2020,

Plot No. 150-151, 75mg Oseltamivir 16/04/2020 | SRO | Acceptable level of
Sector 24, Korangi Phosphate Rs. 20,000/- GMP compliance.
Industrial Area, Karchi. Equivalent to 16-04-2020

Oseltamivir...75mg | Form 5

A69. M/s MKB Tamflu Each Capsule Dy.No. As Inspection dated 24-
Pharmaceuticals  Pvt 75mg contains: 8773 per 01-2019  concludes
L td.66-Hayatabad Capsule Oseltamivir 23/04/2020 | SRO | that the firm s
Industrial Estate, Phosphate Rs. 20,000/- operating at
Peshawar, Kpk, Equivalent to 23-04-2020 satisfactory level of
Pakistan Oseltamivir...75mg | Form 5 GMP compliance.

A70.M/s Medisure | Oseltasure- | Each Capsule Dy.N0.7945 | Rs. Inspection date
Laboratories Pakistan | Flu 75mg | contains: 16/04/2020 | 2000/ | 19/07/2019, GMP
Pvt Ltd. Capsule Oseltamivir Rs. 20,000/- | - per | compliance level is
A-115, S.I.T.E, Super Phosphate 16-04-2020 | 10’s | rated as good.
Highway, Karachi, Equivalent to Form 5
Pakistan Oseltamivir...75mg
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A71.M/s Curatech Pharma | Flunavir | Each Capsule Dy.No0.7065 | As The panel
Pvt Ltd Capsule contains: 13/04/2020 | per recommended
35-Km, Multan Road, 75mg Oseltamivir Rs. 20,000/- | SRO | renewal of DML,
lahore Phosphate Eqg. to 13-04-2020 inspection date
Oseltamivir...75mg | Form 5 16/03/2018.
A72.M/s BJ Osevir Each Capsule Dy.N0.6759 | As Firm has required
Pharmaceuticals. 75mg contains: 10/04/2020 | per equipment/machinery
18 Km, Mandialli Stop, Capsule Oseltamivir Rs. 20,000/- | SRO |, HVAC system and
Lahore-Sheikhupura Phosphate ...75mg | 10-04-2020 qualified staff, fir
Road, Lahore Form 5 showed good
intention to further
improvements in
future. Overall
hygienic condition of
the firm is
satisfactory at the
time of inspection.
Inspection date
15/01/2020.
AT73.M/s British Brisevir Each Capsule Dy.N0.7131 | As The panel
Pharmaceuticals  Pvt| Capsule contains: 13/04/2020 | per recommended grant
Ltd 75mg Oseltamivir Rs. 20,000/- | SRO | of DML, inspection
23-KM,  Shekhupura Phosphate 13-04-2020 date 19/08/2019 &
Road, lahore Equivalent to Form 5 27112/2019.
Oseltamivir...75mg
A74.M/s Hi-Med | Selvir 75mg | Each Capsule Dy.N0.7128 | As DML was issued on
Pharmaceuticals. capsule contains: dated per 13/06/2018.
208C Sunder Industrial Oseltamivir 13/04/2020 | SRO
Estate, Lahore, Pakistan Phosphate Rs. 20,000/-
Equivalent to 13-04-2020
Oseltamivir...75mg | Form 5
A75.M/s Bio Labs Pvt Ltd. Oselvir Each Capsule Dy.No.6781 | As GMP certificate
Plot # 145, Industrial Capsule contains: dated per issued on 21/05/2019
Triangle, Kahuta Road, 75mg Oseltamivir 10/04/2020 | SRO |on the basisi of
Islamabad Phosphate Rs. 20,000/- inspection conducted
Equivalent to 10-04-2020 on 23/04/2019.
Oseltamivir...75mg | Form 5
AT76.M/s Biogen | Oseltagen | Each Capsule Dy.No.7142 | As Inspetion date
Pharmaceuticals. Capsule | contains: 13/04/2020 | per 12/12/2019, the panel
8-Km, Chakbeli Road, 75mg Oseltamivir Rs. 20,000/- | SRO | recommended grant
Rawat, Rawalpindi, Phosphate ...75mg | 13-04-2020 of DML.
Pakistan Form 5
AT7.M/s Davis Oseflu Each Capsule Dy.No0.7262 | As GMP certificate
Pharmaceuticals 75mg contains: 14/04/2020 | per issued on the basis of
Laboratories. Plot No. Capsule | Oseltamivir Rs. 20,000/- | SRO | inspection conducted
121, Industrial Phosphate 14-04-2020 on 01-10-2019
Triangle, kahuta Road, Equivalent to Form5
Isalamabad Oseltamivir...75mg
A78.M/s Sayyed Sydovir Each Capsule Dy.N0.7120 | As Inspection conducted
Pharmaceuticals 75mg contains: dated per on 04-09-2019 the
Industries Pvt Ltd Capsule Oseltamivir 13/04/2020 | SRO | firm  operates at
Plant No.67/2, Phase-3, Phosphate Rs. 20,000/- satisfactory level of
Industrial Estate, Hattar Equivalent to 13-04-2020 GMP guidelines.
Oseltamivir...75mg | Form 5
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A79.M/s Vision Fluvent Each Capsule Dy.N0.7296 | As Inspection date
Pharmaceuticals. 75mg contains: dated per 11/02/2019, the panel
Plot # 22,23, Industrial capsule Oseltamivir 14/04/2020 | SRO | recommended
Triangle, Kahuta Road, Phosphate Rs. 20,000/- issuance of GMP
Islamabad Equivalent to 14-04-2020 ceritifcate.

Oseltamivir...75mg | Form 5

A80. M/s Global Fluvir Each Capsule Dy.No0.7300 | As Inspection date
Pharmaceuticals  Pvt 75mg contains: dated per 26/12/2018, panel
Ltd, Plot # 204-205, Capsule Oseltamivir as 14/04/2020 | SRO | recommended
Industrial Triangle, phosphate...75mg | Rs. 20,000/- renewal of DML.
Kahuta Road, 13-04-2020
Islamabad Form 5

A81.M/s Akson Tamivir Each Capsule Dy.No0.7305 | As As of today the firm’s
Pharmaceuticals  Pvt 75mg contains: dated per facility is suitable to
Ltd. Plot no.9-B/1 & 2, Capsule Oseltamivir 14/04/2020 | SRO | carry out
Sector D-1,0ld Phosphate Rs. 20,000/- manufacturing  and
industrial Estate Mirpur Equivalent to 14-04-2020 testing of
Azad Kashmir Oseltamivir...75mg | Form 5 pharmaceuticals.

Inspection date
22/02/2019.

A82.M/s Danas | Taminas | Each Capsule Dy.N0.7616 | As Firm has submitted
Pharmaceuticals  Pvt 75mg contains: dated per copy of GMP
Ltd 312, Industrial Capsule Oseltamivir 15/04/2020 | SRO | inspection report
Triangle, Kahuta Road, Phosphate Rs. 20,000/- conducted on 03-10-
Islamabad. Equivalent to 15-04-2020 2017 concluded

Oseltamivir...75mg | Form 5 satisfactory level of
compliance with
GMP guidelines.

A83.M/s Pacific | Oselt 75mg | Each Capsule Dy.No0.7483 | As GMP certificate
Pharmaceuticals capsule contains: dated per issued in 25/04/2019
Limited.30 km, Multan Oseltamivir 14/04/2020 | SRO |on the basis on
Road, Lahore, Pakistan Phosphate Rs. 50,000/- inspection conducted

Equivalent to 14-04-2020 on 07/03/2019.
Oseltamivir...75mg | Form 5D

A84. M/s Novamed Oselvir Each Capsule Dy.N0.6775 | As Last inspection report
Pharmaceuticals (Pvt) | Capsule | contains: dated per dated 22/01/2019,
Ltd. 28-km, Ferozepur 75mg Oseltamivir 10/04/2020 | SRO | good level of GMP
Road, Lahore Phosphate Rs. 20,000/- compliance.

Equivalent to 10-04-2020
Oseltamivir...75mg | Form 5

485.M/s PharmaWise Labs | Oseltawise | Each Capsule Dy.No.7061 | As Last inspection report
pvt Ltd, 25-M.Q-A 75mg contains: 13/04/2020 | per dated 16/10/2019,
Industrial Estate, Kot capsule Oseltamivir Rs. 20,000/- | SRO | firm is GMP
Lakhpat, Lahore Phosphate Eqg.to 13-04-2020 compliant.

Oseltamivir...75mg | Form 5

A86.M/s Fynk | Selvir 75mg | Each Capsule Dy.N0.7165 | As Last inspection report
Pharmaceuticals. Capsule contains: 13/04/2020 | per dated 21/11/2017, fair
19km G.T. Road Oseltamivir Rs. 20,000/- | SRO | level of GMP
Kalashah Kaku, Phosphate 13-04-2020 compliance.

Lahore, Pakistan Equivalent to Form 5
Oseltamivir...75mg

A87.M/s Jenner Jenflu Each Capsule Dy.N0.7272 | As Inspection date
Pharmaceuticals  Pvt 75mg contains: dated per 15/02/2019,

Ltd. 26-km, Lahore Capsule Oseltamivir 14/04/2020 | SRO | satisfactory level of
Sharaqpur Road, Phosphate Rs. 20,000/- GMP compliance.
Sheikhupura Equivalent to 13-04-2020

Oseltamivir...75mg | Form 5
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488.M/s Venus Pharma. Oseltavin | Each Capsule Dy.No.7276 | As GMP ceritifcate issed
23 km, Multan Road, 75mg contains: 14/04/2020 | per on 28/11/2019 on the
Lahore Capsule Oseltamivir Rs. 20,000/- | SRO | basis of inspection

Phosphate 14-04-2020 conducted on
Equivalent to Form 5 05/09/2019.
Oseltamivir...75mg

A89.M/s Scilife Pharma Pvt Fluvir Each Capsule Dy.No.7215 | As Inspection date 10-
Ltd. Plot # FD-57/58- 75mg contains: 14/04/2020 | per 07-2018 GMP
A2, Korangi Creek Capsule Oseltamivir Rs. 20,000/- | SRO | compliance level is
Industrial Park, Karachi ...75mg 14-04-2020 rated as GOOD

Form 5

490. M/s Titlis Pharma. Fluvir Each Capsule Dy.N0.7918 | As GMP certificate
528-A, Sundar 75mg contains: dated per issued on 27/07/2018
Industrial Estate, Capsule | Oseltamivir 16/04/2020 | SRO |on the basis of
Raiwind Road, Lahore Phosphate Rs. 20,000/- inspection conducted

Equivalent to 16-04-2020 on 11/07/2018.
Oseltamivir...75mg | Form 5

491.M/ Pliva Pakistan Ltd, Plantan Each capsule: Dy. No. As GMP inspection
Plot NO.B-77 Hub Capsule Oseltamivir as 8104 dated | per dated 27-02-2018
Industrial Estate, 75mg phosphate ..... 20/04/2020 | SRO | concluded overall
Lasbela, Balochistan. 75mg Rs. 20,000/- GMP as good.

Form 5

492. M/s Aneeb | OSE-FLU | Each capsule: Dy.N0.8108 | As Panel inspection
Pharmaceuticals ~ Pvt | Capsule | Oseltamivir as 20/04/2020 | per dated 29-10-2018
Ltd, 24-Km, Badian 75mg phosphate ..... Rs. 20,000/- | SRO | recommended
Road, Lahore Cantt. 75mg Form 5 renewal of DML.

493.M/s Radiant Pharma | SETA-V | Each capsule: Dy. No. As Panel inspection
Pvt Ltd, 43-E Sunder 75mg Oseltamivir as 8335 dated | per dated 31-07-2018
Industrial Estate, Capsule | phosphate ..... 20/04/2020 | SRO | concluding
Lahore. 75mg Rs. 20,000/- satisfactory GMP

Form 5 compliance

A94. M/s Gulf | IN-Osvir | Each capsule: Dy. No. As Panel inspection
Pharmaceuticals, 75mg Oseltamivir as 7986 dated | per dated 07-12-2019
Rawat, Rawalpindi. Capsule | phosphate ..... 17/04/2020 | SRO | recommended

75mg Rs. 20,000/- resumption of
Form 5 production.

495. M/s Noa Hemis Osiflu Each capsule: Dy. No. As Panel inspection
Pharmaceuticals, Plot 75mg Oseltamivir as 9010 dated | per dated 28-02-2019
No. 154, Sector 23, Capsule | phosphate ..... 27/04/2020 | SRO | recommended
Korangi Industrial 75mg Rs. 20,000/- renewal of DML.
Area, Karachi. Form 5

Registration Board approved registration of above applications from Serial No. 416 to 495.
Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.

Following applications are incomplete:

Sr. [Name of | Brand composition Diary no./ |Pack | Remarks/GMP Decision
No. fapplicant Name Date / fee / |Size/ status
form Price
196. M/s Hassan | Ostam-H [Each Capsule | Dy.No. 7621 |As per| GMP compliance Registration
Pharmaceuticals 75mg  |Contains: dated SRO | is NOT Board referred
(pvt) Ltd. 99-A| capsule |Oseltamivir 15/04/2020 satisfactory, the case to QA &
Industrial Estate, Phosphate Eg. | Rs. 20,000/- Inspection  date LT Division to
Hayatabad, to Oseltamivir | Form 5 01/02/2018. conduct GMP
Peshawar. ...75mg inspection of
Firm on priority.

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 71




497. M/s Hassan | Ostam-H [Each Capsule | Dy.No. 7621 |As per| GMP compliance Registration
Pharmaceuticals 75mg  |Contains: dated SRO | is NOT Board  referred
(pvt) Ltd. 99-A| capsule |Oseltamivir 15/04/2020 satisfactory, the case to QA &
Industrial Estate, Phosphate Eqg. | Rs. 20,000/- Inspection  date LT Division to
Hayatabad, to Oseltamivir | Form 5 01/02/2018. conduct GMP
Peshawar. |  |...... 75mg inspection of

Firm on priority.

498. M/s Unimark | FluMark [Each capsule | Dy.No. 9441 |As per| Not confirmed  |Registration
Pharmaceuticals, 75MG [contains: dated SRO Board referred
Plot No. 7-A St. |CAPSULE |Oseltamivir as | 30/04/2020 the case to QA &
No. S-7 phosphate...... Rs. 20,000/- LT Division to
National ....75mg Form 5 conduct GMP
Industrial ~ Zone inspection of
Rawat. Firm on priority.

499. M/s CSH Ostar 75mg|Each capsule | Dy.No. 9316 |As per|(GMP inspection Registration
Pharmaceuticals | Capsule |contains: dated SRO |of M/s Medisave Board referred
(Pvt) Ltd., 32-Km Oseltamivir as | 29/04/2020 Pharmaceuticals, the case to QA &
Ferozepur Road phosphate...... Rs. 20,000/- Plot No. 578, 579, LT Division to
Lahore ... 75mg Form 5 Sundar Industrial conduct GMP

Estate, Lahore inspection of
Contract GMP of CSH [Firm on priority.
manufacturing Pharma is
from required.
M/s Medisave List of products
Pharmaceuticals, already approved
Plot No0.578-579 on contract
Sundar manufacturing.
Industrial Estate Number of
Lahore. sections approved
for CSH
Pharmaceuticals

500. M/s Dyson Fluvir 75mg|Each Capsule | Dy.No. 7279 Inspection  date Deferred for
Research Capsule |contains: dated 15/02/2019, correction in salt
Laboratories Pvt Oseltamivir...7 | 14/04/2020Rs. satisfactory level form of applied
Ltd. 5mg 20,000/- dated of GMP formulation.

28 km Ferozepur 13-04-2020 compliance.

Road Lahore Form 5 Salt form is not
as per reference
product.

501. M/s Orta [ORTAVIR |Each capsule | Dy.No. 9965 |As per| Not Confirmed |Registration
Laboratories 75MG [contains: dated SRO Board  referred
(Pvt) Ltd., 24-Km [CAPSULE |Oseltamivir as | 05/05/2020 the case to QA &
Multan Road Off. phosphate...... Rs. 20,000/- LT Division to
Defence Road ... 75mg Form 5 conduct GMP
Mohalanwal inspection of
(Near Bahria Firm on priority.
Town Bridge)

Lahore.

502. M/s Obsons Dbsel 75mg|Each Capsule | Dy.No. 7169 |As per| Due to  area |Registration
Pharmaceuticals. | Capsule |contains: dated SRO | constraint,  the Board referred
209-S, Quaid e Oseltamivir 13/04/2020Rs. firm was unable the case to QA &
Azam Industrial Phosphate 20,000/- dated to expand or|LT Division for
Estate, Equivalentto | 13-04-2020 rectify certain updated status of
Kotlakhpat, Oseltamivir...7 | Form 5 manufacturing GMP.

Lahore, Pakistan 5mg areas related to
installation of

machinery/equip
ments,
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emergency exits,
However \other
shortcomings
were rectified.

503.

M/s Fassgen | Oseltape
Pharmaceuticals 75mg
Plot No. 67/1-| Capsule
A,Phase-Il1,

Industral Estate,

Hattar

Each Capsule
contains:
Oseltamivir
Phosphate
Equivalent to

Oseltamivir...7

Registration
Board referred
the case to QA &
LT Division for
updated status of
GMP.

5mg

Dy.No. 7159 |As per| Inspection report
dated SRO | dated
13/04/2020Rs. 14/11/2017, 15
20,000/~ dated recommendations
13-04-2020 were made
Form 5 regarding  QC,
production,
microbiological
lab, cleaning
validation,
stability

chambers etc.

9. Oseltamivir Phosphate capsule 45mg:

Composition:
Each capsule conatins:

Oseltamivir as phosphate....... 45mg

International availab

Tamiflu 45mg capsule (oseltamivir as phosphate) by M/s Roche, USFDA Approved.

Me too status:
Not registered
Specifications: USP

ility:

Applications for local manufacturing:

Sr. Name of Brand composition Diary no. / Pac | GMP status
No applicant Name Date / fee / k
form Size
/
Pric
e
504.| M/s PharmEvo | Avenflu | Each capsule conatins: Dy.No. 5876 | As GMP inspection dated
(Pvt). Limited Plot | Capsule | Oseltamivir as dated per | 23-2-2018 the firm
# A-29, North |45mg phosphate....... 45mg 07/04/2020 SRO | was operating at an
Western Industrial Rs. 50,000/- acceptable level of
Zone Port Qasim Form 5D compliance with GMP
Karachi standards.
505.| M/s CCL | Temevir | Each capsule Contains: Form5 As The firm was granted
Pharmaceuticals 45mg Oseltamivir as phosphate | Dy. No. 5940 | per | GMP certificate based
(Pvt.) Ltd., 62-|Capsule .....45mg dated SRO | on inspection dated 24-
Industrial  Estate, 07/04/2020 04-2018.
Kot Lakhpat, Rs.50,000/Fo
Lahore rm 5D
506.| M/s Macter | Macflu Each capsule Contains: Dy.N0.5900 | As Inspection  conducted
International 45mg Oseltamivir as phosphate | 07/04/2020 per |on 23-01-2019
Limited, F-216, | capsule ..... 45mg Rs. 20,000/- | SRO | concludes the firm is
S.I.T.E, Karachi + 30,000/- considered to  be
20/04/2020 operating at good level
Form 5D of GMP.
507.| M/s Sami | Flunar Each capsule Contains: Dy.No. 6256 | As Last inspection report
Pharmaceuticals 45mg Oseltamivir as phosphate | dated per | dated 7" & 14™ Feb,
(pvt) limited, F-95, | Capsule ..... 45mg 8//04/2020 SRO | 2019, Good level of
off Hub River Rs. 50,000/- cGMP compliance.
Road SITE Form 5D
Karachi.
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508.| M/s Scotmann | Flumat Each capsule Contains: Dy. N0.6560 | As The panel
Pharmaceuticals, | Capsules | Oseltamivir as phosphate | 09/04/2020 per | recommended grant of
5-D, 1-10/3, |45mg ..... 45mg Rs. 50,000/- | SRO | GMP certificate,
Industrial Area, Form 5D inspection date
Islamabad. 10/10/2018 &
17/10/2018.
509.| M/s Next | Oseltanext| Each capsule Contains: Dy.N0.6158 | As GMP certificate issued
pharmaceutical 45mg Oseltamivir as phosphate | 08/04/2020 per | on 08/07/2019.
products  private | capsule ... 45mg Rs. 20,000/- | SRO
limited, plot no. 44 +
A-B, Sundar Rs.30,000/-
industrial  estate, 29/04/2020
Lahore. challan #
2009179)
Form 5D
510.| M/s Polyfine | Ozelta Each capsule Contains: Dy.N0.6299 | As Inspection date
chempharma, 51- |45mg Oseltamivir as phosphate | dated per | 24/04/2019,
industrial  estate, | Capsule ... 45mg 08/04/2020 SRO | satisfactory level of
Hayatabad Rs. 20,000/- GMP compliance.
Peshawar. + 30,000
(dated 20"
May, 2020
Dy. NO.
11597.
Form 5D
511.|M/s  PharmaWise | Osvir Each capsule contains: Dy.N0.9962 | As Last inspection report
Labs (Pvt). Ltd.,25-| 45mg Oseltamivir as 05/05/2020 | per | dated 16/10/2019, firm
M. QA. Industrial| Capsule | phosphate......... 45mg Rs. 50,000/- | SRO | is GMP compliant.
Estate, Kot Lakhpat Form 5D
Lahore Pakistan
512.| M/s Bio-Mark| CELTA | Each capsule contains: Dy.No. 9437 | As The firm is granted
Pharmaceuticals. 45mg Oseltamivir as dated per | GMP certificate based
Plot No. 527,|Capsule | phosphate......... 45mg 30/04/2020 | SRO | on inspection dated
Sundar  Industrial Rs. 50,000/- 16-08-2018.
Estate, Lahore Form 5D
513.| M/s Sante (Pvt) Ltd.| Santosel | Each capsule contains: Dy.No. 9450 | As GMP inspection
A/97 S.I.T.E Super|45mg Oseltamivir as dated per | conducted on 02-07-
Highway Capsule | phosphate......... 45mg 30/04/2020 | SRO | 2019, overall
Karachi Rs. 50,000/- compliance level for
Form 5D the said dosage forms
is rated as Good.

Decision: Registration Board approved registration of above applications on Form-5D from Serial No. 504
to 513. Conditions regarding validity of registration and data requirement will be same as decided by the
Board in its general decision recorded above.

Following applications are incomplete:

Sr. Name of Brand | composition |Diary no./ |Pack | Remarks/GMP Decision
No. applicant Name Date / fee / |Size/ status
form Price

514.| M/s Amson | ASMOVIR| Each capsule Dy.No. /As per| Not Confirmed Deferred for
Vaccines & 45mg contains: 7288 dated | SRO submission of
Pharma Pvt Ltd | Capsule | Oseltamivir  [14/04/2020 Remaining fee of | Form 5D
110-111. 152- as Rs. 20,000/- 30,000/-is alongwith the
156, Industrial phosphate... [Form5 required. submission of
Triangle, | | ... 45mg differential  fee
Kahuta Road, Rs. 30,000/-.
Islamabad
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515.| M/s Linear | Oslivir | Each capsule [Dy.No. /As per| Last inspection Deferred for
Pharma, plot 45mg conatins: 6186 dated | SRO | report dated submission of
NO. 18, street | capsule | Oseltamivir |08/04/2019 30/01/2019, Form 5D
#S-4, National as Rs. 20,000/- satisfactory level | alongwith the
Industrial Zone phosphate... [Form5 of GMP submission of
(RCCI) Rawat ....45mg compliance. differential  fee
Islamabad. Form 5D along Rs. 30,000/-.

with the
differential fee,
required.

516.| M/s Hamaz Oselta | Each Capsule Dy. /As per| GMP  certificate | Deferred for
Pharmaceuticals | Capsule | Contains: N0.5922 SRO | issued on | following:

(pvt) Itd 13-KM 45mg | Oseltamivir  |07/04/2020 06/11/20109. esubmission  of
Bosan  Road, Phosphate dated differential  fee | Form 5D
Lutfabad, Eq. to 13/04/2020 along with form alongwith  the
Multan. Oseltamivir  Rs. 20,000/- 5D. submission  of
...45mg Form 5 The firm has| differential fee

revised the | Rs. 30,000/-
formulation  fro | eSubmission of
Oseltamivir to Requisite  fee
Oseltamivir for revision of
phosphate as per | formulation as
reference product. per reference

product.

517.| M/s Simz Fluvir | Each capsule Dy.No. As per| GMP  certificate | Deferred for
Pharmaceuticals | Capsule | contains: 7636 dated | SRO | issued on | submission of
Pvt Ltd 45mg Oseltamivir  {15/04/2020 03/10/2017 on the | Form 5D
Plot No.574- as Rs. 20,000/- basis of | alongwith the
575, Sundar phosphate...4 (dated. 15- inspection submission of
Industrial 5mg 04-2020 conducted on | differential  fee
Estate, Raiwind Form 5 19/08/2017. Rs. 30,000/-.
Lahore Form 5D along

with  differential
fee is required.

518.l M/s Novamed | Oselvir | Each Capsule Dy.No. As per| Form 5D along | Deferred for
Pharmaceuticals | capsule | contains: 6774 SRO | with the | submission of
(Pvt) Ltd. 45mg | Oseltamivir  |dated differential fee is | Form 5D
28-km, Phosphate 09/04/2020 required. alongwith the
Ferozepur equivalentto [Rs. 20,000/- submission of
Road, Lahore 45mg 08-04-2020 differential  fee

Oseltamivir [Form 5 Rs. 30,000/

519.| M/s Linear | Oslivir | Each Capsule Dy. No. As per| ¢ GMP inspection | Deferred for
Pharma Capsule | Contains: 6186 dated |SRO | dated 30-01- | submission of
Plot # 18, Street 45mg Oseltamivir  {08/04/2020 2019 concluded | Form 5D
# S-4, National | | ...... 45mg Rs. 20,000/- satisfactory alongwith the
Industrial Zone, 07-04-2020 level of | submission of
RCCI  Rawat, Form 5 compliance with | differential  fee
Islamabad GMP standards. | Rs. 30,000/

e Form 5-D shall
be submitted.
o Differential fee
of Rs. 30,000/-
shall be
submitted.
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520.| M/s Aulton | Aultagflu | Each Capsule Dy.No. As per| Inspection  date | Deferred for
Pharmaceuticals 45mg Contains: 5947 dated | SRO | 13.02.2018, Good | submission of
, plot no. 84/1, capsule | Oseltamivir  [07/04/2020 level of GMP | Form 5D
block A, Phase | | ...... 45mg Rs. 20,000/- compliance. alongwith the
V, Indutrial dated. 15- Form 5D along | submission of
Estate Hattar. 04-2020 with  differential | differential  fee
Form 5 fee of Rs. | Rs. 30,000/
30,000/- is
required.
521.| M/s Athan |Athflu 45mg Each capsule Dy. As per| DML issued on | Deferred for
Pharmaceuticals | capsule | Contains: N0.5953 SRO | 5" March, 2019. | submission of
, plot # 84/1, Oseltamivir  (dated Application Form 5D
Block B, Phase as phosphate {07/04/2020 should be on form | alongwith the
V, Industrial .....45mg Rs. 20,000/- 5D along with | submission of
Estate, Hattar. Form 5 differential fee | differential  fee
Rs. 30,000/-. Rs. 30,000/
10. Oseltamivir Phosphate capsule 30mg:
Composition:
Each capsule conatins:
Oseltamivir as phosphate....... 30mg
International availability:
Tamiflu 30mg capsule (oseltamivir as phosphate) by M/s Roche, USFDA Approved.
Me too status: Not registered
Specifications: USP
Applications for local manufacturing:
Sr. | Name of Brand Name | composition Diary no./ | Pack | GMP status
No | applicant Date /fee/ | Size/
. form Price
522.| M/s PharmEvo Avenflu Each capsule Dy.No. As GMP inspection dated
(Pvt). Limited Plot | Capsule 30mg | conatins: 5875 dated | per 23-02-2018 firm was
# A-29, North Oseltamivir as 07/04/2020 | SRO | operating at  an
Western Industrial phosphate....30mg Rs. 50,000/- acceptable level of
Zone Port Qasim Form 5D compliance with GMP
Karachi standards.
523.| M/s Macter Macflu 30mg | Each capsule Dy.No. As Inspection conducted
International capsule Contains: 5899 dated | per on 23-01-2019
Limited, F-216, Oseltamivir as 07/04/2020 | SRO | concludes the firm is
S.L.T.E, Karachi phosphate ..... 30mg | Rs. 20,000/- considered to  be
+ 30,000/- operating at good
20/04/2020 level of GMP.
Form 5D
524.| M/s CCL Temevir Each capsule Dy. No. As The firm was granted
Pharmaceuticals Capsule 30mg | Contains: 5933 dated | per GMP certificate based
(Pvt.) Ltd., 62- Oseltamivir as 07/04/2020 | SRO | on inspection dated
Industrial Estate, phosphate ..... 30mg | Rs.50,000/- 24-04-2018.
Kot Lakhpat, Form 5D
Lahore
525.|M/s Sami Flunar 30mg | Each capsule Dy.No. As Last inspection report
Pharmaceuticals capsule Contains: 6255 dated | per dated 7" & 14™ Feb,
(pvt) limited, F-95, Oseltamivir as 8//04/2020 SRO | 2019, Good level of
off Hub River Road phosphate ..... 30mg | Rs. 50,000/- cGMP compliance.
SITE Karachi. Form 5D
526.| M/s Allmed Pvt | Ostavir 30mg | Each capsule Dy. No. As Last GMP inspection
Ltd. Plot No. 590, | capsule Contains: 6238 dated | per conducted on 01-01-
Sundar Industrial Oseltamivir as 08-04-2020 | SRO | 2020 and  report
Estate, phosphate ..... 30mg | Rs. 50,000/- concludes GMP
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Lahore, Pakistan Form 5D compliance.
527.| M/s Scotmann | Flumat Each capsule Dy. As The panel
Pharmaceuticals, Capsules Contains: No0.6559 per recommended grant of
5-D, 1-10/3, | 30mg Oseltamivir as dated SRO | GMP certificate,
Industrial ~ Area, phosphate ..... 30mg | 09/04/2020 inspection date
Islamabad. Rs. 50,000/- 10/10/2018 &
Form 5D 17/10/2018.
528.| M/s Next | Oseltanext Each capsule Dy.No0.6157 | As GMP certificate
pharmaceutical 30mg capsule | Contains: 08/04/2020 | per issued on 08/07/2019.
products  private Oseltamivir as Rs. 20,000/- | SRO
limited, plot no. 44 phosphate ..... 30mg | +
A-B, Sundar Rs.30,000/-
industrial  estate, 29/04/2020
Lahore. challan #
1905810)
Form 5D
529.| M/s Pharma Wise | Oseltawise Each capsule Dy.N0.9961 | As Last inspection report
Labs (Pvt). 30mg Capsule | contains: 05/05/2020 | per dated 16/10/2019,
Ltd.,25-M. QA. Oseltamivir as Rs. 50,000/- | SRO | firm is GMP
Industrial Estate, phosphate...30mg Form 5D compliant.
Kot Lakhpat
Lahore Pakistan
530.| M/s Bio-Mark CELTA 30mg | Each capsule Dy.N0.9438 | As The firm is granted
Pharmaceuticals. Capsule contains: 9438 dated | per GMP certificate based
Plot No. 527, Oseltamivir as 30/04/2020 | SRO | on inspection dated
Sundar Industrial phosphate...30mg Rs. 50,000/- 16-08-2018.
Estate, Lahore Form 5D
531.| M/s Sante (Pvt) Santosel Each capsule Dy.N0.9449 | As GMP inspection
Ltd. A/97 S.I.T.E | 30mg Capsule | contains: 9450 dated | per conducted on 02-07-
Super Highway Oseltamivir as 30/04/2020 | SRO | 2019, overall
Karachi phosphate...... 30mg | Rs. 50,000/- compliance level for
Form 5D the said dosage forms
is rated as Good.
Decision: Registration Board approved registration of above applications from Serial No. 522 to
531. Conditions regarding validity of registration and data requirement will be same as decided
by the Board in its general decision recorded above.

Following applications are incomplete:

Sr. | Name of applicant | Brand composition Diary no./ Pack Remarks/ GMP Decision
No. Name Date /fee/ |Size/ status
form Price
532.| M/s Linear | Oslivir | Each Dy.No. As Last  inspection | Deferred for
Pharma, plot NO. | 30mg capsule 6185 dated | per report dated | submission  of
18, street #S-4, | capsule | conatins: 08/04/2019 | SRO | 30/01/2019, Form 5D
National Oseltamivir | Rs. 20,000/- satisfactory level | alongwith  the
Industrial ~ Zone as Form 5 of GMP | submission  of
(RCCI)  Rawat phosphate. .. compliance. differential  fee
Islamabad. ....30mg Form 5D along | Rs. 30,000/
with the
differential  fee,
required.
533.| M/s Hamaz | Oselta Each Dy. As GMP certificate | Deferred for
Pharmaceuticals | Capsule | Capsule No0.5921 per issued on | following:
(pvt) Itd 13-KM | 30mg Contains: 07/04/2020 | SRO | 06/11/2019. esubmission of
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Bosan Road, Oseltamivir | dated differential fee | Form 5D
Lutfabad, Phosphate 13/04/2020 along with form | alongwith the
Multan. Eq. to Rs. 20,000/- 5D. submission of
Oseltamivir | Form 5 The firm has | differential fee

...30mg revised the Rs. 30,000/-
formulation  fro | eSubmission of
Oseltamivir to | Requisite fee
Oseltamivir for trevision of
phosphate as per | formulation as
reference product. per reference

product.

534. M/s Athan | Athflu Each Dy. N0.5952 | As DML issued on 5" | Deferred for
Pharmaceuticals, | 30mg capsule dated per March, 20109. submission  of
plot # 84/1, Block | capsule | Contains:  |07/04/2020 SRO | Application Form 5D
B, Phase V, Oseltamivir Rs. 20,000/- should be on form | alongwith  the
Industrial Estate, as Form 5 5D along with | submission  of
Hattar. phosphate differential fee Rs. | differential fee

..... 30mg 30,000/- Rs. 30,000/

535.] M/s Ployfine | Ozelta Each Dy. N0.6298 | As Inspection  date | Deferred for
chempharma, 51- | 30mg capsule dated per 24/04/2019, submission  of
industrial estate, | Capsule | Contains:  08/04/2020 SRO | satisfactory level | Form 5D
Hayatabad Oseltamivir Rs. 20,000/- + of GMP | alongwith  the
Peshawar. as 30,000 (dated compliance. submission  of

phosphate 0™ May, Application differential  fee
.....30mg 2020 should be on form | Rs. 30,000/
Dy.N0.11599. 5D along with
Form 5D differential fee Rs.
30,000/-

536. M/s Simz | Fluvir Each Dy.No. 7635 | As GMP certificate | Deferred for
Pharmaceuticals | Capsule | capsule dated per issued on | submission  of
Pvt Ltd 30mg contains: 15/04/2020Rs.| SRO | 03/10/2017 on the | Form 5D
Plot N0.574-575, Oseltamivir 20,000/- basis of inspection | alongwith  the
Sundar Industrial as dated. 15-04- conducted on | submission  of
Estate, Raiwind phosphate... 2020 Form 5 19/08/2017. differential fee
Lahore 30mg Form 5D along | Rs. 30,000/

with the
differential fee is
required.

537.] M/s Novamed | Oselvir | Each Dy.No. As Last  inspection | Deferred for
Pharmaceuticals | capsule | Capsule 6773 per report dated | submission  of
(Pvt) Ltd. 30mg contains: dated SRO | 22/01/2019, good | Form 5D
28-km,Ferozepur Oseltamivir | 09/04/2020 level of GMP | alongwith  the
Road, Lahore Phosphate Rs. 20,000/- compliance. submission  of

equivalent dated 08-04- Form 5D along | differential fee
to 30mg 2020 Form with the | Rs. 30,000/
Oseltamivir | 5 differential fee is

required.

538.| M/s Aulton | Aultagfl | Each Dy.No. As Inspection  date | Deferred for
Pharmaceuticals, | u30mg | Capsule 5946 dated | per 13.02.2018, Good | submission  of
plot no. 84/1, | capsule | contains: 07/04/2020 | SRO | level of GMP | Form 5D
block A, Phase Oseltamivir | Rs. 20,000/- compliance. alongwith  the
V, Indutrial Phosphate dated. 15- Form 5D along | submission of
Estate Hattar. equivalent 04-2020 with  differential | differential fee

to 30mg Form 5 fee of Rs.30,000/- | Rs. 30,000/
Oseltamivir IS required.
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539.

M/s Linear | Oslivir | Each Dy. No.
Pharma Capsule | Capsule 6185 dated
Plot # 18, Street # | 30mg Contains: 08/04/2020
S-4, National Oseltamivir | Rs. 20,000/-
Industrial Zone, ...30mg dated 07-04-
RCCI Rawat, 2020 Form
Islamabad 5

As
per
SRO

¢ GMP inspection
dated 30-1-2019
concluded
satisfactory level
of  compliance
with GMP
standards.

eForm 5 —d shall
be submitted.

e Differential fee
of Rs. 30,000/-

shall be
submitted.

e Salt form is not
as per
Reference.

Deferred for the

following:
submission  of
Form 5D
alongwith  the
submission  of
differential fee
Rs. 30,000/.
submission  of
evidence of
approval of
applied
formulation
containing
“Oseltamivir
(base only)” in
reference
regulatory

authorities/agen
cies which were
adopted by the
Registration

Board in its
275th  meeting
or else the
formulation

may be revised
in  accordance
with  reference
product along
with submission
of requisite fee.

11. Oseltamivir Phosphate Dry Suspension :

Composition:

Each ml of reconstituted suspension contains:
Oseltamivir as phosphate........ 12mg
International availability:

Tamiflu 12mg/ml for Suspension (oseltamivir as phosphate) by M/s Roche, Italy AIFA Approved.

Me too status:
Specifications:

Applications for local manufacturing:

Ozenta 12mg Dry Suspensin by M/s Hilton, reg. No. 42219
Innovator’s

Sr. | Name of applicant Brand Name composition Diary no./ | Pack | GMP status
No. Date / fee / | Size/
form Price

540.| M/s Sami | FLunar Each ml of Dy.No. As Last inspection report
Pharmaceuticals 12mg/ml reconstituted 7153 dated | per dated 7" & 14™ Feb,
(pvt) limited, F-95, | powder for suspension contains: |13/04/2020 | SRO | 2019, Good level of
off Hub River Road | suspension Oseltamivir as Rs. 20,000/- cGMP compliance.
SITE Karachi. phosphate.....12mg |Form 5

541.| M/s Simz | Fluvir Dry Each ml of Dy.No. As GMP certificate issued
Pharmaceuticals Pvt | Suspension reconstituted 7634 dated | per on 03/10/2017 on the
Ltd Plot No.574-575, | 12mg/ml suspension contains: |15/04/2020 | SRO | basis of inspection
Sundar Industrial Oseltamivir as Rs. 20,000/- conducted on
Estate, Raiwind phosphate...12mg 15-04-2020 19/08/2017.
Lahore Form 5
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542.| M/s Getz Pharma | OSELTA Dry | Each ml of Dy.No. As The firm is granted
(Private) Limited, | Powder reconstituted 9001 dated | per GMP certificate based
29-30/27,  Korangi | suspension suspension contains: | 27/04/2020 | SRO | on inspection
Industrial Area, | 12mg/ml Oseltamivir as Rs. 20,000/- conducted on 07-01-
Karachi phosphate......12mg |Form 5 2019.
543.| M/s Bosch | OSTELFLU Each ml of Dy.No. As Inspection conducted
Pharmaceuticals Dry Powder reconstituted 9138 dated | per on 17-09-2019 firm is
(Pvt.) Ltd., 221,222 | suspension suspension contains: |28/04/2020 | SRO | operating at
and 223 Sector 23, | 12mg/ml Oseltamivir as Rs. 20,000/- acceptable level of
Korangi  Industrial phosphate...12mg Form 5 compliance with
Area, Karachi GMP.
544.| M/s  S.J.G. Fazul | Oseltam Dry Each ml of Dy.No. As Inspection conducted
Ellahi (Pvt) Ltd., E- | Powder reconstituted 9141 dated| per on 15-01-2020 The
46, SITE, Karachi suspension suspension contains: |28/04/2020 | SRO | firm is recommended
12mg/ml Oseltamivir as Rs. 20,000/- grant of GMP
phosphate....12mg |Form 5 certificate.
545.| "MI/s Nabigasim | Onzir oral Each ml of Dy.No. As Inspection dated 02-
Industries Pvt Ltd. suspension reconstituted 7624 dated| per 08-2018 concludes
17/24, Korangi | 12mg/ml suspension contains: |15/04/2020 | SRO | that firm is considered
Industrial Area, Oseltamivir as Rs. 20,000/- to be operating at an
Karachi, Pakistan" phosphate.....12mg |Form 5 acceptable level of
cGMP.
546.| M/s MKB | Tamflu dry Each ml of Dy.No. As Inspection dated 24-
Pharmaceuticals Pvt | suspension reconstituted 8774 dated| per 01-2019 concludes
Ltd. 66-Hayatabad | 12mg/ml suspension contains: |23/04/2020 | SRO | that the firm s
Industrial Estate, Oseltamivir as Rs. 60,000/- operating at
Peshawar, Kpk phosphate......12mg |Form 5 satisfactory level of
GMP compliance.
547.| M/s EPHARM | EPHARVIR Each ml of Dy.No. As Inspection conducted
Laboratories, A-40, | Dry suspension |reconstituted 8920 dated| per 0 12-09-2019, GMP is
Road No, SITE | 12mg/ml suspension contains: | 23/04/2020 | SRO | rated as Good.
Super Highway Oseltamivir as Rs. 20,000/-
Industrial area, North phosphate......12mg |Form 5
Karachi
548.| M/s Winthrox | Oslovir Dry Each ml of Dy.No. As Certificate of cGMP is
Laboratories Pvt Ltd. | suspension reconstituted 9721 dated| per issued to the firm
K-219/A, S.L.T.E, | 12mg/ml suspension contains: |05/05/2020 | SRO | based on inspection
Super Highway, Oseltamivir as Rs. 20,000/- conducted on 16-08-
Phase-11, Karachi, phosphate......12mg |Form 5 2018.
549.| M/s Hygeia | Hytamivir Dry |Each ml of Dy.No. As Copy of GMP
Pharmaceuticals, suspension reconstituted 9715 dated| per inspection conducted
Plot No. 295 | 12mg/ml suspension contains: |04/05/2020 | SRO | on 21-09-2017, the
Industrial Triangle Oseltamivir as Rs. 20,000/- firm is considered to
Kahuta Road phosphate......12mg |Form 5 be operating at
Islamabad. satisfactory level of
compliance.
550.| M/s Mediceena | Osmed Dry Each ml of Dy.No. As The firm has
Pharma (Pvt) suspension reconstituted 9570 dated| per submitted copy of
Ltd. 27 Km Raiwind | 12mg/ml suspension contains: [ 30/04/2020 | SRO | GMP certificate based
Road Lahore Oseltamivir as Rs. 20,000/- on inspection
phosphate......12mg |Form 5 conducted on 24-9-
2019.
551.| M/s Semos | Osmivir Dry Each ml of Dy.No. As The firm has granted
Pharmaceuticals Pvt | suspension reconstituted 8115 dated| per renewal of DML from
Ltd. Plot No. 11, | 12mg/mi suspension contains: |20/04/2020 | SRO | CLB w.e.f 19-07-
Sector 12-A, North Oseltamivir as Rs. 20,000/- 2019.
Karachi, Krachi- phosphate.......12mg |Form 5
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552.| M/s Zephyr | Zephtam Dry Each ml of Dy.No. As GMP inspection dated
Pharmatec (Pvt) Ltd. | suspension reconstituted 9418 dated| per 25-09-2019  overall
A-39 S.IT.E. 11| 12mg/ml suspension contains: | 30/04/2020 | SRO | GMP compliance is
Super Highway Oseltamivir as Rs. 20,000/- rated as GOOD.
Karachi. phosphate.......12mg |Form 5
553.| M/s Hamaz | Oselta Each ml Contains: Dy.No. As GMP certificate issued
Pharmaceuticals Pvt | 12mg/ml Oseltamivir a$5920 dated | per on 06-11-2019. The
Ltd. Business City | Suspension phosphate...12mg 07/04/2020 | SRO | firm has revised the
Plaza, Hall # 1, 2nd Rs. 20,000/- formulation to
Floor, Bosan Road, 07-04-2020 Oseltamivir as
Multan, Pakistan Form 5 poshphate and
submitted fee Rs.
5000/- vide challan
number 2941196 dated
05/06/2020.

Decision: Registration Board approved registration of above applications from Serial No. 540 to
553. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.

Following applications are incomplete:

Sr. Name of Brand Name| composition Diary no./ | Pack |Remarks/GMP Decision
No. applicant Date / fee / | Size /|status
form Price
554.| "M/s Amarant | Osvir dry | Each ml of Dy.No. 9453| As pef GMP  inspection Deferred for the
Pharmaceutical |suspension | reconstituted dated SRO |dated 24-07-2018, ffollowing:
s Pvt Ltd. 12mg/ml | suspension 30/04/2020 current GMP |eClarification since
158-D, Tore, contains: Rs. 20,000/- compliance is the attached fee
Gadap Road, Oseltamiviras |Form 5 rated as Good. challan is for
Super phosphate..... The formulation [Amaquin
Highway, ... 12mg mentioned in fee (50mg/5ml).
Karachi" challan is leSubmission of
Amaguin evidence of approval
(50mg/5ml) syrup |of applied
different from that [formulation as
applied “Syrup” in reference
formulation. regulatory

Clarification is
required.

authorities/agencies
which were adopted
by the Registration
Board in its 275th
meeting or else the
formulation may be

revised in
accordance with
reference  product
along with
submission of

requisite fee.
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12. Oseltamivir Phosphate dry suspension:

Composition:

Each ml of reconstituted suspension contains:

Oseltamivir as phosphate...

International availability:

Tamiflu 6mg/ml for Suspension (oseltamivir as phosphate) by M/s Roche, USFDA Approved.

Me too status:

Osemvir Powder for Oral Suspension (60mg/5ml) by M/s Brookes Pharmaceutical, reg. No. 42290

Specifications:

Innovator’s

Applications for local manufacturing:

Sr. | Name of applicant Brand Name | composition Diary no./ | Pack | GMP status
No. Date / fee/ | Size/
form Price
555.| M/s Ipram | Covi-flu powder | Each ml of Dy.No. As per | Certificate of cGMP
International for oral reconstituted 6393 dated | SRO | is issued to the firm
Pharmaceuticals plot # suspension suspension contains: |08/04/2020 based on inspection
26, street # S.S-3 6gm/mi Oseltamivir as Rs. 20,000/- conducted on 20th
national industrial phosphate........ 6mg [Form5 December, 2018.
zone, (RCCI) Rawat,
Islamabad.
556.| M/s Macter | Macflu 6mg/ml | Each ml of Dy.No. As per | Inspection
International Limited, For oral reconstituted 5897 dated | SRO | conducted on 23-01-
F-216, S.I.T.E, suspension suspension contains: | 07/04/2020 2019 concludes the
Karachi Oseltamivir as Rs. 20,000/- firm is considered to
phosphate........ 6mg |+ 30,000/- be operating at good
20/04/2020 level of GMP.
Form 5D
557.| M/s Sami | Flunar 6mg/ml | Each ml of Dy.No. As per | Last inspection
Pharmaceuticals (pvt) Powder for reconstituted 6257 dated | SRO | report dated 7" &
limited, F-95, ) off suspension suspension contains: | 8//04/2020 14™  Feb, 2019,
Hub River Road SITE Oseltamivir as Rs. 50,000/- Good level of cGMP
Karachi. phosphate........ 6mg |Form 5D compliance.
558.| M/s Wenovo | Ozwir 6mg/ml | Each ml of Dy.No. As per | Last GMP
Pharmaceuticals dry suspension | reconstituted 6292 dateq SRO | inspection
Plot # 31& 32 Punjab suspension contains: |08/04/2020 conducted on
Small Industrial Estate Oseltamivir as Rs. 50,000/- 13/01/20020, the
Taxila Pakistan phosphate........ 6mg |Form 5D panel recommended
renewal of DML.
559.| M/s Whnsfield Oseltamivir | Each ml of Dy.No. As per | Inspection date
Pharmaceuticals, Plot 6mg/ml for reconstituted 6287 dateq SRO | 18/01/2018, the
# 122, block-A, Phase- suspension suspension contains: |08/04/2020 panel recommended
V Hattar industrial Oseltamivir as Rs. 50,000/- renewal of DML.
estate, Hattar. phosphate........ 6mg |Form 5D
560.| M/s Horizon Flukill Dry Each ml of Dy.No. As per | Last inspection
Healthcare (Pvt) Ltd. powder reconstituted 7269 SRO | report  of M/s
Plot No.35-A, Small suspension suspension contains: |dated Wenovo
Industrial Estate, Oseltamivir as 14/04/2020 Pharmaceuticals,
Taxila, Pakistan phosphate........ 6mg | Rs. 50,000/- dated  13/01/2020.
contract manufacturing 14-04-2020 The panel
by Wenvo Form 5D recommended
Pharmaceutical, renewal of DML.
plot#31,32 punjab Agreement is
small industries estate attached.
taxila Rawalpindi.
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561.| M/s Global Fluvir Dry Each ml of Dy.No.7301|As per | Inspection date
Pharmaceuticals  Pvt suspension reconstituted 14/04/2020 | SRO | 26/12/2018, panel
Ltd., Plot # 204-205, suspension contains: |Rs. 20,000/- recommended
Industrial Triangle, Oseltamivir as 14-04-2020 renewal of DML.
Kahuta Road, phosphate........ 6mg |Form5
Islamabad
562.| M/s Vision | Fluvent 6mg/ml | Each ml of Dy.No0.7295|As per | Inspection date
Pharmaceuticals. dry suspension | reconstituted 14/04/2020 | SRO | 11/02/2019, the
Plot # 22,23, Industrial suspension contains: |Rs. 20,000/- panel recommended
Triangle, Kahuta Oseltamivir as 14-04-2020 issuance of GMP
Road, Islamabad phosphate........ 6mg |Form5 ceritifcate.
563.| M/s Scilife Pharma Pvt Fluvir Dry Each ml of Dy.No.7314|As per | Inspection date 10-
Ltd. Plot # FD-57/58- suspension reconstituted 14/04/2020 | SRO | 07-2018 GMP
A2, Korangi Creek suspension contains: |Rs. 20,000/- compliance level is
Industrial Park, Oseltamivir as 14-04-2020 rated as GOOD
Karachi phosphate........ 6mg |Form5
564.| M/s Novamed | Oselvir powder | Each ml of Dy.No.6772/As per | Last inspection
Pharmaceuticals (Pvt) | for suspension | reconstituted 14/04/2020 | SRO | report dated
Ltd. 28-km,Ferozepur suspension contains: |Rs. 20,000/- 22/01/2019,  good
Road, Lahore Oseltamivir as 14-04-2020 level of GMP
phosphate........ 6mg |Form 5 compliance.
565.| M/s Bio Labs Pvt Ltd. | Oselvir for oral | Each ml of Dy.No.7301|As per | GMP certificate
Plot # 145, Industrial suspension reconstituted 08/04/2020 | SRO | issued on
Triangle, Kahuta suspension contains: |Rs. 50,000/- 21/05/2019 on the
Road, Islamabad Oseltamivir as 08-04-2020 basis of inspection
phosphate........ 6mg |Form 5D conducted on
23/04/2019.
566.| M/s Astellas |  Asteflu Dry | Each ml of Dy.No. As per | GMP inspection
Pharmaceuticals  pvt Powder reconstituted 7789 dated | SRO | dated 13-11-2018,
Ltd. 15-C Industrial suspension suspension contains: |27/04/2020 overall GMP
Estate, Hayatabad, 6mg/mi Oseltamivir as Rs. 50,000/- compliance of the
Peshawar, Pakistan phosphate........ 6mg |Form 5D firm is Good.
567.| M/s GT Pharma (Pvt) Fluvir Each ml of Dy.N0.9469|As per | The firm has
Ltd.,, 713  Sundar suspension reconstituted 30/04/2020 | SRO | submitted copy of
Industrial Estate 6mg/ml suspension contains: | Rs. 50,000/- GMP certificate
Lahore. Oseltamivir as Form 5D based on inspection
phosphate......6mg conducted on 31-01-
2019.
568.| M/s Pharma Wise Oseltawise Each ml contains: Dy.No.6414|As per | GMP certificate
Labs (Pvt). Ltd.,25-M. | 6mg/ml Oral | Oseltamivir 30/04/2020 | SRO | issued on the basis
QA. Industrial Estate, suspension base..........6mg Rs. 20,000/- of inspection
Kot Lakhpat Lahore Form 5 conducted on 16-10-
Pakistan 2019.

Decision: Registration Board approved registration of above applications from Serial No. 555 to
568. Conditions regarding validity of registration and data requirement will be same as decided by

the Board in its general decision recorded above.

Following applicatrions are not complete:

Sr Name of Brand composition Diary no./ | Pack | Remarks/GMP Decision
No. applicant Name Date / fee / | Size/ status
form Price

569.| M/s Trigon | Ost-p Each ml |Dy.No. As per| Last inspection | Deferred for
Pharmaceuticals |6mg/ml Contains: 6201 dated | SRO |report dated | submission of
Pvt Limited. Oral Oseltamivir as [08/04/2020 25/03/2019, evidence of
8 km, Thoker |Solution Phosphate...6 |Rs. 20,000/- satisfactory level | approval of applied
Niaz Baig, mg 08-4-2020 of GMP | formulation as
Raiwind Road, Form 5 compliance. “Liquid oral
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Lahore

Liquid injectable
(vial &
Ampoule)

section available.
The firm has
applied for liquid
oral suspension
while it is dry
powder for
suspension in
reference

countries.

suspension” in
reference
regulatory
authorities/
agencies which were
adopted by the
Registration Board
in its 275th meeting

or else the
formulation may be
revised in
accordance with
reference  product
along with
submission of

requisite fee.

13. Ascorbic acid chewable tablet 500mg:

Composition:

Each chewable tablet contains:

Ascorbic acid........ 500mg
International availability:

Ascorbic acid chewable tablet (50mg, 100mg, 200mg, 500mg) by M/s Ennogen Pharma Itd, MHRA

Approved
Me too status:

Specifications: USP

Cecon 500mg tablet by M/s Abbott.

Applications for local manufacturing:

Sr. Name of applicant Brand composition Diary no./ | Pack GMP status
No. Name Date / fee / | Size/
form Price
570.| M/s Akson Vitabic Each chewable tablet | Dy.No. As As of today the firm’s
Pharmaceuticals Pvt | Tablet contains: 7308 dated | per facility is suitable to carry
Ltd. Plot no.9-B/1 & | 500mg Ascorbic 14/04/2020 | SRO | out manufacturing and
2, Sector D-1,0l1d Acid...500mg Rs.20,000/- testing of
industrial Estate 14-04-2020 pharmaceuticals.
Mirpur Azad Form 5 Inspection date
Kashmir 22/02/2019.
The firm has revised the
formulation from
uncoated to Chewable
tablet and submitted Rs.
5000/- dated 18" May,
2020, dy. No. 11265..
571.| M/s Zanctok Zeta-C Each chewable tablet | Dy.No. As GMP inspection dated
Pharmaceuticals Tablet contains: 8991 dated | per 21-03-2019, current GMP
Laboratories F-5 Site | 500mg Ascorbic 27/04/2020 | SRO | compliance level is rated
Hyderabad Acid...500mg Rs.20,000/- as Good.
27-04-2020
Form 5
572.| M/s Nenza Ascoban Each chewable tablet | Dy.N0.9313 | As GMP inspection dated
Pharmaceuticals Pvt | Tablet contains: 29/04/2020 | per 26-09-2018, overall GMP
Ltd, 33-A, Industrial | 500mg Ascorbic Rs.20,000/- | SRO | compliance of the firm is
Estate Hayatabad Acid...500mg 29-04-2020 satisfactory
Peshawar Form 5
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complex, Shahrah-e-
Dr. salim-uz-Zaman
Siddique, off
university Road,
Karachi

573.| M/s Farm Aid C-Mune Each chewable tablet | Dy.No. As GMP inspection dated
Group. Tablet contains: 9325 dated | per 03-10-2018, the firm is
Plot # 3/2, Phase | & | 500mg Ascorbic 29/04/2020 | SRO | maintaining satisfactory
11, Hattar Industrial Acid...500mg Rs.50,000/- level of cGMP.
Estate, Haripur 29-04-2020
Form 5
574.| M/s Citi Ascon Each chewable tablet | Dy.No. As The firm has copy of
pharmaceuticals Pvt | Tablet contains: 9218 dated | per GMP certificate based on
Ltd 3-KM, Head 500mg Ascorbic 28/04/2020 | SRO | inspection dated 19-03-
Balloki Road, Phool Acid...500mg Rs.20,000/- 2019.
Nagar District Kasur 28-04-2020
Form 5
575.| M/s Wellborne Ascowell | Each chewable tablet | Dy. No. As Last inspection report
pharmacchem and 500mg contains: 7612 per dated 07/11/2018,
biological, Plot # tablet Ascorbic 15/04/2020 | SRO | Satisfactory level of
51/1-52/1 Phase Il, acid........ 500mg Rs.20,000/- cGMP compliance.
Industrial Estate Form 5
Hattar.
576.| M/s Arsons Vitasol-C | Each chewable tablet | Dy.No. As Last inspection dated
Pharmaceutical 500mg contains: 6540 dated | per 18/09/2019, satisfactory
Industries (pvt) Ltd. | Chewable | Ascorbic 09/04/2020 | SRO | GMP compliance for;
2.5km defence road, | tablet acid........ 500mg Rs.20,000/- »Tablet  (General &
off Multan road, Form 5 Psychotropic)
Lahore. » Capsule General
» Cream/ointment/Gel
(general)
577.| M/s LINZ ACE-C Each chewable tablet | Dy.No. As Inspection dated 09-01-
Pharmaceuticals 500mg contains: 9131 dated | per 2020, the GMP of the
(Pvt.) Ltd, Plot No. | Chewable | Ascorbic 28/04/2020 | PRC | firmis rated GOOD.
31-G & 31-H, Sector | Tablet acid........ 500mg Rs.20,000/-
15, Korangi Form5
Industrial Area,
Karachi
578.| M/s Vega VvC Each chewable tablet | Dy.No. As Inspection dated 21-03-
Pharmaceuticals 500mg contains: 9127 dated | per 2019 the firm s
(Pvt.) Ltd., Plot Chewable | Ascorbic 28/04/2020 | SRO | considered to be
No.4, Pharma city Tablet acid........ 500mg Rs.20,000/- operating at fair level of
Sundar, 30 Km Form 5 GMP compliance.
Multan Road
Lahore.
579.| M/s Standpharm CEEVIT Each chewable tablet | Dy.No. As GMP inspection date
Pakistan (Pvt) Ltd, 500mg contains: 8557 dated | per d19-10-2017 satisfactory
20Km, Ferozpur Chewable | Ascorbic acid..500mg | 22/04/2020 | SRO | level of compliance.
Road , Lahore Tablet Rs.20,000/-
Form 5
580.| M/s Reign Reigncon | Each chewable tablet | Dy.No. As The panel dated 04-10-
Pharmaceuticals 500mg contains: 8457 dated | per 2019 recommends for
PCSIR-KLC (Pvt) Chewable | Ascorbic 21/04/2020 | SRO | renewal of DML.
Ltd, TBIC Building | Tablet acid........ 500mg Rs.
-1, PCSIR 20,000/-
Laboratories Form 5

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

185




581.| M/s EPHARM EPHABIC | Each chewable tablet | Dy.No. As Inspection conducted o
Laboratories, A-40, | 500mg contains: 8453 dated | per 12-09-2019, GMP is rated
Road No, SITE Chewable | Ascorbic 21/04/2020 | SRO | as Good.

Super Highway Tablet acid........ 500mg Rs.20,000/-
Industrial area, Form 5
North Karachi

582.| M/s Shawan Vit. C Each chewable tablet | Dy.No. As Inspection dated 04-03-
Pharmaceuticals 500mg contains: 8552 dated | per 2020  overall GMP
(Pvt.) Ltd. Plot No. | Chewable | Ascorbic 22/04/2020 | SRO | compliance found Good.
37, Road NS-01, Tablet acid........ 500mg Rs.20,000/-

National industrial Form 5
Zone, Rawat

583.| M/s Radiant Pharma | C-CHEW | Each chewable tablet | Dy.N0.8339 | As The firm was granted
(Pvt.) Ltd, 43-E 500mg contains: 20/04/2020 | per GMP certificate based on
Sundar Industrial Chewable | Ascorbic Rs.20,000/- | SRO | inspection dated 31-07-
Estate, Lahore Tablet acid........ 500mg Form 5 2018.

584.| M/s Medisure Medi-Vit | Each chewable tablet | Dy.No. As Inspection conducted on
Laboratories C500mg | contains: 7951 dated | per 19-07-2019 current GMP
Pakistan (Pvt) Ltd., | Chewable | Ascorbic 16/04/2020 | SRO | compliance level is rated
A-115, SITE, Super | Tablet acid........ 500mg Rs.20,000/- as GOOD.

Highway, Karachi Form 5

585.| M/s Bosch WIN-C Each chewable tablet | Dy.N0.9135| As Inspection conducted on
Pharmaceuticals 500mg contains: 28/04/2020 | per 17-09-2019 The firm is
(Pvt.) Ltd., 221,222 | Chewable | Ascorbic Rs. 20,000/- | SRO | operating at acceptable
and 223 Sector 23, Tablet acid........ 500mg Form 5 level of compliance with
Korangi Industrial GMP.

Area, Karachi

586.| M/s S.J.&G. Fazul Rexcor Each chewable tablet | Dy.N0.9145| As Inspection conducted on
Ellahi (Pvt) Ltd., E- | 500mg contains: 28/04/2020 | per 15-01-2020 The firm is
46, SITE, Karachi Chewable | Ascorbic Rs.20,000/- | SRO | recommended grant of

Tablet acid........ 500mg Form 5 GMP certificate.

587.| M/s Panacea Carbox Each chewable tablet | Dy.No. As QA division vide letter
Pharmaceuticals. Chewable | contains: 8537 dated | per No.F.4-5/2007-QA stated
Plot.no.4, Street.no.S-| Tablet Ascorbic 22/04/2020 | SRO | that the current GMP
6, National Industrial | 500mg Acid...500mg Rs.20,000/- status of the firm shall be
zone Rawat, 22-04-2020 considered as compliant.
Islamabad Form 5

588.| M/s 3S 3Con Each chewable tablet | Dy.No. 8541 As The firm has submitted
Pharmaceuticals Pvt | Chewable | contains: 22/04/2020 | per copy of GMP certificate
Ltd. 5-km off Tablet Ascorbic Rs.20,000/- | SRO | granted based on
Raiwind Road, 500mg Acid...500mg 22-04-2020 inspection dated 08-1-
Manga Road, Lahore Form 5 2020.

589.| M/s Fredmann Ascor Each chewable tablet | Dy.No. As Inspection date
Pharmaceuticals Chewable | contains: 8995 dated | per 10/01/2020. The panel is
Plot No.82-83, B, Tablet Ascorbic 27/04/2020 | SRO | of the opinion that the
Old Industrial Area | 500mg Acid...500mg Rs.20,000/- report may be forwarded
Mirpur 27-04-2020 to the competent

Form 5 authority for resumption
of production.

590.| M/s Jupiter Pharma. | Ascar Each chewable tablet | Dy.No. As Inspection report dated
Plot No. 25, Street # | Tablet contains: 9225 dated | per 19-09-2019, the firm has
S-6, National 500mg Ascorbic 28/04/2020 | SRO | been recommended grant
Industrial Zone, Acid...500mg Rs.20,000/- of GMP certificate.
Rawat, Rawalpindi 28-04-2020

Form 5
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591.| M/s Citi ASCON Each chewable tablet | Dy.No. As The firm has copy of
pharmaceuticals Pvt | Tablet contains: 9218 dated | per GMP certificate based on
Ltd 500mg Ascorbic 28/04/2020 | SRO | inspection dated 19-03-
3-KM, Head Balloki Acid...500mg Rs.20,000/- 2019.
Road, Phool Nagar 28-04-2020
District Kasur Form 5
592.| M/s Welmark Wel-C Each chewable tablet | Dy.No. As Panel Inspection dated
Pharmaceuticals Tablet contains: 8321 dated | per 04-09-2018 & 26-09-
Plot. No. 122, Block | 500mg Ascorbic 20/04/2020 | SRO | 2018 recommends
B, Phase V, Acid...500mg Rs.20,000/- renewal of DML.
Industrial Estate, 20-04-2020
Hattar, KPK Form5
593.| M/s Faas Faascon Each chewable tablet | Dy.No. As GMP inspection dated
Pharmaceuticals chewable | contains: 9008 dated | per 13-11-2019, the firm is
(Pvt.) Ltd. Tablet Ascorbic 27/04/2020 | SRO | operating at good level of
F-748/L, S.I.T.E 500mg Acid...500mg Rs.20,000/- GMP compliance.
Karachi, Pakistan 27-04-2020
Form 5
594.| M/s Pliva Pakistan Ascorbic | Each chewable tablet | Dy.No. As GMP inspection dated
Pvt Ltd acid contains: 8105 dated | per 27" Feb, 2018, overall
Plot # B-77, Hub chewable | Ascorbic 20/04/2020 | SRO | GMP of the firm is rated
Industrial Trading Tablet Acid...500mg Rs.20,000/- as good.
Estate, Baluchistan 500mg 20-04-2020
Form 5
595.| M/s Zephyr Zevit-C Each chewable tablet | Dy.No. As GMP inspection dated
Pharmatec Pvt Ltd. Chewable | contains: 9420 dated | per 25-09-2019, overall GMP
Plot No. A-39, Tablet Ascorbic 30/04/2020 | SRO | compliance is rated as
S.I.T.E I, Super 500mg Acid...500mg Rs.20,000/- GOOD.
Highway, Karachi. 29-04-2020
Form 5
596.| M/s Regent REGOVI | Each chewable tablet | Dy.N0.9302| As Panel inspection dated
Laboratories C-20, T-C contains: 29/04/2020 | per 09"  October, 2019
SITE Super Chewable | Ascorbic Rs.20,000/- | SRO | recommends renewal of
Highway, Karachi Tablet Acid...500mg 29-04-2020 DML.
500mg Form 5
597.| M/s Variant V-CALCE | Each chewable tablet | Dy.No. As Inspection report dated
Pharmaceuticals Pvt | 500mg contains: 9442 dated | per 09-12-2019 & 20-12-
Ltd, Plot No0O5, M2- | Chewable | Ascorbic 30/04/2020 | SRO | 2019, the firm is granted
Pharmazone, 26KM, | Tablet Acid...500mg Rs.20,000/- DML by way of
Main Sharaqpur 30-04-2020 formulation.
Road, Shaikhupura. Form 5
598.| M/s Macquin's Mac-C Each chewable tablet | Dy.No. As GMP inspection dated
International Tablet contains: 9948 dated | per 07-11-2019, the firm is
Pharmaceuticals 500mg Ascorbic 05/05/2020 | SRO | operating at a satisfactory
F-2/h, P.T.C Acid...500mg Rs.20,000/- level of GMP
Industrial Complex, 05-05-2020 compliance.
S.I.T.E Karachi Form 5
599.| M/s Mediceena MC-500 Each chewable tablet | Dy.N0.956 | As The firm has submitted
Pharma Pvt Ltd chewable | contains: 6 dated per copy of GMP certificate
27-km, Raiwind Tablet Ascorbic 30/04/2020 | SRO | granted based on
Lahore 500mg Acid...500mg Rs.20,000/- inspection dated 24-9-
30-04-2020 2019.
Form 5
600.| M/s Ferozsons URGEN- | Each chewable tablet | Dy.No. As Panel inspection dated
Laboratories Ltd. C contains: 9460 dated | per 09-01-2019 recommends
P.O Ferozsons, Chewable | Ascorbic 30/04/2020 | SRO | grant of GMP certificate
Amangarh, Tablet Acid...500mg Rs.20,000/-
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Nowshera-Khyber 500mg 29-04-2020
Pakhtunkhwa Form 5
601.| M/s Lowitt Pharma | Hi-C Each chewable tablet | Dy.N0.9963 | As Panel inspection dated
Pvt Ltd. Chewable | contains: 05/05/2020 | per 12-05-2020 recommends
24-Industrial Estate, | Tablet Ascorbic Rs.20,000/- | SRO | grant of GMP certificate.
Hayatabad, 500mg Acid...500mg 05-05-2020
Peshawar Form 5
602.| M/s Medipak Medivit-C | Each chewable tablet | Dy.No. As GMP inspection dated
Limited Chewable | contains: 9960 dated | per 11-07-2019, the firm had
132, Industrial Tablet Ascorbic 05/05/2020 | SRO | rectified most of the
Estate, Kot Lakhpat | 500mg Acid...500mg Rs.20,000/- deficiencies pointed out
Lahore 05-05-2020 in last inspection.
Form 5
603.| M/s. Munawar C-Chew Each chewable tablet | Dy.N0.9951 | As The firm has submitted
Pharma (Pvt) Ltd Tablet contains: 05/05/2020 | per copy of GMP certificate
31-KM, Ferozepur 500mg Ascorbic Rs.20,000/- | SRO | granted based on
Road Lahore Acid...500mg 05-05-2020 inspection dated 07-11-
Form 5 2017.
604.| M/s Baxter VvC Each chewable tablet | Dy.No. As GMP inspection dated
Pharmaceuticals. Chewable | contains: 9431 dated | per 21-09-2019, the
A-1/A, Scheem Tablet Ascorbic 30/04/2020 | SRO | compliance level is rated
No.33,Phase- 500mg Acid...500mg Rs.20,000/- as satisfactory.
1,S.1.T.E,Super 29-04-2020
Highway, Karachi Form 5
605.| M/s Epoch Ascorbid | Each tablet contains: | Dy.No. As GMP inspection dated
Pharmaceuticals. Tablet Ascorbic 9814 dated | per 26" July, 2019, the firm
Plot # 83-85, Sector | 500mg Acid...500mg 04/05/2020 | SRO |is considered to bhe
15, Korangi Rs.20,000/- operating at satisfactory
Industrial Area, 04-05-2020 level of GMP
Karachi Form 5 compliance.
606.| M/s Aventek Avecid Each Chewable tablet | Dy.No. As GMP inspection report
Pharmaceuticals. Chewable | contains: 9732 dated | per dated 01-01-2019, the
44-C, Sundar Tablet Ascorbic 04/05/2020 | SRO | firm maintained
Industrial Estate, 500mg Acid...500mg Rs.20,000/- satisfactory conformance
Lahore 04-05-2020 to GMP compliance in
Form 5 the manufacturing and
quality control
operations.
607.| M/s Karachi Vita-C Each chewable tablet | Dy.No. As The firm has submitted
Chemical Industries | Tablet contains: 9729 dated | per copy of GMP certificate
pvt Ltd 500mg Ascorbic 04/05/2020 | SRO | based on inspection
F/25, Estate Avenue, Acid...500mg Rs.20,000/- conducted on 30"
S.1.T.E Karachi 04-05-2020 January, 2020.
Form 5
608.| M/s Zanctok Zeta-C Each chewable tablet | Dy.No. As GMP inspection dated
Pharmaceuticals Chewable | contains: 8991 dated | per 21-03-2019, current GMP
Laboratories F-5 Site | Tablet Ascorbic 27/04/2020 | SRO | compliance level is rated
Hyderabad 500mg Acid...500mg Rs.20,000/- as Good.
27-04-2020
Form 5
609.| M/s Nenza Ascoban Each chewable tablet | Dy.No. As GMP inspection dated
Pharmaceuticals Pvt | Chewable | contains: 9313 dated | per 26-09-2018, overall GMP
Ltd Tablet Ascorbic 29/04/2020 | SRO | compliance of the firm is
33-A, Industrial 500mg Acid...500mg Rs.20,000/- satisfactory
Estate Hayatabad 29-04-2020
Peshawar Form 5
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610.| M/s Farm Aid C-Mune Each chewable tablet | Dy.No. As GMP inspection dated
Group. Chewable | contains: 9325 dated | per 03-10-2018, the firm is
Plot # 3/2, Phase | & | Tablet Ascorbic 29/04/2020 | SRO | maintaining satisfactory
11, Hattar Industrial 500mg Acid...500mg Rs.20,000/- level of cGMP.
Estate, Haripur 29-04-2020
Form 5
611.| M/s Citi Ascon Each chewable tablet | Dy.No. As The firm has copy of
pharmaceuticals Pvt | Tablet contains: 9218 dated | per GMP certificate based on
Ltd., 3-KM, Head 500mg Ascorbic 28/04/2020 | SRO | inspection dated 19-03-
Balloki Road, Phool Acid...500mg Rs.20,000/- 2019.
Nagar District Kasur 28-04-2020
Form 5
612.| M/s Winthrox Abacod Each chewable tablet | Dy.No. As Certificate of cGMP is
Laboratories Pvt Chewable | contains: 8121 dated | per issued to the firm based
Ltd. K-219/A, Tablet Ascorbic 20/04/2020 | SRO | on inspection
S.I.T.E, Super 500mg Acid...500mg Rs.20,000/- conducted on 16-08-
Highway, Phase-II, 20-04-2020 2018.
Karachi, Pakistan Form 5

613.M/s Eros Ero C 500 | Each chewable tablet | Dy.No. As Last inspection report
Pharmaceuticals (pvt) | tablet contains: 7266 dated | per dated 26/03/2018, the
Itd, 94/23, Korangi Ascorbic 14/04/2020 | SRO | panel recommended
industrial Area, acid........ 500mg Rs.20,000/- resumption of production.
Karachi. Form 5

614.M/s Sami Vitcee Each chewable tablet | Dy.No. As Last inspection report
Pharmaceuticals (pvt) | 500mg contains: 7151 dated | per dated 7" & 14" Feb,
limited, F-95, ) off chewable | Ascorbic 13/04/2020 | SRO | 2019, Good level of
Hub River Road SITE | tablet acid........ 500mg Rs.20,000/- cGMP compliance.
Karachi. Form 5

615.M/s Jinnah J-C500 Each chewable tablet | Dy.No.7111 | As The panel recommended
Pharmaceuticals (pvt) | Chewable | contains: 13/04/2020 | per renewal of DML,
Itd. 13km Lahore tablet Ascorbic Rs.20,000/- | SRO | inspection date
Road, Multan. acid........ 500mg Form 5 03/05/2019.

616.M/s Mafins Pharma, | Vitamin-C | Each chewable tablet | Dy.N0.7286 | As Last inspection conducted
A-5, SITE  Super | 500mg contains: 14/04/2020 | per on 24/07/2019,
highway  Industrial | tablet Ascorbic 14/04/2020 | SRO | appropriate GMP
Area, Karachi. acid........ 500mg Rs.20,000/- compliance.

Form 5

617.M/s Simz | Simcon Each chewable tablet | Dy.N0.7628 | As GMP certificate issued on
Pharmaceuticals (Pvt) | Tablet contains: dated per 03/10/2017 on the basis
Itd. Plot # 5740575 | 500mg Ascorbic 15/04/2020 | SRO | of inspection conducted
Sundar industrial acid........ 500mg Rs.20,000/- on 19/08/2017.

Estate, Raiwind Road, Form 5
Lahore.

618.M/s Pearl | C-Pearl Each chewable tablet | Dy.N0.6570 | As Satisfactory GMP
Pharmaceuticals, plot | 500mg contains: dated per compliance,  inspection
# 204, street 1, 1-10/3, | tablet Ascorbic acid..500mg | 09/04/2020 | SRO | date 23/07/2018.
Islamabad. Rs.20,000/-

Form 5

619. M/s Danas Cor-C 500 | Each chewable tablet | Dy.No. As Firm has submitted copy
Pharmaceuticals Pvt | tablet contains: 6528 dated | per of GMP inspection report
Ltd 312, Industrial Ascorbic acid 09/04/2020 | SRO | conducted on 03-10-2017
Triangle, Kahuta | | ........ 500mg Rs.20,000/- concluded satisfactory
Road, Islamabad. Form 5 level of compliance with

GMP guidelines.
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620.M/s Evolution C-Vit Each chewable tablet | Dy.No. As Inspection date
Pharmaceuticals (pvt) | 500mg contains: 6531 dated | per 25/10/2018, As  the
Itd Plot # 25&26, tablet Ascorbic 09/04/2020 | SRO | operations  have  not
street S-3, RCCI, acid........ 500mg Rs.20,000/- started as of yet at M/s
National Industrial Form 5 Evolution
zone, Rawat, Pharmaceuticals, = Rawat
Islamabad. the GMP status can
only be ascertained upon
the start of active
pharmaceutical; however,
keeping in view the
facility
inspected the firm has
requisite  manufacturing
facility for
manufacturing of
Pharmaceuticals.
621.M/s Convell Vell-C Each chewable tablet | Dy.No. As Inspection date
Laboratories Saidu Chewable | contains: 6397 dated | per 02/03/2019, the panel
Sharif Swat KPK. tablet Ascorbic 08/04/2020 | SRO | recommended renewal of
acid........ 500mg Rs.20,000/- DML.
13-04-2020
Form 5
622.M/s Nabigasim Cechew Each chewable tablet | Dy.No. As Last inspection report
Industries Pvt Ltd. Tablet contains: 7623 dated | per dated 02/08/2018
17/24, Korangi 500mg Ascorbic 15/04/2020 | SRO | concludes the GMP
Industrial Area, Acid...500mg Rs.20,000/- compliance as good.
Karachi, Pakistan 14-04-2020
Form 5
623.M/s  Noa  Hemis | Covit-C Each chewable tablet | Dy. No. As Panel inspection dated
Pharmaceuticals, Plot | Chewable | contains: 9612 dated | per 28-02-2019
No.Sector 23, | tablet Ascorbic acid ....... 27/04//2020 | SRO | recommended renewal of
Korangi Industrial | 500mg 500mg Rs.20,000/- DML.
Area, Karachi. Form 5
624.M/s Valor | Vitan-C Each chewable tablet | Dy. No. As Panel inspection dated
Pharmaceuticals, Chewable | contains: 7981 dated | per 20-04-2018
124/Am Kahuta | tablet Ascorbic acid ....... 17/04//2020 | SRO | recommended renewal of
Triangle,  Industrial | 500mg 500mg Rs. 20,000/- DML.
IArea Islamabad. Form 5
625.M/s Unison Chemical | C IN | Each chewable tablet | Dy. No. As Panel inspection dated
Works Raiwind Road, | 500mg contains: 8332 dated | per 19-11-2019
Lahore. Chewable | Ascorbic acid ....... 20/04//2020 | SRO | recommended renewal of
tablet 500mg Rs. 20,000/- DML.
Form 5
626.M/s Gulf | Asci-C Each chewable tablet | Dy. No. As Panel inspection dated
Pharmaceuticals, 500mg contains: 7989 dated | per 07-12-2019
Rawat, Rawalpindi. Chewable | Ascorbic acid ....... 17/04//2020 | SRO | recommended resumption
tablet 500mg Rs. 20,000/- of production.
Form 5
627.M/s Relizon | ReVit C | Each chewable tablet | Dy. No. As The firm was inspected
Pharmaceuticals, 118, | 500mg contains: 7985 dated | per on 05.12.2017, wherein
Sunder Industrial | Chewable | Ascorbic acid ....... 17/04//2020 | SRO | the panel recommended
Estate, tablet 500mg Rs. 20,000/- the grant of DML.
Lahore Form 5
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628.M/s Maxitech Pharma | Cee-Max | Each chewable tablet | Dy.No. As Good level of GMP
Pvt Ltd. Tablet contains: 7783 dated | per compliance,  inspection
Plot No. E-178, | 500mg Ascorbic 16/04/2020 | SRO | date 21/02/2019.

S.I.T.E. Super Acid...500mg Rs. 20,000/-
Highway, Phase II, 16-04-2020
Karachi Form 5

629. M/s Espoir | Asicon Each chewable tablet | Dy.No. As Inspection date
Pharmaceuticals. Tablet contains: 7778 dated | per 06/08/2019. The panel
PCSIR KLC TBIC-II | 500mg Ascorbic 16/04/2020 | SRO | recommended resumption
PCSIR Laboratory Acid...500mg Rs. 20,000/- of production.

Complex, Shahrah-e- 16-04-2020
Dr. Salim Uz Zaman Form 5
Siddiqui Off

University Road,

Karachi

630. M/s Medisave | Tab-c Each chewable tablet | Dy.No. As GMP certificate issued on
Pharmaceuticals. Tablet contains: 7767 dated | per 22/01/2020 on the basis
Plot 578-579, Sundar | 500mg Ascorbic 16/04/2020 | SRO | of inspection conducted
Industrial Estate, Acid...500mg Rs. 20,000/- on 02/10/2019.

Lahore, Pakistan 16-04-2020
Form 5

631.M/s Palpex | Pal-c Each chewable tablet | Dy.No. As GMP certificate issued on
Pharmaceuticals Pvt | Tablet contains: 7775 dated | per 08-05-2018.”
Ltd.FD-46-A8, ST-1, | 500mg Ascorbic 16/04/2020 | SRO
Sector 38, Korangi Acid...500mg Rs. 20,000/-

Creek Industrial Park, 16-04-2020
Karachi, Pakistan Form 5

632.M/s Medifine | Ascorbic | Each chewable tablet | Dy.No. As Inspection date
Laboratories Pvt Ltd | Acid contains: 8379 dated | per 09/11/2018, the panel
Mirpur Tablet Ascorbic 21/04/2020 | SRO | recommended renewal of

500mg Acid...500mg Rs. 20,000/- DML.
21-04-2020
Form 5

633.M/s Pakistan | Ascorb-C | Each chewable tablet | Dy.No. As GMP certificate issued on
Pharmaceutical Acid contains: 8372 dated | per 11/03/2019 on the basis
Products Pvt Ltd. Tablet Ascorbic 21/04/2020 | SRO | of inspection conducted
D-122, Sindh | 500mg Acid...500mg Rs. 20,000/- on 05/03/2019.

Industrial Trading 21-04-2020
Estate, Karachi Form 5

634.M/s Sigma pharma | C-white Each chewable tablet | Dy.No. As Last GMP inspection
International Pvt Ltd. | chewable | contains: 8371 dated | per conducted on 15-09-2017
Plot # E-50, North | Tablet Ascorbic 21/04/2020 | SRO | the
Western Industrial | 500mg Acid...500mg Rs. 20,000/- firm has acceptable level
Zone, Bin Qasim, 21-04-2020 of GMP.

Karachi, Pakistan Form 5

635.M/s Rakaposhi | Recon C | Each chewable tablet | Dy.N0.8840| As Inspection date
Pharmaceuticals Pvt | Tablet contains: 23/04/2020 | per 19/09/2018, The panel
Ltd. 97-K, Industrial | 500mg Ascorbic Rs. 20,000/- | SRO | recommended issuance of
Estate, Hayatabad, Acid...500mg 23-04-2020 GMP certificate.
Peshawar, Pakistan Form 5

636.M/s Legacy | Ascorbic | Each chewable tablet | Dy.N0.8776 | As Inspection date
Pharmaceuticals pvt | Tablet contains: 23/04/2020 | per 18/07/2019. The Panel
Ltd., 111-A, Industrial | 500mg Ascorbic Rs. 20,000/- | SRO | recommended renewal of
Estate Hayatabad Acid...500mg 23-04-2020 DML.

Peshawar Form 5
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637.M/s Pharma Lord | Lor-c Each chewable tablet | Dy.N0.8768 | As 03/05/2019 inspection
(Pvt) Ltd. Tablet contains: 23/04/2020 | per dated. The panel
12 KM, Lahore Raod, | 500mg Ascorbic Rs. 20,000/- | SRO | recommended renewal of
Layyah, Punjab Acid...500mg 23-04-2020 DML.

Form 5

638.M/s Medizan | Vital-c Each chewable tablet | Dy.N0.8765 | As Last GMP inspection
Laboratories (Pvt) | Tablet contains: 23/04/2020 | per conducted on 20-11-2017
Ltd, Plot No. 313, | 500mg Ascorbic Rs. 20,000/- | SRO | firm was considered to be
Industrial ~ Triangle, Acid...500mg 23-04-2020 operating at reasonably
Kahuta road, Form 5 acceptable  compliance
Islamabad with GMP guidelines as

of today.

639. M/s Horizon | VIXI Each chewable tablet | Dy.No.7271| As GMP Certificate issued
Healthcare (Pvt) Ltd. | Tablet contains: 14/04/2020 | per on the basis of GMP
Plot No.35-A, Small | 500mg Ascorbic Rs. 20,000/- | SRO | inspection conducted on
Industrial Estate, Acid...500mg 14-04-2020 1-03-2019
Taxila, Pakistan Form5

640.M/s The Schazoo | Ascor Each chewable tablet | Dy.No. As Inspection date
Pharmaceutical Tablet contains: 7085 dated | per 30/05/2019, good level of
Laboratories Pvt Ltd. | 500mg Ascorbic 13/04/2020 | SRO | GMP compliance.
Kalalwala Stop, 20 Acid...500mg Rs. 20,000/-
km Lahore-Jaranwala 13-04-2020
Road, Distt Form 5
Sheikhupura, Pakistan

641.M/s Focus & Rulz | C-Rulz Each chewable tablet | Dy.No.7150 | As GMP certificate issued on
Pharmaceuticals Pvt | Tablet contains: 13/04/2020 | per 18/03/2019.

Ltd. 44-Industrial | 500mg Vitamin C...500mg Rs. 20,000/- | SRO
Triangle Kahuta 13-04-2020
Road, Islamabad Form 5

642.M/s Neutro Pharma | Neu-C Each chewable tablet | Dy.No. 7073 | As Last inspection report
(Pvt) Ltd. 9.5 km, | Tablet contains: 13/04/2020 | per dated 18/07/2017, fair
Sheikhupura 500mg Ascorbic Rs. 20,000/- | SRO | level of GMP
Road,Lahore Acid...500mg 13-04-2020 compliance.

Form 5

643.M/s Goodman | Vital-C Each chewable tablet | Dy.No. 7937 | As GMP certificate issued on
Laboratories. Tablet contains: 16/04/2020 | per the basis of inspection
No.5, Street No. S-5, | 500mg Ascorbic Rs. 20,000/- | SRO | conducted on 08/08/2018.
National Industrial Acid...500mg 16-04-2020
Zone, Rawat, Form 5
Rawalpindi

644.M/s MBL Pharma. Mb-Cecon | Each chewable tablet | Dy.No. 7935 | As Good GMP compliance,
B-77-A, H.I.T.E, | Tablet contains: 16/04/2020 | per inspection date
Hub, Pakistan 500mg Ascorbic Rs. 20,000/- | SRO | 28/02/2018.

Acid...500mg 16-04-2020
Form 5

645.M/s Novartana | Novita-C | Each chewable tablet | Dy.No. 8921 | As Insepction date
Pharmaceuticals Pvt | Tablet contains: dated per 16/11/2018, the panel
Ltd. 500mg Ascorbic 24/04/2020 | SRO | recommended renewal of
Plot No. 87-B, Sundar Acid...500mg Rs. 20,000/- DML.

Industrial Estate, 24-04-2020 (Tabklet General,
Lahore Form 5 Capsule General, Liquid
Syrup General).

646.M/s Medimarker's | Medi-C Each chewable tablet | Dy.No. 7940 | As Inspection date
Labortaries Pvt Ltd Tablet contains: dated per 16/10/2018, the panel
A-104, S.I.T.E Area, | 500mg Ascorbic 24/04/2020 | SRO | recommended renewal of
Hyderabad Acid...500mg Rs. 20,000/- DML.

24-04-2020
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Formb5

647.M/s Pharmevo Private | C-500 Each chewable tablet | Dy.No. 8387 | As GMP inspection dated
Limited. Tablet contains: dated per 23-02-2018
Plot # A-29, North | 500mg Ascorbic 21/04/2020 | SRO | the firm was operating at
Western Industrial Acid...500mg Rs. 20,000/- an acceptable level of
Zone, Port Qasim, 21-04-2020 compliance with GMP
Karachi Form 5 standards.

648. M/s Sayyed | Say-C Each chewable tablet | Dy.No. 7121 | As Inspection conducted on
Pharmaceuticals Tablet contains: 13/04/2020 | per 04-09-2019 the firm
Industries Pvt Ltd 500mg Ascorbic Rs. 20,000/- | SRO | operates at satisfactory
Plant No.67/2, Phase- Acid...500mg 13-04-2020 level of GMP guidelines.
3, Industrial Estate, Form 5
Hattar

649.M/s Dr. Raza Pharma. | Scor Each chewable tablet | Dy.No. 6750 | As GMP inspection
Road B-4, Plot No. | Tablet contains: dated per conducted on January
44-C, Industrial | 500mg Ascorbic 10/04/2020 | SRO | 24th, 2019 concluded
Estate, Hayatabad, Acid...500mg Rs. 20,000/- that firm is operating at
Peshawar 10-04-2020 satisfactory level of GMP

Form 5 compliance.

650. M/s Hi-Med | Hivit-C Each chewable tablet | Dy.No. 7129 | As DML was issued on
Pharmaceuticals. Tablet contains: 13/04/2020 | per 13/06/2018.
208C Sunder | 500mg Ascorbic Rs. 20,000/- | SRO
Industrial Estate, Acid...500mg 13-04-2020
Lahore, Pakistan Form 5

651.M/s Miracle | Mecon Each chewable tablet | Dy.No. 7138 | As Minimal level of GMP
Pharmaceuticals Pvt | Tablet contains: dated per compliance/, inspection
Ltd, Plot.N0.08, | 500mg Ascorbic 13/04/2020 | SRO | date 28/02/2019.

Street no.S-5, Acid...500mg Rs. 20,000/-
National Industrial 13-04-2020
Zone, Rawat Form5

652.M/s Ambrosia | Vita Each chewable tablet | Dy.No. 7140 | As Inspection date
Pharmaceuticals. Tablet contains: 13/04/2020 | per 08/10/2018, the firm was
Plot # 18, Street # 09, | 500mg Ascorbic Rs. 20,000/- | SRO | found working in
National Industrial Acid...500mg 13-04-2020 compliance to GMP.
Zone, Rawat, Pakistan Form 5

653. M/s Novamed | Corcid Each chewable tablet | Dy.No. 6788 | As Last inspection report
Pharmaceuticals (Pvt) | Tablet contains: 10/04/2020 | per dated 22/01/2019, good
Ltd. 500mg Ascorbic Rs. 20,000/- | SRO | level of GMP
28-km,Ferozepur Acid...500mg 09-04-2020 compliance.

Road, Lahore Form 5

654. M/s Heal | C-Vit Each chewable tablet | Dy.No. 7481 | As Inspection date
Pharmaceuticals Pvt | Tablet contains: dated per 09/10/2019, The
Ltd. 500mg Ascorbic 14/04/2020 | SRO | inspection is conducted
W-33, Industrial Acid...500mg Rs. 20,000/- and firm’s request
Area, Hayatabad 14-04-2020 acceded to complete the
Peshawar Form 5 work and appoint

technical staff as required
along with the instrument
required.

655.M/s Scilife Pharma | C-500 Each chewable tablet | Dy.No. 7309 | As Inspection date 10-07-
Pvt Ltd. Plot # FD- | Tablet contains: 14/04/2020 | per 2018 GMP compliance
57/58-A2, Korangi | 500mg Ascorbic Rs. 20,000/- | SRO | level is rated as GOOD
Creek Industrial Park, Acid...500mg 14-04-2020
Karachi Form 5
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656. Life Pharmaceuticals | Volta-C Each chewable tablet | Dy.No. 7376 | As Inspection date
Company Tablet contains: 14/04/2020 | per 15/01/2018, satisfactory
24-111, Industrial | 500mg Ascorbic Rs. 20,000/- | SRO | level of GMP
Estate, Multan Acid...500mg 14-04-2020 compliance.

Form 5

657.M/s Bio Labs Pvt Ltd. | Cecor Each chewable tablet | Dy.No. 7477 | As GMP certificate issued on
Plot # 145, Industrial | chewable | contains: 14/04/2020 | per 21/05/2019 on the basisi
Triangle, Kahuta | Tablet Ascorbic Rs. 20,000/- | SRO | of inspection conducted
Road, Islamabad 500mg Acid...500mg 14-04-2020 on 23/04/2019.

Form 5

658. M/s Medicon | Medi-C Each CHEWABLE | Dy.No. 7925| As Inspection date
Pharmaceuticals Pvt | Tablet tablet contains: 16/04/2020 | per 03/10/2017, satisfactory
Ltd. Industrial Estate, | 500mg Ascorbic Rs. 20,000/- | SRO | level of GMP.

Jamrud Road, Acid...500mg 16-04-2020
Peshawar, Pakistan Form 5

659. M/s Siam |Sicorb Each CHEWABLE | Dy.No. 7762 | As Date of inspection
Pharmaceuticals. Tablet tablet contains: dated per 18/02/2020 and
217, Industrial {500mg Ascorbic 16/04/2020 | SRO | 20/02/2020, the panel
Triangle, Kahuta |Alternate Acid...500mg Rs. 20,000/- recommended  issuance
Road, Islamabad brand 16-04-2020 GMP certificate.

names: Form 5
Sicon

Sicorbic

Siacid

660.M/s Fynk | Asco Each chewable tablet | Dy.No. 7163 | As Last inspection report
Pharmaceuticals. Chewable | contains: 13/04/2020 | per dated 21/11/2017, fair
19km G.T. Road | tablet Ascorbic acid Rs. 20,000/- | SRO | level of GMP
Kalashah Kaku, ...500mg 13-04-2020 compliance.

Lahore, Pakistan Form 5

661. M/s Ciba | Ascorbi Each chewable Dy.No. 7058 | As GMP certificate issued on
pharmaceuticals (pvt) | Chewable | Tablet Contains: dated per 05/03/2020 on the basis
Ltd. Plot NO. A-371, | Tablet Ascorbic 13/04/2020 | SRO | of inspection conducted
Noorabad Site Acid...500mg Rs. 20,000/- on 25/02/2020.

Industrail Area, 13-04-2020
superhighway, Form5
Karachi

662. M/s MKB Cecan Each chewable Dy.No. 8772 | As Inspection dated 24-01-
Pharmaceuticals Pvt | 500mg tablet contains: 23/04/2020 | per 2019 concludes that the
Ltd. 66-Hayatabad | tablet Ascorbic Rs. 20,000/- | SRO | firm is operating at
Industrial Estate, Acid...500mg 23-04-2020 satisfactory level of GMP
Peshawar, KPK. Form 5 compliance.

663.M/s Herbion Pakistan | Immune- | Each chewable tablet | Dy.No. 8535 | As The firm was granted
Pvt Ltd. C contains: 22/04/2020 | per renewal of DML dated
Industrial Triangle , | chewable | Ascorbic Rs. 20,000/- | SRO | 21-05-2019 for only two
Kahuta Road, | Tablet Acid...500mg 22-04-2020 sections
Islamabad 500mg Form 5 Syrups (General)

Plasters

Decision: Registration Board approved registration of above applications from Serial No. 570 to
663. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.
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Following applications are incomplete:

Sr | Name of applicant | Brand composition |Diary no./ Pack | Remarks/G | Decision

. Name Date / fee / Size / | MP status

N form Price

0.

664| M/s Biorex Bio C | Each Dy. No. 7618 | As per | Last Registration
Pharmaceuticals Tablet Chewable dated SRO | inspection Board referred the
Plot No 251-A, 500mg Tablet 15/04/2020 report is older case to QA & LT
Industrial Triangle, Contains: Rs. 20,000/- than 3 years. PDivision to
Kahuta Road, Ascorbic 15-04-2020 conduct GMP
Islamabad, Pakistan Acid...500mg [Form5 nspection of Firm

pn priority.

665 M/s Harmann VITAKIT | Each Dy.No. 8106 | Asper| GMP status Registration
Pharmaceuticals -C chewable dated SRO | not Board referred the
Laboratories Pvt Chewable | tablet 20/04/2020 confirmed. case to QA & LT
Ltd Tablet contains: Rs. 20,000/- Division to
16-KM, Multan 500mg Ascorbic 20-04-2020 conduct GMP
Road, Lahore Acid...500mg [Form5 nspection of Firm

pn priority.

666/ M/s Perfect Pharma | PERVIT- | Each tablet Dy.No. 9301 | As per | Panel Deferred for
(Pvt) Ltd. C Tablet | contains: dated SRO | inspection submission of
5-Km, Manga 500mg Ascorbic 29/04/2020 dated 09-02- pvidence of
Road, Raiwind, Acid...500mg Rs. 20,000/- 2018 approval of
Lahore 29-04-2020 recommende ppplied

Form 5 d the renewal formulation as
of DML. Ffuncoated tablets”
n reference
Reference regulatory
formulation is puthorities/agencie
chewable 5  which  were
tablet while pdopted by the
the firm has Registration
applied Board in its 275th
uncoated meeting or else the
tablet. formulation may
be revised in
accordance  with
reference product
along with
submission of
requisite fee.
667.| M/s Advanced Advanced [Each tablet Dy.No. 9579 | Asper GMP  status | Decision:
Pharmaceuticals -C Tablet [contains: dated SRO pot confirmed. | Registration
Plot No.38, Street 500mg /Ascorbic 30/04/2020 Reference Board referred
No S-4, National Acid...500mg [Rs. 20,000/- formulation is | the case to QA &
Industrial Zone 30-04-2020 chewable LT Division for
Rawat Form 5 tablet  while | updated status of
applied GMP.
formulation is
lain tablet.
668.| M/s CSH VC-500 [Each tablet Dy.No. 9317 | As per GMP Deferred for the
Pharmaceuticals Tablet contains: dated SRO |inspection of | following:
Pvt Ltd 500mg IAscorbic 29/04/2020 M/s Medisave | e Submission of
32-Km, Ferozepur Acid...500mg Rs. 50,000/- Pharmaceutica details of
Road, Lahore 29-04-2020 Is, dated 02- products
By Form 5 10-2019, the which are
M/s Medisave firm was already Dbeing
Pharmaceuticals. operating  at
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Plot 578-579, satisfactory manufactured
Sundar Industrial level of GMP on contract
Estate, Lahore, compliance on and detail of
Pakistan the day of number of
inspection. approved
sections.
GMP of CSH | e Registration
Pharma is Board
required. referred the
List of case to QA &
products LT Division to
already conduct GMP
approved on inspection  of
contract M/s CSH
manufacturing. Pharma on
Number  of |  priority.
sections e submission of
approved for evidence of
CSH approval of
Pharmaceutica applied
Is formulation as
Reference “uncoated
product  uis| tablets” in
chewable. reference
regulatory
authorities/age
ncies  which
were adopted
by the
Registration
Board in its
275th meeting
or else the
formulation
may be revised
in accordance
with reference
product along
with
submission of
requisite fee.
669. | M/s Advanced Advanced [Each tablet Dy.No. 9578 | Asper| GMP status Deferred for
Pharmaceuticals -C contains: dated SRO | not submission of
Plot No.38, Street chewable |Ascorbic 30/04/2020 confirmed. evidence of
No S-4, National Tablet Acid...500mg Rs. 20,000/- approval of
Industrial Zone 500mg 30-04-2020 Reference applied
Rawat Form 5 formulation  formulation as
is chewable [“uncoated tablets”
tablet while |in reference
applied regulatory
formulation  fauthorities/agencie
is plain s which  were
tablet. adopted by the

Registration
Board in its 275th
meeting or else the

formulation may
be revised in
Minutes of 295" Meeting of Registration Board (8-11 June, 2020) | 96




accordance with
reference product

along with
submission of
requisite fee.

The Board also

referred the case
to QA & LT
Division for
updated status of
GMP.

670.| M/s ARP (Pvt) Ltd. | Active-C [Each uncoated Dy.No. 9463 | Asper| The firm has |Deferred for
Plot No 12 & 12A, | chewable cchewable tablet dated SRO | submitted submission of
Street No W-3, Tablet contains: 30/04/2020 copy of GMP gvidence of
National Industrial | 500mg IAscorbic Rs. 20,000/- certificate approval of
Zone RCCI, Acid...500mg 30-04-2020 granted based applied
Rawat, Islamabad Form 5 on inspection formulation as
dated 06-10- [“uncoated tablets”
2017. in reference
The reference [regulatory
product is @authorities/agencie
chewable. s which  were
adopted by the
Registration
Board in its 275th
meeting or else the
formulation may
be revised in
accordance  with
reference product
along with
submission of
requisite fee.
671.| M/s Ferozsons URGEN- [Each tablet Dy.No. 9461 | Asper| The applied Deferred for
Laboratories Ltd. C contains: dated SRO | formulation  submission of
P.O Ferozsons, TABLET |Ascorbic 30/04/2020 is not verified evidence of
Amangarh, 500MG  |Acid...500mg Rs. 20,000/- in RRA. approval of
Nowshera-Khyber 29-04-2020 applied
Pakhtunkhwa Form 5 Panel formulation as
inspection “uncoated tablets”
dated 09-01- jin reference
2019 regulatory
recommends fauthorities/agencie
grant of GMP s which  were
certificate adopted by the

Registration
Board in its 275th
meeting or else the

formulation may
be revised in
accordance with
reference product
along with
submission of
requisite fee.
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672.| M/s Weather Folds | C-Fold Each uncoated |Dy.No. 9984 | As per| Reference Deferred for
Pharmaceuticals. Tablet tablet contains: dated SRO | formulation  submission of
Plot # 69, Phase-11, | 500mg Ascorbic 05/05/2020 is chewable fevidence of
Industrial Estate, Acid...500mg Rs. 20,000/- tablet while @pproval of
Hattar 04-05-2020 the firm has applied
Form 5 applied formulation as
uncoated “uncoated tablets”
tablet. in reference
regulatory
Panel authorities/agencie
inspection s which  were
dated 20-02- adopted by the
2019 Registration
recommends [Board in its 275th
the grant of meeting or else the
GMP formulation may
certificate. be revised in
accordance  with
reference product
along with
submission of
requisite fee.
673.| M/s Orta Citron Each chewable [Dy.No. 9968 | Asper| GMP status | Registration
Labortaories Pvt Tablet tablet contains: dated SRO | not Board referred
Ltd 500mg Ascorbic 05/05/2020 confirmed. the case to QA &
24 KM Multan Acid...500mg [Rs. 20,000/- LT Division to
Road, Off Defence 05-05-2020 conduct GMP
Road Mohlanwal Form 5 inspection of
Lahore Firm on priority.
674.| M/s Swat Swamin- [Each tablet Dy.No. 9958 | AsPer| The firm has | Deferred for
Pharmaceuticals C Tablet [contains: dated SRO | applied plain | following:
Saidu Sharif, Swat, | 500mg Ascorbic 05/05/2020 tablet while |e submission of
19130 Pakistan Acid...500mg Rs. 20,000/- reference evidence of
05-05-2020 formulation approval of
Form 5 is chewable | applied
tablet. formulation as
GMP  status “uncoated
could not be | tablets” in
verified. reference
regulatory

authorities/agen
cies which were
adopted by the
Registration
Board in its
275th  meeting
or else the
formulation
may be revised
in  accordance
with reference
product along
with submission
of requisite fee.
e referred the
case to QA &
LT Division to
conduct GMP

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

|98




inspection  of
Firm on
priority.
675.| M/s IPP (Pvt) Ltd IPIMIN-C [Each tablet Dy.No. 9956 | Asper| GMP status Deferred for
Gulkada Saidu Tablet contains: dated SRO | not submission of
Sharif Sawat 500mg IAscorbic 05/05/2020 confirmed.  gvidence of
Acid...500mg [Rs. 20,000/- approval of
05-05-2020 Reference applied
Form 5 formulation  formulation as
is chewable [“uncoated tablets”
tablet while |in reference
the firm has regulatory
applied authorities/
uncoated agencies which
tablet. were adopted by
the Registration
Board in its 275th
meeting or else the
formulation may
be revised in
accordance  with
reference product
along with
submission of
requisite fee.
676.| M/s Lawari Lecon Each tablet Dy.No. 9952 | Asper| GMP status Deferred for
International Tablet contains: 05/05/2020 SRO | not submission of
Pharmaceuticals 500mg IAscorbic Rs. 20,000/- confirmed.  gevidence of
Valley Road, Gul Acid...500mg |05-05-2020 approval of
KADU Saidu Form 5 Reference applied
Sharif Swat, KPK formulation  formulation as
is chewable [“uncoated tablets”
tablet  while fin reference
the firm has regulatory
applied authorities/agencie
uncoated s which  were
tablet. adopted by the
Registration
Board in its 275th
meeting or else the
formulation may
be revised in
accordance  with
reference product
along with
submission of
requisite fee.
677.| M/s Unimark Univit-C  [Each chewable |Dy.No. 9440 | Asper| GMP status [Registration Board
Pharmaceuticals Chewable fablet contains: (dated SRO | Not referred the case to
Plot No.7-A, Street | Tablet Ascorbic 30/04/2020 confirmed. QA & LT Division
No.S-7, National 500mg Acid...500mg [Rs. 20,000/- to conduct GMP
Industrial Zone 30-04-2020 inspection of Firm
Rawat Form 5 on priority.
678.| M/s AAA Health VITA-C [Each chewable Dy.No.9122 | Asper| GMP status Registration Board
Pharmaceutical 500mg tablet contains: (dated SRO | Not confimed [referred the case to
Laboratories, Plot | Chewable |Ascorbic 28/04/2020 QA & LT Division
No: 9-A, Street N- | Tablet acid....... 500mg Rs. 20,000/- to conduct GMP
5, National Form 5 inspection of Firm
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Industrial Zone, on priority.
RCCI, Rawat

679.| M/s Allmed Pvt | Ascogen [Each TabletDy. No. 6242 | As per| The firm was Deferred for]
Ltd. Plot No. 590, | Tablet Contains: dated SRO | inspected on submission of]
Sundar  Industrial | 50mg IAscorbic  Acid08/04/2020 01-01-2020 |evidence of]
Estate, Lahore, |  |........ 500mg  |Rs. 20,000/- concluding @pproval of applied
Pakistan 08-04-2020 GMP formulation as

Form 5 compliant “uncoated tablets”
status. in reference
The firm has regulat_o_ry i

. authorities/agencies
applied  for [
plain  tablet which were_adop;ed
While the by the _Reglstratlon
reference Boarpl in its 275th
product is [meeting or else the
chewable. forr_nulatlon may l_Je
revised in
accordance with
reference product
along with
submission of
requisite fee.

680. | M/s Obsons Obvit-C  [Each chewable Dy.No. 7170 | As per Inspection date | Registration
Pharmaceuticals. Tablet tablet contains: dated SRO [18/02/2020 Board referred
209-S, Quaid e 500mg Ascorbic 13/04/2020 Due to area | the case to QA &
Azam Industrial Acid...500mg [Rs. 20,000/- constraint, the | LT Division for
Estate, Kotlakhpat, 13-04-2020 firm was | updated status of
Lahore, Pakistan Form 5 unable to | GMP.

expand or

rectify certain
manufacturing
areas related to
installation of
machinery/equ
ipments,
emergency
exits, However
other
shortcomings

were rectified.
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13. Ascorbic acid chewable tablet 100mg:

Composition:

Each chewable tablet contains:
Ascorbic acid........ 100mg
International availability:
Ascorbic acid chewable tablet (50mg, 100mg, 200mg, 500mg) by M/s Ennogen Pharma Itd, MHRA

Approved.
Me too status:
Specifications:

Applications for local manufacturing:

acid tablet 100mg by M/s Pfizer, Reg. No. 2794.

USP

Sr. Name of applicant Brand Name composition Diary no. / Pack | GMP status
No. Date / fee / Size /
form Price

681.| M/s Eros |Ero C 100 Each chewable Dy.No. 7267 |As per | Last inspection report
Pharmaceuticals tablet tablet contains: 14/04/2020 SRO | dated 26/03/2018,
(pvt) Itd, 94/23, Ascorbic Rs. 20,000/- panel  recommended
Korangi  industrial acid........ 100mg | Form5 resumption of
Area, Karachi. production.

682.| M/s Neutro Pharma |Neo-C Each chewable Dy.No. 7072 | As per | Last inspection report
(Pvt) Ltd. 9.5 km, |chewable tablet contains: 13/04/2020 SRO | dated 18/07/2017, fair
Sheikhupura 100mg tablet Ascorbic acid Rs. 20,000/- level of GMP
Road,Lahore ...100mg 13-04-2020 compliance.

Form 5

683.[M/s Gulf |[Asic-C  Tablet| Each  Chewable | Dy. No. 7988 | As per | Panel inspection dated
Pharmaceuticals, Plot |100mg Tablet Contains: 17/04/2020 SRO | 07-12-2019
No. 49, Street S-5, Ascorbic Rs. 20,000/- recommended
National Industrial Acid...100mg 17-04-2020 resumption of
Zone, Rawat, Form 5 production.
Islamabad

684.IM/s Quaper pvt. Ltd. |Vitamin C Each  Chewable | Dy.No. 5886 |As per | Last inspection report
26-A Samll industrial |tablet 100mg Tablet Contains: | 07/04/2020 SRO | dated 28/01/2019, the
estate  Lahore road Ascorbic Rs. 20,000/- panel recommends the
Sargodha. Acid...100mg Form 5 renewal of DML.

685.| M/s  Farm  Aid |C-mune Each chewable Dy.No. 9324 | As per | GMP inspection dated
Group. Plot # 3/2, |Chewable Tablet contains: 29/04/2020 SRO | 03-10-2018, the firm
Phase | & Il, Hattar |Tablet 100mg Ascorbic Rs. 20,000/- is maintaining
Industrial Estate, Acid...100mg 29-04-2020 satisfactory level of
Haripur Form 5 GMP.

686.| M/s Radiant Pharma |C-chew Each chewable Dy.No. 8338 |As per| The firm was granted
Pvt Ltd. 43-E, |Chewable Tablet contains: 20/04/2020 SRO | GMP certificate based
Sundar Industrial [Tablet 100mg Ascorbic Rs. 20,000/- on inspection dated
Estate, Lahore Acid...100mg 20-04-2020 31-07-2018.

Form 5

687.| M/s Arsons |Vitasol Each  chewable | Dy. No. 6539 | As per | Panel inspection dated
Pharmaceutical Chewable Tablet Contains: 09/04/2020 SRO | 18-09-2019 concluded
Industries Pvt Ltd.  [Tablets 100mg | Ascorbic Rs. 20,000/- satisfactory level of
2.5km Defence Acid.....100mg 08-04-2020 GMP compliance
Road, Off Multan Form 5
Road, Lahore,
Pakistan

Decision: Registration Board approved registration of above applications from Serial No. 681 to 687.
Conditions regarding validity of registration and data requirement will be same as decided by the Board in
its general decision recorded above.
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Following applications are incomplete:

Sr. [Name of applicant | Brand composition Diary no./ | Pack |Remarks/GMP status Decision
No. Name Date /fee/ | Size/
form Price

688. M/s Fresh Ascor [Each  Tablet|Dy.No. 5909 |As perl GMP inspection | Deferred for submission
Pharmaceuticals, tablet  Contains: dated SRO | report dated 02- | of evidence of approval
Plot # 07, Street 100mg |Ascorbic 07/04/2020 10-2019 is | of applied formulation
S-6 National Acid...100mg | Rs. 20,000/- complying as “uncoated tablets” in
Industrial Zone Form 5 satisfactory level | reference regulatory
Rawat, Islamabad of cGMP as of | authorities/agencies

today. which were adopted by

The firm has | the Registration Board

applied for plain | in its 275th meeting or

tablet while | else  the formulation

reference product | may be revised in

is chewable. accordance with
reference product along
with  submission  of
requisite fee.

689. M/s Biogen Bio-C [Each tablet |Dy.No. 7143 |As per| Inspection  date | Deferred for submission
Pharma. 100mg contains: dated SRO | 25/11/2019 & | of evidence of approval
8-Km, Chakbeli tablet  Ascorbic acid | 13/04/2020 12/12/2019, the | of applied formulation
Road, Rawat, ...100mg Rs. 20,000/- panel as “uncoated tablets” in
Rawalpindi, 13-04-2020 recommended reference regulatory
Pakistan Form 5 renewal of DML. | authorities/agencies

The reference | which were adopted by

product is | the Registration Board

chewable. in its 275th meeting or
else the formulation
may be revised in
accordance with
reference product along
with  submission  of
requisite fee.

690. M/s Werrick Werrick’s [Each Tablet |Dy.No. 6160 |As per| The firm  has | Deferred for submission
Pahrmaceuticals. [Vitamin C Contains: dated SRO | applied for plain | of evidence of approval
216-217,1-10/3, 100mg Mitamic C 08/04/2020 tablet while the | of applied formulation
Industrial Area, |Chewable [(Ascorbic Rs. 20,000/- reference product | as “uncoated tablets” in
Islamabad Tablet |Acid) 07-4-2020 is chewable. reference regulatory

....... 100mg Form 5 authorities/agencies
which were adopted by
the Registration Board
in its 275th meeting or
else the formulation
may be revised in
accordance with
reference product along
with  submission  of
requisite fee.

691. M/s BJ VitaC [Each tablet |Dy.No. 6761 |As per| Firm has required | Deferred for submission
Pharmaceuticals. | 100mg fcontains: dated SRO | equipment/machin | of evidence of approval
18 Km, Mandialli | Tablet |Ascorbic acid | 10/04/2020 ery, HVAC | of applied formulation
Stop, Lahore- ...100mg Rs. 20,000/- system and | as “uncoated tablets” in
Sheikhupura 10-04-2020 qualified staff, fir | reference regulatory
Road, Lahore Form 5 showed good | authorities/agencies

intention to | which were adopted by
further the Registration Board
improvements in | in its 275th meeting or
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future. Overall
hygienic

condition of the
firm is
satisfactory at the

time of
inspection.
Inspection  date
15/01/2020.

The firm  has

applied for plain
tablet while the
reference product

formulation
may be revised in
accordance with
reference product along
with  submission  of
requisite fee.

else  the

applied for plain
tablet while the
reference product
is chewable.

is chewable.

692. M/s Valor Vitan-C [Each tablet |Dy.No. 6753 |As per| The panel | Deferred for submission
Pharmaceuticals. | 100mg fcontains: dated SRO | recommended of evidence of approval
124/A Industrial tablet  Ascorbic acid [10/04/2020Rs renewal of DML, | of applied formulation
Triangle, Kahuta ...100mg . 20,000/- inspection  date | as “uncoated tablets” in
Road Islamabad dated 10-04- 20/04/2018. reference regulatory

2020 Form 5 The firm  has | authorities/agencies
applied for plain | which were adopted by
tablet while the | the Registration Board
reference product | in its 275th meeting or
is chewable. else the formulation

may be revised in
accordance with
reference product along
with  submission  of
requisite fee.

693. M/s Glitz Pharma | Vita-C [Each  Tablet|Dy. No. 5880|As per| The  firm was | Deferred for submission
Plot No 2610. Tablet |Contains: dated SRO | inspected on 16" | of evidence of approval
Industrial 100mg |Ascorbic 07/04/2020 January, 2019 and | of applied formulation
Triangle. Kahuta Acid...100mg | Rs. 20,000/- was decided to | as “uncoated tablets” in
Road, Islamabad 07-04-2020 recommend  the | reference regulatory

Form 5 issuance of GMP | authorities/agencies

certificate. which were adopted by

The firm has | the Registration Board

applied for plain | in its 275th meeting or

tablet while the | else the formulation

reference product | may be revised in

is chewable. accordance with
reference product along
with  submission  of
requisite fee.

694.M/s Allmed Pvt| Ascogen [Each Tablet|Dy. No. 6243|As per| The firm  was | Deferred for submission
Ltd. Plot No. 590, | Tablet (Contains: dated SRO | inspected on 01- | of evidence of approval
Sundar Industrial | 100mg Ascorbic Acid| 08/04/2020 01-2020 of applied formulation
Estate, Lahore,| |....... 100mg | Rs. 20,000/- concluding GMP | as “uncoated tablets” in
Pakistan 08-04-2020 compliant status. | reference regulatory

Form 5 The firm has | authorities/agencies

which were adopted by
the Registration Board
in its 275th meeting or
else the formulation
may be revised in
accordance with
reference product along
with  submission  of
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requisite fee.

695. M/s Biogen C-Gen [Each tablet |Dy.No. 6767 |As per| Inspection  date | Deferred for submission
Pharma. tablet  [contains: dated SRO | 25/11/2019 & | of evidence of approval
BKm, Chakbeli 100mg |Ascorbic acid | 10/04/2020 12/12/2019, the | of applied formulation
Road Rawat, ...100mg Rs. 20,000/- panel as “uncoated tablets” in
Rawalpindi. 10-04-2020 recommended reference regulatory

Form 5 renewal of DML. | authorities/agencies
The firm has | which were adopted by
applied for plain | the Registration Board
tablet while the | in its 275th meeting or
reference product | else the formulation
is chewable. may be revised in
accordance with
reference product along
with  submission  of
requisite fee.
14. Ascorbic acid chewable tablet 50mg:
Composition:
Each chewable tablet contains:
Ascorbic acid........ 50mg
International availability:
Ascorbic acid chewable tablet (50mg, 100mg, 200mg, 500mg) by M/s Ennogen Pharma Itd, MHRA
Approved.
Me too status:
Ascorbic acid 50mg tablet by M/s Irza Pharma, Reg. NO. 64818.
Specifications:
USP
Applications for local manufacturing:
Sr. | Name of applicant Brand Name | composition Diary no./ | Pack | GMP
No Date / fee / | Size/ | status/Remarks
. form Price
696.| M/s Gulf Asic-C Tablet | Each ~ Chewable | Dy. No. As Panel inspection
Pharmaceuticals. 50mg Tablet Contains: 7987 dated | per dated  07-12-2019
Plot No. 49, Street S-5, Ascorbic 17/04/2020 | SRO | recommended
National Industrial Acid...50mg Rs. 20,000/- resumption of
Zone, Rawat, 17-04-2020 production.
Islamabad Form 5
697.| M/s Arsons Vitasol Tablets | Each chewable | Dy.No. 6538| As Panel inspection
Pharmaceutical 50mg Tablet Contains: dated per dated 18-09-2019
Industries Pvt Ltd. Ascorbic 09/04/2020 | SRO | concluded
2.5km Defence Road, Acid...50mg Rs. 20,000/- satisfactory level of
Off Multan Road, 08-04-2020 GMP compliance
Lahore, Pakistan Form 5
Decision: Registration Board approved registration of above applications from Serial No. 696 and
697. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.
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14. Ascorbic acid Injection 500mg/5ml:

Composition:
Each 5ml contains:

Ascorbic acid........ 500mg
International availability:
Ascorbic Acid Injection BPC 500mg/5ml (glass ampoule) by M/s Phoenix Labs, MHRA Approved.

(product approved by Italy is in glass vial-Vitamin C Salf 500mg/5ml

008194045)
Me too status:
Specifications:

injectable solution-AIC

ASCORBIC ACID 500 MG INJ by M/s Schazoo Reg. No. 1629
USP
Applications for local manufacturing:

Sr. | Name of applicant Brand Name | composition Diary no. /| Pack| GMP status/Remarks
No Date / fee /| Size/
! form Price
698.| M/s Friends Pharma Vitafen Each 5ml ampoule |Dy.No. 6390 | As | Last inspection report
(pvt) Limited, 31-km Injection contains: dated per | dated 08/03/2019, the
Ferozepur road, | 500mg//5ml | Ascorbic 08/04/2019 SRO | panel recommended
Lahore. acid........ 500mg |Rs. 20,000/- renewal of DML.
Form 5
699.| M/s. Shaigan C-Vit Each 5ml ampoule |Dy. No.| As | 25-9-2019 Panel
Pharma, 14 Km injection contains: 6791 dated| per | recommended the
Adyala Road, | 500mg/5ml | Ascorbic 08/04/2020 SRO | renewal of DML.
Rawalpindi. acid........ 500mg |Rs. 20,000/- Liquid injectable section
Form 5 (ampoule &  vials)
available.
700.| M/s Trigon | Ascorbic acid | Each 5ml ampoule |Dy. No.| As | Last inspection report
Pharmaceuticals (pvt) injection contains: 6207 dated| per | dated 25/03/2019,
Limited 8™ KM | 500mg/5ml | Ascorbic 08/04/2020 SRO | satisfactory level of
Thokar Raiwind acid........ 500mg |Rs. 20,000/- GMP compliance.
Road, Lahore Form 5 Liquid injectable (vial &
Ampoule) section
available.
701.| M/s Allmed Pvt Ltd. Ascogen Each 5ml ampoule |Dy. No.| As | Last GMP inspection
Plot No. 590, Sundar injection contains: 6235 dated per | conducted on 01-01-
Industrial Estate, 500mg/5ml | Ascorbic 08-04-2020 SRO | 2020 and report
Lahore, Pakistan acid........ 500mg |Rs. 20,000/- concludes GMP
Form 5 compliance.
(liquid injectable
general Ampoule
section vailable).
702.| M/s MBL Pharma. MB Cecon-V | Each 5ml Dy.No. 7934 | As | Good GMP compliance,
B-77-A, H.I.T.E, Injection contains: 16/04/2020 per | inspection date
Hub, Pakistan Ascorbic acid Rs. 20,000/-| SRO | 28/02/2018.
Bp...500mg 16-04-2020
Form 5
703.| M/s Danas CorC Each 5ml ampoule |Dy.No. 7474 | As | Firm has submitted copy
Pharmaceuticals Pvt Injection contains: dated per | of GMP inspection
Ltd Ascorbic acid 14/04/2020 SRO | report conducted on 03-
312, Industrial ...500mg Rs. 20,000/- 10-2017 concluded
Triangle, Kahuta 14-04-2020 satisfactory level of
Road, Islamabad. Form5 compliance with GMP
guidelines.
704.| M/s Fynk Asco Each 5ml ampoule |Dy.No. 7164 | As | Last inspection report
Pharmaceuticals. Injection contains: 13/04/2020 per | dated 21/11/2017, fair
19km G.T. Road Ascorbic acid Rs. 20,000/-| SRO | level of GMP
Kalashah Kaku, Bp...500mg 13-04-2020 compliance.
Lahore, Pakistan Form 5
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705.| M/s Bio Labs Pwvt Cecor Each 5ml ampoule |Dy.No. 6782 | As | GMP certificate issued
Ltd. Injection contains: 10/04/2020 per | on 21/05/2019 on the
Plot # 145, Industrial 100mg/ml Ascorbic Rs. 20,000/-| SRO | basis of inspection
Triangle, Kahuta acid...500mg 08-04-2020 conducted on
Road, Islamabad Form 5 23/04/2019.
706.| M/s Linear Pharma Vita-C Each 5ml ampoule |Dy.No. 6563| As | GMP inspection dated
Plot # 18, Street # S- 500mg Contains: dated per | 30-01-2019 concluded
4, National Industrial Injection Ascorbic 09/04/2020 SRO | satisfactory level of
Zone, RCCI Rawat, Acid...500mg Rs. 20,000/- compliance with GMP
Islamabad 09-04-2020 standards.
Form 5
707.| M/s Trigon Ascel-C Each 5ml ampoule |Dy.No. 6206 | As | Last inspection report
Pharmaceuticals Pvt | 500mg/5ml | Contains: dated per | dated 25/03/2019,
Limited. Oral Solution | Ascorbic 08/04/2020 SRO | satisfactory level of
8 km, Thoker Niaz Acid...500mg Rs. 20,000/- GMP compliance.
Baig, Raiwind Road, 08-04-2020 Liquid injectable (vial &
Lahore Form 5 Ampoule) section
available.
708.| M/s Medisure | Medi-Vit C | Each 5ml ampoule |Dy.No. 7950 | As | Inspection conducted on
Laboratories Pakistan Injection contains: dated per | 19-07-2019 current
(Pvt) Ltd., A-115, | 500mg/5ml | Ascorbic 27/04/2020 SRO | GMP compliance level
SITE, Super acid........ 500mg |Rs. 20,000/- is rated as GOOD.
Highway, Karachi Form 5 The firm has provided
liquid Injectable
(Ampoule &  vial)
section.
709.| M/s Novamed Corcid Each 5ml ampoule [Dy.No. 6747 | 5ml | Copy of GMP
Pharmaceuticals Injection contains: dated x5’s; | inspection conducted on
(Pvt) Ltd. 100mg/ml | Ascorbic 10/04/2020R | 5mlx | 22-01-2020, the firm is
28-km,Ferozepur Acid........ 500mg |s. 20,000/-| 50’s; | considered to be
Road, Lahore dated 09-04-| 5mix | operating at GOOD
2020 Form 5 | 100’s;| level of compliance with
As | GMP guidelines.
per
SRO
710.| M/s Cunningham Rosbic Each 5ml ampoule |Dy.No. 9954 | As | The firm has submitted
Pharmaceuticals Pvt Injection contains: dated per | copy of GMP certificate
Ltd. 500mg/5ml | Ascorbic 05/05/2020 SRO | granted based on
Plot # 81, Sunder Acid...500mg Rs. 20,000/- inspection dated 01-04-
Industrial Estate, 05-05-2020 2019.
Raiwind Road Form 5
Lahore, Pakistan
711.| M/s Unison CIN Each ml contains: |Dy. N0.8333| 5ml | Panel inspection dated
Chemical Works | 500mg/5ml | Ascorbic acid ...... |dated ampo| 19-11-2019
Raiwind Road, Injection 100mg 20-04-2020 | ule x | recommended renewal
Lahore. Rs. 20,000/- | 50’s: | of DML.
Form 5 As
per
SRO

Decision: Registration Board approved registration of above applications from Serial No. 698 to
711. Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.
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Following applications are incomplete:

Sr. | Name of applicant Brand composition Diary no./ | Pack Remarks/GM| Decision
No. Name Date /fee/ | Size /P status
form Price
712.| M/s Orta Citron Each 5ml Dy.No. As [GMP  status Registration Board
Laboratories Pvt | Injection | ampoule 9967 dated Per ot confirmed.| referred the case to
Ltd, 24 KM Multan | 500mg/5ml | contains: 05/05/2020 | SRO QA & LT Division
Road, Off Defence Ascorbic Rs. 20,000/- to conduct GMP
Road  Mohlanwal Acid...500mg | 05-05-2020 inspection of Firm
Lahore Form 5 on priority.
713.| M/s Otsuka | Ascorvid | Each 5ml Dy.No. As perRoutine GMP| Deferred for
Pakistan ~ Limited, | Injection | ampoule 8988 dated | SRO [inspection following:
F/4-9, Hub | 500mg/5ml | contains: 27/04/2020 conducted on| ¢ Evidence of
Industrial ~ Trading Ascorbic acid | Rs. 20,000/- 11 & 12 applied
Estate, HITE, Distt. | | ........ 500mg Form 5 December, formulation/
Lasbela, 2018 GMP drug already
Baloschistan compliance is approved by
rated as Good. DRAP (generic /
me-too  status)
The firm has alongwith
applied registration
LDPE number, brand
ampoule name and name
while of firm in LDPE
reference packaging.
formulation | e Evidence of
is in glass approval of
vial. applied
formulation in
reference
regulatory
authorities/agen
cies which were
adopted by the
Registration
Board in LDPE
packaging.
15. Ascorbic acid Injection 1000mg/5ml:
Composition:
Each 5ml vial contains:
Ascorbic acid........ 1000mg
Reference Regulatory Authority status: AIFA ITALY
Generic status: N/A
Specifications: USP
714. | M/s Amaan VC-SHOT Each 5ml Dy.No. 1’s, 5’s, The panel inspection dated 19-
Pharma. INJECTION | ampoule 9416 dated | 6’s x 5ml | 03-2020  recommended  the
30 km, 1000mg/5ml | contains: 30-04-2020 | ampoule; | issuance of GMP certificate to
Sheikhupura Ascorbic Rs.50,000/- | As per the firm.
Road, Lahore Acid......... dated 30- SRO Firm has applied for ampoule
1000mg | 04-2020 while the product approved in
Form 5D reference country is in vial.

Registration Board approved registration of above application at
regarding validity of registration and data requirement will be same as decided by the Board in its
general decision recorded above.

Serial No. 714. Conditions
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16. Ascorbic Acid Effervescent tablet 1000mg:

Composition:

Each effervescent tablet contains:
Ascorbic acid........ 1000mg

Status in reference regualtroy authority:
1 G EFFERVESCENT TABLETS of M/s Dompe Farmaceutici SPA approved by AIFA of Italy

Me too: C-1000 Efferevscent tablet of M/s Werrick pharmaceutical Reg.# 025425
Specifications: Innovator’s specifications
Sr. | Name of applicant Brand composition Diary no./ | Pack | GMP
No Name Date / fee / | Size/ | status/Remarks
. form Price
715.| M/s Sigma pharma | C- White | Each effervescent Dy.No. 8916 | As Last GMP inspection
International Pvt Ltd. | effervescent | tablet contains: dated per conducted on 15-09-
Plot # E-50, North | tablet 1g Ascorbic acid...1g | 24/04/2020 | SRO | 2017 the firm has
Western Industrial Rs. 20,000/- acceptable level of
Zone, Bin Qasim, 24-04-2020 GMP.
Karachi, Pakistan Form 5
716.| M/s  The  Schazoo | Ascor Each effervescent Dy.No. 7089 | As Inspection date
Pharmaceutical effervescent | tablet contains: dated per 30/05/2019, good
Laboratories Pvt Ltd. 1g tablet Ascorbic acid...1g | 13/04/2020 | SRO | level of GMP
Kalalwala Stop, 20 km Rs. 20,000/- compliance.
Lahore-Jaranwala 13-04-2020
Road, Distt Form 5
Sheikhupura, Pakistan
717.| M/s CCL | C-Vit Tablet | Each Effervescent | Dy.No. 5935| As The firm was granted
Pharmaceuticals (Pvt.) | 1000mg Tablet Contains: 07/04/2020 | per GMP certificate
Ltd. Ascorbic Rs. 20,000/- | SRO | based on inspection
62-Industrial  Estate, Acid...1000mg 07-04-2020 dated 24-04-2018.
Kot Lakhpat, Lahore Form 5
718.| M/s Danas | Cor C | Each effervescent | Dy. No. As Last GMP inspection
Pharmaceuticals  Pvt | Effervescent | Tablet Contains: 7615 dated | per conducted on 03-10-
Ltd Tablet Ascorbic 15/04/2020 | SRO | 2017 concluding
312, Industrial | 1000mg Acid...1000mg Rs. 20,000/- satisfactory level of
Triangle, Kahuta 15-04-2020 compliance with
Road, Islamabad Form 5 GMP guidelines
719.| M/s Wilson’s | Wilson’s Each Effervescent | Dy. No. As The firm was
Pharmaceuticals. Vitamin  C | Tablet Contains: 6216 dated | per inspected on 24-01-
387-388,1-9/3, Tablet Vitamin 08/04/2020 | SRO | 2018 concluding
Industrial Area, | 1000mg C...1000mg Rs. 20,000/- good level of GMP
Islamabad 08-04-2020 compliance.
Form 5
720.| M/s Genome | Ascarb-C Each Effervescent | Dy.No. 6151 | As The firm was
Pharmaceuticals  Pvt | Effervescent | Tablet Contains: 08/04/2020. | per inspected on
Ltd. Plot # 16/I-Phase | Tablet Ascorbic Rs. 20,000/- | SRO | 12/05/18 concluding
IV, Industrial Estate, | 2000mg Acid...1000mg 08-04-2020 Good level of cGMP.
Hattar, KPK Form 5
721.| M/s Amros | Vitamin  C | Each Effervescent | Dy.No. 6251 | As The firm was
Pharmaceuticals. Effervescent | Tablet Contains: 08/04/2020 | per inspected on
A-96, S.I.T.E, Super | Tablet Ascorbic Rs. 20,000/- | SRO | 12/05/18 concluding
Highway Karachi Acid...1000mg 08-04-2020 Good level of cGMP.
Form 5
722.| M/s Evolution | C-Vit Each Tablet | Dy. No. As Firm was inspected
Pharmaceuticals  Pvt | Effervescent | Contains: 7475 dated | per on 25-10-2018
Ltd. Tablet Ascorbic 14/04/2020 | SRO | recommending that
Plot 25 & 26, Street S- | 1000mg Acid...1000mg Rs. 20,000/- as the operations
3, RCCI, National 14-04-2020 have not started as of
Industrial Zone, Form 5 yet at M/s Evolution
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Rawat, Islamabad

Pharmaceuticals,
Rawat GMP status

can only be
ascertained upon the
start ~ of  active

production, however:
Keeping in view the
facility inspected the
firm has requisite for

manufacturing of
pharmaceuticals.
723.| M/s Neutro Pharma | NEU-C Each effervescent Dy.No. As GMP inspection
(Pvt) Ltd. 1000mg Tablet contains: 8325 dated | per conducted on 28-02-
9.5 km, Sheikhupura | Effervescent | Ascorbic 20/04/2020 | SRO | 2019, the firm has
Road,Lahore Tablets Acid...1000mg Rs. 20,000/- maintained fair level
20-04-2020 of GMP compliance.
Form 5
724.| M/s Radiant Pharma | Vit-C Each effervescent Dy.No. 8336| As The firm has
Pvt Ltd. 1000mg Tablet contains: dated per submitted copy of
43-E, Sundar | Effervescent | Ascorbic 20/05/2020 | SRO | GMP certificate
Industrial Estate, | Tablets Acid...1000mg Rs. 20,000/- based on inspection
Lahore 20-05-2020 conducted on 31-07-
Form 5 2018.
725.| M/s Advanced | Advanced-C | Each effervescent Dy.No. 9580| As Not confirmed
Pharmaceuticals 1000mg Tablet contains: 30/04/2020 | per
Plot No0.38, Street No | Effervescent | Ascorbic Rs. 20,000/- | SRO
S-4, National | Tablets Acid...1000mg 30-04-2020
Industrial Zone Rawat Form 5
726.| M/s Winthrox | Abacod Each effervescent Dy.No. 9719 As Certificate of cGMP
Laboratories Pvt Ltd. 1000mg Tablet contains: 04/05/2020 | per is issued to the firm
K-219/A, S.I.T.E, | Effervescent | Ascorbic Rs. 20,000/- | SRO | based on inspection
Super Highway, | Tablets Acid...1000mg 04-05-2020 conducted on 16-08-
Phase-Il, Karachi, Form 5 2018.
727.| M/s Baxter | VC-1000mg | Each effervescent Dy.No. 9432| As GMP inspection
Pharmaceuticals. Effervescent | Tablet contains: 30/04/2020 | per dated  21-09-2019,
A-1/A, Scheem No.33, | Tablets Ascorbic Rs. 20,000/- | SRO | the compliance level
Phase-1,S.I.T.E, Super Acid...1000mg 29-04-2020 is rated as
Highway, Karachi Form 5 satisfactory.

Decision: Registration Board approved registration of above applications from Serial No. 715 to
727. Conditions regarding validity of registration and data requirement will be same as decided
by the Board in its general decision recorded above.

Following application is not complete:

728. | M/s

Pharmaceuticals

S-4, National

Advanced
Plot N0.38, Street No

Industrial Zone Rawat

Advanced-C
1000mg
Effervescent
Tablets

Each effervescent
Tablet contains:
Ascorbic
Acid...1000mg

dated

Dy.No. 9580

30/04/2020Rs.
20,000/- dated 30-
04-2020 Form 5

As GMP
per status Not
SRO | confirmed

Decision: Registration Board referred the case to QA & LT Division to conduct GMP inspection of Firm

on priority.
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17. Ascorbic acid drops:

Composition:
Each ml Contains:
Ascorbic Acid...100mg

International Availability:
Approved by AIFA of ltaly

Me too:

could not be confirmed

Specifications: USP specifications

729.| M/s Wilson’s C-Drops Each ml Dy.No. 6209 | As Me-too could not be
Parmaceuticals. 100mg/ml Contains: 08/04/2020 per confirmed
387-388, 1-9/3, Ascorbic Rs. 20,000/- | SRO
Industrial Area, Acid...100mg 08-04-2020
Islamabad Form 5
730.| M/s Hamaz | Vita-C Drops | Each ml | Dy.No. 5912 | As GMP certificate
Pharmaceuticals Pvt 100mg/ml Contains: dated per issued on 06-11-2019
Ltd. Business City Ascorbic 07/04/2020 SRO | Me-too could not be
Plaza, Hall # 1, 2nd Acid...100mg Rs. 20,000/- confirmed
Floor, Bosan Road, 07-04-2020
Multan, Pakistan Form 5
731.| M/s Werrick C Drops Each ml | Dy.No. 6306 | As Last GMP inspection
Pharmaceuticals. 100mg/ml Contains: dated per conducted on 09-11-
216-217,1-10/3, Vitamin C | 08/04/2020 SRO | 2018 recommend the
Industrial Area, (Ascorbic Rs. 20,000/- Grant of GMP
Islamabad Acid)...100mg 08-04-2020 Certificate.”
Form 5 Me-too could not be
confirmed.
732.| M/s Radiant Pharma C-Drop Each ml contains: | Dy.No. 8337 | As The firm has
(Pvt) Ltd. 100mg/ml Ascorbic dated per submitted copy of
43-E, Sundar drops Acid...100mg 20/04/2020 SRO | GMP certificate based
Industrial Estate, Rs. 20,000/- on inspection
Lahore 20-04-2020 conducted on 31-07-
Form 5 2018. Me-too status
could not be verified.
733.| M/s Karachi Vita-C Each ml contains: | Dy.No. 9728 | As The firm has
Chemical Industries 100mg/ml Ascorbic dated per submitted copy of
pvt Ltd drops Acid...100mg 04/05/2020 SRO | GMP certificate based
F/25, Estate Avenue, Rs. 20,000/- on inspection
S.1.T.E Karachi 04-05-2020 conducted on 30"
Form 5 January, 2020.
Me-too status could
not be verified.
734.| M/s Semos Semo-C Each ml contains: | Dy.No. 9713 | As The panel inspection
Pharmaceuticals Pvt 100mg/ml Ascorbic dated per of the firm dated 27"
Ltd. Plot No. 11, drops Acid...100mg 04/05/2020 SRO | August, 2019
Sector 12-A, North Rs. 20,000/- recommends renewal
Karachi, Krachi- 04-05-2020 of DML.
75850, Pakistan Form5 Me-too status could

not be verified.

Decision: Registration deferred the cases from serial number 729 to 734 for evidence of applied
formulation/drug already approved by DRAP (generic / me-too status) alongwith registration number,
brand name and name of firm or else the applications should be submitted on form form 5D along with the
differential fee.
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Following product is discontinued are discontinued in all the refence authorities where
previously it was registered:

Lopinavir...133.3mg/Ritonavir...33.3mg Capsule:

735. | M/s EG Loritavir Each Capsule Dy. No. 5925 | As Renewal of DML
Pharmaceuticals, 133.3mg/33.3 |contains: dated per recommended in
Industrial Triangle | mg capsule |Lopinavir...133.3mg | 07/04/2020 SRO | the inspection
Kahuta road, Ritonavir...33.3mg Rs. 20,000/- dated 13-02-2019
Islamabad. Form 5

736. | M/s Valor | Valetra Soft |Each Capsule Dy.No. 7135 | As The panel
Pharmaceuticals. Gel capsule |contains: dated per recommended
124/A  Industrial Lopinavir...133.3mg | 13/04/2020 SRO | renewal of DML,
Triangle, Kahuta Ritonavir...33.3mg Rs. 20,000/- inspection date
Road Islamabad 13-04-2020 20/04/2018.

Form 5 Not present in
RRA:S.

737.| M/s BJ | Caleto capsule [Each Capsule Dy.No. 6760 | As Firm has required
Pharmaceuticals. contains: dated per equipment/machine
18 Km, Mandialli Lopinavir...133.3mg | 10/04/2020 SRO | ry, HVAC system
Stop, Lahore- Ritonavir...33.3mg Rs. 20,000/- and qualified staff,
Sheikhupura Road, 10-04-2020 fir showed good
Lahore Form 5 intention to further

improvements  in
future. Overall
hygienic condition
of the firm is
satisfactory at the
time of inspection.
Inspection date
15/01/2020.

Not present in
RRA:S.

738. | M/s Neutro Pharma Lopi-rito Each Capsule Dy.No. 7075 | As Last inspection
(Pvt) Ltd. 9.5 km, capsule contains: dated per report dated
Sheikhupura Lopinavir...133.3mg | 13/04/2020 SRO | 18/07/2017,  fair
Road,Lahore Ritonavir...33.3mg Rs. 20,000/- level of GMP

13-04-2020 compliance.  Not
Form 5 present in RRAS.
739.| M/s MBL Pharma. Mb Loprit  |Each Capsule Dy.No. 7930 | As Not present in
B-77-A, H.L.T.E, Capsule Contains: 16/04/2020 per RRAs.
Hub, Pakistan Lopinavir...133.30mg | Rs. 20,000/- | SRO
Ritonavir...33.30mg | 16-04-2020
Form 5

740.| M/s Glitz Pharma Loprit Capsule |Each Capasule Dy.No. 5878 | As Not present in
Plot No 2610. Contains: 07/04/2020 per RRA:s.

Industrial Triangle. Lopinavir..133.30mg | Rs. 20,000/- | SRO
Kahuta Road, Ritonavir...33.30mg | 07-04-2020
Islamabad Form 5

741.| M/s  Searle IV Macovir Each Capasule Dy.No. 6137 | As Not present in

Solutions Pvt Ltd. Capsule Contains: 08/04/2020 per RRAs.
1.5 km, Manga Lopinavir...133.30mg | Rs. 20,000/- | SRO
Raiwind Road, Ritonavir...33.30mg 08-04-2020

Lahore Form 5

742.| M/s Pulse Coronavir  |Each Capasule Dy.No. 6123 | As Not present in
Pharmaceuticals Capsule Contains: 08/04/2020 per RRA:s.

Pvt Ltd. Mozay Lopinavir...133.30mg | Rs. 20,000/- | SRO
Badoke, Raiwind Ritonavir...33.30mg | 08-04-2020
Road(Sua  Aasil Form 5
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Road), Lahore,
Pakistan

743. | M/s Baxter Loprito Each capsule contains: | Dy.No. 9430 | As GMP  inspection
Pharmaceuticals. 133.3/33.3  |Lopinavir....133.3mg | dated per dated 21-09-2019,
A-1/A, Scheem Capsule Ritonavir....33.3mg 28/04/2020 SRO | the compliance
No0.33, Phase-1, Rs. 20,000/- level is rated as
S.L.T.E,Super Form 5 satisfactory.
Highway, Karachi

Decision: Deferred for evidence of approval of applied formulation in reference regulatory authorities /
agencies which were adopted by the Registration Board in its 275" meeting.

Following products could not be verified from Reference Regulatory Authorities:

744.| M/s Semos | Semo-C Each effervescent Dy.No. 9714 | As per | Evidence of approval of
Pharmaceuticals plus Tablet contains: dated SRO | applied formulation in
Pvt Ltd. Effervescent | Ascorbic 04/05/2020 reference country is not
Plot No. 11, Sector | Tablets Acid...1000mg Rs. 20,000/- confirmed. The panel
12-A, North Zinc...10mg 04-05-2020 inspection of the firm
Karachi, Krachi- Form 5 dated 27" August, 2019
75850, Pakistan recommends renewal of

DML.

745.| M/s Popular | Lopinavir | Each 5ml contains: Dy.No. 9723 |As per | Panel inspection dated
chemical works,9- |400/100mg | Lopinavir.....400mg | 04/05/2020 SRO | 29-05-2019 recommends
K.m. Lahore, Syrup Ritonavir....100mg | Rs. 20,000/- renewal of DML.
Pakistan Form 5

746.| M/s Legacy | Ascorbic | Each ml contains: Dy.No. 9740 | As per
Pharmaceuticals Oral Ascorbic dated SRO | The firm has submitted
pvt Ltd, 111-A, | Solution | Acid...100mg 04/05/2020 copy of GMP certificate
Industrial ~ Estate | 100mg/ml Rs. 20,000/- based on inspection dated
Hayatabad 30-04-2020 18-07-2019.

Peshawar Form 5

747.| M/s Curatech | Corbivit | Each tablet contains: | Dy.No. 8374 | As per| The applied strength of
Pharma Pvt Ltd Tablet Ascorbic dated SRO | formulation is  not
35-Km, Multan 250mg Acid...250mg 21/04/2020 verified in RRA. Panel
Road, lahore Rs. 20,000/- inspection dated dated

21-04-2020 16-03-2018 recommends
Form5 grant of renewal of
DML.

748.1 M/s The Schazoo Aver Each Effervescent Dy.No. 9086 |As per| The formulation is not
Pharmaceutical Effervescent | Tablets contains: dated SRO | verified in RRA.
Laboratories Pvt | Tablets Calcium lactate 13/04/2020
Ltd. Kalalwala gluconate...1000mg | Rs. 20,000/- Last GMP inspection was
Stop, 20 km Calcium 13-04-2020 conducted on 12-06-2017
Lahore-Jaranwala carbonate...327mg | Form5 and the report concludes
Road, Distt Ascorbic good level of GMP
Sheikhupura, Acid...500mg compliance.

Vitamin D3..400 i.u
Vitamin B6...10mg
749.| M/s Bio-Labs Pwvt Cecor Each Effervescent Dy.No. 6783 |As per| The formulation is not
Ltd. Effervescent | Tablets contains: dated SRO | verified in RRA.
Plot # 145, | Tablets 1g | Ascorbic 10/04/2020
Industrial Triangle, Acid...1000mg Rs. 20,000/- The firm has submitted
Kahuta Road, Calcium 08-04-2020 copy of GMP certificate
Islamabad carbonate...227mg | Form5 granted based on
Calcium inspection dated 23-04-
gluconate...578mg 2019.
Calcium
lactate...422mg
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750.| M/s Ferozsons | URGEN-C | Each sachet Dy.No. 9459 |As per| Panel inspection dated
Laboratories Ltd. Sachets contains: dated SRO | 09-01-2019 recommends
P.O Ferozsons, | 1000mg | Ascorbic 30/04/2020 grant of GMP certificate
Amangarh, Acid...1000mg Rs. 20,000/-
Nowshera-Khyber 29-04-2020
Pakhtunkhwa Form 5

751.| M/s Variant | V-Calce Each sachet Dy.No. 9444 | As per| The applied formulation
Pharmaceuticals 1000 Sachet | contains: dated SRO | is not verified in RRA.
Pvt Ltd Ascorbic 30/04/2020
Plot No05, M2- Acid...1000mg Rs. 20,000/- Inspection report dated
Pharmazone, Calcium 30-04-2020 09-12-2019 & 20-12-
26KM, Main carbonate...600mg Form 5 2019, the firm is granted
Sharagpur  Road, Calcium lactate DML by way of
Shaikhupura. gluconate...1000mg formulation.

752.| M/s Variant | V-CALCE | Each sachet Dy.No. 9443 |As per| The applied formulation
Pharmaceuticals 500 Sachet | contains: dated SRO | is not verified in RRA.
Pvt Ltd, Plot No05, Ascorbic 30/04/2020
M2-Pharmazone, Acid...... 500mg Rs. 20,000/- Inspection report dated
26KM, Main Calcium 30-04-2020 09-12-2019 & 20-12-
Sharagpur  Road, carbonate...327mg | Form5 2019, the firm is granted
Shaikhupura. Calcium lactate DML by way of

gluconate...1000mg formulation.

753.| M/s Mega | Mega-C Each tablet contains: | Dy.No. 8383 |As per| The firm has submitted
Pharmaceuticals 300mg Ascorbic dated SRO | copy of GMP certificate
Limited. Tablets Acid...300mg 21/04/2020 based on evaluation
27-km,  Raiwind Rs. 20,000/- conducted on 19-03-
Road, Lahore 21-04-2020 2020.

Form 5 The applied strength of
formulation could not be
verified in RRA.

754.| M/s Werrick | C-500 Each Tablet | Dy.No. 6163 |As per| Last GMP inspection
Pharmaceuticals.  |[Effervescent | Contains: 08/04/2020 SRO | conducted on 09-11-2018
216-217,1-10/3, Tablet Vitamin C (Ascorbic | Rs. 20,000/- recommend the Grant of
Industrial Area, Acid)...500mg 07-04-2020 GMP Certificate.”
Islamabad Form 5

755.| M/s Bio Labs Pvt | Eniqor Each ml Contains: Dy.No. 6788 |As per| GMP certificate issued
Ltd. 40mg/ml | Chloroquine dated SRO | on 21/05/2019 on the
Plot # 145, | Injection | Phosphate 64.5mg 10/04/2020 basis  of inspection
Industrial Triangle, Eq. to Chloroquine | Rs. 20,000/- conducted on
Kahuta Road, Base...40mg 09-04-2020 23/04/2019.
Islamabad Form 5 Not present in RAS

756.| M/s Synchro | Qusyn Each 5ml Contains: | Dy.No. 9427 | As per | Inspection report is not
Pharmaceuticals. Injection | Chloroquine as 30/04/2020 SRO | provided.
77-Industrial Phosphate...200mg | Rs. 20,000/- Not present in RRAS.
Estate, Kot 30-04-2020
Lakhpat, Lahore Form 5

757.| M/s Pacific [Qlor 200mg | Each 5ml Contains: | Dy.No. 9423 | As per | GMP certificate issued in
Pharmaceuticals Injection | Chloroquine 30/04/2020 SRO | 25/04/2019 on the basis
Limited. 30 km, Phosphate...200mg | Rs. 20,000/- on inspection conducted
Multan Road, 30-04-2020 on 07/03/2019.
Lahore, Pakistan Form 5 Not present in RRAS

758.| M/s Bio Labs Pvt | Hydro-g | Each Film Coated | Dy.No. 5441 |As per| The firm was inspected
Ltd. Tablet Tablet Contains: dated SRO | on 18 & 23.04.2019 with
Plot # 145, | 400mg Hydroxychloroquine | 01/04/2020 the following conclusion:
Industrial Triangle, Sulphate...400mg Rs. 20,000/- Based on the areas
Kahuta Road, 31-03-2020 inspected, the people met
Islamabad Form 5 and the documents
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reviewed, and
considering the findings
of the inspection M/s Bio

Labs Pvt Ltd was
considered to be
operating at a reasonably
acceptable  compliance

with GMP as of today as
per the Drugs Act, 1976
and Drap, Act, 2012 and
rules framed there under.

759.| M/s Global | Quinex DS | Each Film Coated | Dy.No. 5558 |As per| 24-10-2018 panel
Pharmaceuticals Tablet Tablet Contains: dated SRO | unanimously decided to
Pvt Ltd, Plot #| 400mg Hydroxychloroquine | 06/04/2020 recommend the issuance
204-205, Industrial Sulphate...400mg Rs. 20,000/- of GMP certificate.
Triangle, Kahuta 06-04-2020
Road, Islamabad Form 5
760.| M/s Wimits | Cov-HCQ | Each Film Coated | Dy.No. 5543 |As per | Last GMP inspection was
Pharmaceuticals Tablet Tablet Contains: dated SRO | conducted on 03-11-17
(Pvt.) Ltd. 400mg Hydroxychloroquine | 06/04/2020 and the report concludes
Plot No. 129, Sulphate...400mg Rs. 20,000/- satisfactory GMP
Sundar  Industrial 06-04-2020 compliance of the firm.
Estate, Raiwind Form 5
Road, Lahore
761.| M/s Glitz Pharma Quinglit | Each Film Coated Dy.No. 5299 |As per| Last inspection report,
Plot No 2610. Tablet Tablet Contains: 26/03/2020 SRO | 16" Jan, 2019, the panel
Industrial Triangle. | 400mg Hydroxychloroguine | Rs. 20,000/- Recommended issuance
Kahuta Road, Sulphate...400mg 24-03-2020 of GMP certificate.
Islamabad Form 5
762.| M/s Focus & Rulz | Foquin Each film coated Dy. No. 5295 [As per| Last GMP inspection
Pharmaceuticals Tablet tablet contains: dated SRO | conducted on 15-01-2019
Pvt Ltd. 400mg Hydroxychloroquine | 26/03/2020 & 17-01- 2019 and report
44-Industrial sulfate ...... 400mg | Rs. 20,000/- concludes that
Triangle  Kahuta 26-03-2020 “Keeping in view of the
Road, Islamabad Form 5 above facts on record, the
panel unanimously
recommends
a- renewal of DML by
way of formulation to
M/s Focus and
Rulz Pharma Islamabad.
763.| M/s Vision | Visoquine- | Each Film Coated | Dy.No. 5592 |Asper| Last GMP inspection
Pharmaceuticals. H Tablet | Tablet Contains: 06/04/2020 SRO | conducted on 11-2-2019
Plot # 22,23,| 400mg Hydroxychloroguine | Rs. 20,000/- recommends issuance of
Industrial Triangle, Sulphate...400mg 06-04-2020 GMP certificate.
Kahuta Road, Form 5
Islamabad
764.M/s Pharmevo Pvf Evoquin | Each Film Coated | Dy.No. 5590 |Asper| Last GMP inspection
Ltd.Plot#A-29, North Plus Tablet | Tablet Contains: 06/04/2020 SRO | conducted on 07-02-2019
Western  Industrial 400mg Hydroxychloroquine | Rs. 20,000/- recommends the issuance
Zone, Port Qasim, Sulphate...400mg 06-04-2020 of GMP certificate
Karachi Form 5
765.| M/s Nabigasim [Miniquin-H | Each Film Coated | Dy.No. 6141 |Asper| Last GMP inspection
Industries Pvt Ltd. Tablet Tablet Contains: 08/04/2020 SRO | conducted on 05-8-2019
17/24, Korangi | 400mg Hydroxychloroquine | Rs. 20,000/- Concludes acceptable
Industrial Avrea, Sulphate...400mg 06-04-2020 level of compliance of
Karachi, Pakistan Form 5 GMP requirements.
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766.| M/s Neutro N-CQ Each 5ml contains: Dy.No. 7079 Last inspection report
Pharma (Pvt) Ltd. injection | Chloroquine 13/04/2020 dated 18/07/2017, fair
9.5 km, |200mg/5ml | phosphate injection | Rs. 20,000/- level of GMP
Sheikhupura ...200mg 13-04-2020 compliance. Ampule is
Road,Lahore Form 5 available in reference
767.| M/s Wilson’s | Wilson’s | Each XR Tablet Dy.No. 6217 |As per| GMP inspection
Parmaceuticals. Vitamin C | Contains: 08/04/2020 SRO | Dated 24-01-2018
387-388,1-9/3, 1000mg XR | Vitamin Rs. 20,000/- Concludes very good
Industrial Area, | Tablets C...1000mg 08-04-2020 level of GMP
Islamabad Form 5 compliance.
768.| M/s Werrick | Werrick’s | Each Extended | Dy.No. 6307 |Asper| Last GMP inspection
Pharmaceuticals. Vitamin C | Release Film Coated | 08/04/2020 SRO | conducted on 09-11-2018
216-217,1-10/3, 100 XR Tablet Contains: Rs. 20,000/- recommend the Grant of
Industrial ~ Area, | Tablets Vitamin C (Ascorbic | 08-04-2020 GMP Certificate.”
Islamabad 1000mg | Acid)...1000mg Form 5
769.| M/s Wilson’s | Wilson’s | Each Tablet Dy.No. 6213 [As per| GMP inspection dated
Parmaceuticals. Vitamin C | Contains: 08/04/2020 SRO | 24-01-2018 Concludes
387-388,1-9/3, Tablet Vitamin C...500mg | Rs. 20,000/- very good level of GMP
Industrial Area, | 500mg 08-04-2020 compliance.
Islamabad Form 5
770.| M/s Mafins | Vitamin-C | Each Dispersible | Dy.No. 7284 | As per
Pharma. A-5, Tablet Tablet Contains: 14/04/2020 SRO
S.I.T.E, Super | 1000mg Ascorbic Rs. 20,000/-
Highway Industrial Acid...1000mg 13-04-2020
Area, Karachi, Form 5
Pakistan
771.| M/s Wilson’s | Wilson’s | Each Sachet | Dy. No. 6214 | As per | The firm was inspected
Pharmaceuticals. Vitamin C | Contains: 08/04/2020 SRO | on 24-01-2018
387-388,1-9/3, Sachets Vitamin C (Ascorbic | Rs. 20,000/- concluding good level of
Industrial Area, | 1000mg | Acid)...1000mg 08-04-2020 GMP compliance.
Islamabad Form 5
772.| M/s Faas | Faascon Each Sachet | Dy. No. 9009 | As per| GMP certificate issued
Pharmaceuticals Sachet Contains: 27/04/2020 SRO | on 08-05-2018
(Pvt.) Ltd. F-748/ | 1000mg | Ascorbic Rs. 20,000/-
L, S.L.T.E Karachi, Acid...1000mg 27-04-2020
Pakistan Form 5
773.| M/s Evolution C-Vit Each Sachet | Dy. No. 7476 | As per [The firm was inspected on
Pharmaceuticals Sachet Contains: dated SRO [25-10-2018
Pvt Ltd. 1000mg | Ascorbic 14/04/2020 recommending that as the
Plot 25 & 26, Acid...1000mg Rs. 20,000/- operations have not started
Street S-3, RCCI, 14-04-2020 as of yet at M/s Evolution
National Idustrial Form 5 Pharmaceuticals, = Rawat
Zone, Rawat, GMP status can only be
Islamabad ascertained upon the start
of active  production,
however: Keeping in view
the facility inspected the
firm has requisite for
manufacturing of
harmaceuticals.
774.| M/s Wilson’s | Wilson’s | Each Sachet | Dy. No. 6210 | As per | The firm was inspected
Pharmaceuticals. Vitamin C | Contains: 08/04/2020 SRO | on 24-01-2018
387-388,1-9/3, Sachets Vitamin C (Ascorbic | Rs. 20,000/- concluding good level of
Industrial Area, | 500mg Acid)...500mg 08-04-2020 GMP compliance.
Islamabad Form 5
775.| M/s Trigon | Vil-Tid Each Tablet | Dy.No. 6208 |As per| Last inspection report
Pharmaceuticals Tablet Contains: dated SRO | dated 25/03/2019,
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Pvt Limited. 1000mg | Ascorbic 08/04/2020 satisfactory level of GMP
8 km, Thoker Niaz Acid...1000mg Rs. 20,000/- compliance.
Baig, Raiwind 08-04-2020 Liquid injectable (vial &
Road, Lahore Form 5 Ampoule) section
available.

776.| M/s Saaaf | Ceta-C Each ml Contains:  Dy.No. 6269 Inspection date
Pharmaceuticals. Syrup Ascorbic dated 20/02/2019, The panel
Plot No.15, Special Acid...100mg 08/04/2020 No recommends the
Industrial Zone, challan form is resumption of
Risalpur, Kpk, attached production.
Pakistan Form 5

777.| M/s Hamaz |Phosoquine | Each Tablet | Dy.No. 5914 |As per| GMP certificate issued
Pharmaceuticals  [Tablet 80mg | Contains: dated SRO | on 06-11-2019.
Pvt Ltd. Business Chloroquine 07/04/2020 Firm has not mentioned
City Plaza, Hall # Phosphate...80mg Rs. 20,000/- salt form of the API.
1, 2" Floor, Bosan 07-04-2020
Road, Multan Form 5

778.| M/s Gulf | Chloqgin-80 | Each Film Coated | Dy. No. 7992 | As per | Panel inspection dated
Pharmaceuticals. Tablet Tablet Contains: 17/04/2020 SRO | 07-12-2019
Plot No. 49, Street Chloroquine Rs. 20,000/- recommended
S-5, National Phosphate...80mg 17-04-2020 resumption of
Industrial Zone, Form 5 production.
Rawat, Islamabad

779.| M/s Fresh | Chlord Each Film Coated | Dy. No. 5907 | As per | Panel inspection dated
Pharmaceuticals.  [Tablet 80mg | Tablet Contains: 07/04/2020 SRO | 02-10-2019  complying
Plot No. 7, Street Chloroquine Rs. 20,000/- satisfactory level cGMP
No. S-6, National Phosphate...... 80mg | 07-04-2020 as of today.
Industrial ~ Zone, Form 5
Rawat, Islamabad

780.| M/s Quaper pvt. [Chloroquine | Each Tablet | Dy.No. 5883 |As per| Last inspection report
Ltd. 26-A Samll |80mg tablet | Contains: dated SRO | dated 28/01/2019, the
industrial  estate Chloroquine 07/04/2020 panel recommends the
Lahore road Phosphate...... 80mg | Rs. 20,000/- renewal of DML.
Sargodha. Form 5

781.| M/s Baxter | Oxiquine | Each film coated Dy.No. 9434 |As per| GMP inspection dated
Pharmaceuticals. Tablet tablet contains: dated SRO | 21-09-2019, the
A-1/A, Scheem | 400mg Hydroxychloroquine | 30/04/2020 compliance level is rated
No.33,Phase- sulfate...400mg Rs. 20,000/- as satisfactory.
1,S.1.T.E,Super 29-04-2020
Highway, Karachi Form 5

782.| M/s Mega | HYROX | Each tablet contains: | Dy.No. 8386 |As per| The firm has submitted
Pharmaceuticals Tablet Hydroxychloroquine | 21/04/2020 SRO | copy of GMP certificate
Ltd, 27-Km | 400mg sulfate...... 400mg Rs. 20,000/- based on evaluation
Raiwind Road, 04-05-2020 conducted on 19-3-2020.
Lahore Form 5

783.| M/s NovaMed | QuinCo-H | Each tablet contains: | Dy.No. 6779 |As per | Copy of GMP inspection
Pharmaceuticals Tablet Hydroxychloroquine | 10/04/2020 SRO | conducted on 22-01-
(Pvt) Ltd, 28-Km | 400mg sulfate...... 400mg Rs. 20,000/- 2020, firm is considered
Ferozpur Road, 04-05-2020 to be operating at GOOD
Lahore Form 5 level of compliance with

GMP guidelines.

784.| M/s Baxter | QuinCo-H | Each tablet contains: | Dy.No. 9434 |As per| GMP inspection dated
Pharmaceuticals. Tablet Hydroxychloroquine | 10/04/2020 SRO | 21-09-2019, the
A-1/A, Scheem | 400mg sulfate...... 400mg Rs. 20,000/- compliance level is rated
No.33,Phase-1, 04-05-2020 as satisfactory.
S.I.T.E, Super Formb5

Highway, Karachi
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785.| M/s AJM Pharma | Ajquine Each tablet contains: | Dy.No. 7929 | As per | Panel inspection dated
(Pvt) Ltd., Plot| Tablet Hydroxychloroquine | dated SRO | 13-03-2019 recommends
No.44, Sector |  400mg sulfate...... 400mg 10/04/2020 grant of renewal of
No.27, Korangi Rs. 20,000/- DML.
Industrial Area, 04-05-2020
Karachi. Form 5
786.| M/s Novartana | Hiquenta | Each tablet contains: | Dy.No. 8925 | As per | Insepction date
Pharmaceuticals Tablet Hydroxychloroquine | 24/04/2020 SRO | 16/11/2018, the panel
(Pvt) Ltd.,, 87-B| 400mg sulfate...... 400mg Rs. 20,000/- recommended renewal of
Sundar  Industrial 04-05-2020 DML.
Estate, Raiwind Form 5 (Tabklet General,
Road, Lahore Capsule General, Liquid
Syrup General).
787.| M/s Curatech | Curacovid | Each tablet contains: | Dy.No. 8375 | As per| Panel inspection dated
Pharma (Pvt) Ltd. Tablet Hydroxychloroquine | 24/04/2020 SRO | dated 16-03-2018
35-Km Multan | 400mg sulfate...... 400mg Rs. 20,000/- recommends grant of
Road Lahore 04-05-2020 renewal of DML.
Form 5
788.| M/s Highnoon | Plavaquine | Each film coated Dy.No. 8129 [Asper| The firm has been
Laboratories Ltd. Tablet tablet contains: 20/04/2020 SRO | granted GMP certificate
17.5 km, Multan | 400mg Hydroxychloroquine | Rs. 20,000/- based upon evaluation
Road, Lahore sulfate...... 400mg 15/04/2020 conducted on 06-7-2017.
Form5 Applied formulation is
not verified in RRA.
789.| M/s Ipram | Viroquin | Each 5ml Ampoule | Dy.No. 6391 |As per| Certificate of cGMP is
International injection | Contains: dated SRO | issued to the firm based
Pharmaceuticals 200mg/5ml | Chloroquine 06/04/2020 on inspection conducted
plot # 26, street # Phosphate...200mg | Rs. 20,000/- on 20th December, 2018.
S.S-3 national 06-04-2020
industrial zone Form 5
790.| M/s Vision | Visoquine | Each ml Contains: Dy.No. 5560 |As per | Not presen tin RRAs
Pharmaceuticals. 40mg/ml | Chloroquine 06/04/2020 SRO
Plot # 22,23, | Injection Dihydrochloride Rs. 20,000/-
Industrial Triangle, 50mg Eq. to 06-04-2020
Kahuta Road, Chloroquine Form 5
Islamabad Base...40mg
791.| M/s Global C-Quin Each ml Contains: Dy.No. 5555 |As per| 24-10-2018 panel
Pharmaceuticals Pvi Injection | Chloroquine dated SRO | unanimously decided to
Ltd, Plot # 204-205, 40mg Dihydrochloride50m | 06/04/2020 recommend the issuance
Industrial Triangle, g Eq. to Chloroquine | Rs. 20,000/- of GMP certificate.
Kahuta Road, Base...40mg 06-04-2020
Islamabad Form 5
792.| M/s Friends |Fendoquine | Each 5ml Contains: | Dy.No. 6387 |As per
Pharma Pvt Ltd. Injection | Chloroquine dated SRO
31-km  Ferozpur |200mg/5ml | Phosphate...200mg | 08/04/2020
Road Lahore, Rs. 20,000/-
Pakistan 08-04-2020
Form 5
793.| M/s Wimits | Covlor-P | Each 5ml Ampoule | Dy.No. 5540 |As per | Not presen tin RRAs
Pharmaceuticals 200mg/5ml | Contains: dated SRO
(Pvt.) Ltd. Plot No. | Injection | Chloroquine 06/04/2020
129, Sundar Phosphate...200mg | Rs. 20,000/-
Industrial ~ Estate, 06-04-2020
Raiwind Road, Form 5
Lahore
794.| M/s Otsuka | Resoquin | Each 5ml Ampoule | Dy.No. 9512 |As per| Inspection date 11 & 12
Pakistan Ltd, Injection | (LDPE) Contains: 30/04/2020 SRO | December, 2018. Good
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F/4-9, Hub Chloroquine Rs. 20,000/- level of GMP
Industrial ~ Tradin Phosphate ...200mg | 30-04-2020 compliance.
Estate, Distt Form 5 Not present in RRAS
Lasbell,
Balochistan
795.| M/s  Ameer & Clor Each 5ml Contains: | Dy.No. 7489 |As per| GMP certificate issued
Adnan 200mg/5ml | Chloroquine 14/04/2020 SRO | on 21/02/2020 on the
Pharmaceutical Pvt | Injection | Phosphate...200mg | Rs. 20,000/- basis on inspection
Ltd. Plot No.47, 14-04-2020 conducted on 07/11/2019
Sundar  Industrial Form 5 Not present in RRAS
Estate, Lahore
796.| M/s Legacy | Legoquine | Each 5ml Contains: | Dy.No. 9709 |As per | Inspection date
Pharmaceuticals 81 Syrup | Chloroquine 04/05/2020 SRO | 18/07/2019. The Panel
pvt Ltd, 111-A, Phosphate...81mg Rs. 20,000/- recommended renewal of
Industrial  Estate 30-04-2020 DML.
Hayatabad Form 5 Not present in RRAS
Peshawar
797.| M/s Iceberg | Icequine | Each 5ml of Dy.No. 7924 | As per | Inspection date
Pharmaceuticals 50mg/5ml | reconstituted dated SRO | 27/03/2019, The panel
Pvt Ltd. Plot No. Dry Suspension 16/04/2020 recommended
144, Nowshera | Suspension | Contains: Rs. 20,000/- resumption of
Industrial  Estate, Chloroquine 16-04-2020 production.
Risalpur, Kpk, Phosphate Eqg. Form5 Not present in RRAs.
Pakistan to...50mg
798.| M/s Arsons | Chlorisol | Each Film Coated Dy.No. 6536
Pharmaceutical Tablet 80mg | Tablet Contains: dated
Industries Pvt Ltd. Chloroquine 09/04/2020
2.5km Defence Phsophate...80mg Rs. 20,000/-
Road, Off Multan 09-04-2020
Road, Lahore, Form 5
Pakistan
799.| M/s Medimarker's | Medquin | Each Tablet Dy.No. 7942 |As per | Inspection date
Labortaries Pvt Ltd [80mg Tablet | Contains: 16/04/2020 SRO | 16/10/2018, the panel
A-104, S.I.T.E Chloroquine Rs. 20,000/- recommended renewal of
Area, Hyderabad Phosphate...80mg 16-04-2020 DML.
Form 5 Not present in RRAs
800. | M/s British | Brichlor | Each Film Coated Dy.No. 7134 |As per| The panel recommended
Pharmaceuticals  [80mg Tablet | Tablet Contains: 13/04/2020 SRO | grant of DML, inspection
Pvt Ltd, 23-KM, Chloroquine Rs. 20,000/- date  19/08/2019 &
Shekhupura Road, Phosphate...80mg 13-04-2020 27/12/2019.
Lahore Form 5 Not present in RRAS
801.| M/s Bio Labs Pvt | Eniqor Each Film Coated Dy.No. 6789 |As per| GMP certificate issued
Ltd. Plot # 145, 80mg Tablet Contains: 10/04/2020 SRO | on 21/05/2019 on the
Industrial Triangle, | Tablets Chloroquine Rs. 20,000/- basis of  inspection
Kahuta Road, Phosphate...80mg 08-04-2020 conducted on 23/4/2019.
Islamabad Form 5 Not present in RRAs
802.| M/s Linear |Malaram-H | Each 5ml Contains: | Dy.No. 6565 |As per| GMP inspection dated
Pharma, Plot # 18, 200mg Chloroquine as dated SRO | 30-01-2019 concluded
Street #  S-4, | Injection | Dihydrochloride...2 | 09/04/2020 satisfactory  level  of
National Industrial 00mg Rs. 20,000/- compliance with GMP
Zone, RCCI 09-04-2020 standards.
Rawat, Islamabad Form 5 Not present in RRAS
803.| M/s Jenner | Jenvit-C | Each chewable Dy.No. 7274 Inspection date
Pharmaceuticals tablet tablet contains: 14/04/2020 15/02/2019, satisfactory
Pvt Ltd. 26-km, Ascorbic acid Rs. 20,000/- level of GMP
Lahore Sharagpur ...1000mg 14-04-2020 compliance.
Road,Sheikhupura Form 5 Not present in RRAs
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804.| M/s Mcolson Mac-c Each chewable Dy.No. 7261 Inspection date
Research 1000mg | tablet contains: dated 24/10/2019, panel
Laboratories  Pvt tablet Ascorbic acid 14/04/2020 recommended renewal of
Ltd. 26 km ...1000mg Rs. 20,000/- DML.
Lahore- 13-04-2020 Not present in RRAS
Sheikhupura Road, Form 5
Sheikhupura
805.| M/s Wilson’s | Wilson’s | Each Chewable | Dy. No. 6215 | As per | The firm was inspected
Pharmaceuticals. Vitamin C | Tablet Contains: 08/04/2020 SRO | on 24-01-2018
387-388,1-9/3, 1000mg | Vitamin Rs. 20,000/- concluding good level of
Industrial Area, | Chewable | C...1000mg 08-04-2020 GMP compliance.
Islamabad Tablet Form 5
806.| M/s Neutro N-CQ Each film coated Dy.No. 7080 |As per| Last inspection report
Pharma (Pvt) Ltd. Tablets tablet contains: 13/04/2020 SRO | dated 18/07/2017, fair
9.5 km, 100mg Chloroquine Rs. 20,000/- level of GMP
Sheikhupura phospate...100mg 13-04-2020 compliance.
Road,Lahore. Form 5 Not present in RRAS.
807.| M/s Neutro N-CQ Each film coated Dy.No. 7080 |As per| Last inspection report
Pharma (Pvt) Ltd. Tablets tablet contains: dated SRO | dated 18/07/2017, fair
9.5 km, | 100mg Chloroquine 13/04/2020 level of GMP
Sheikhupura phospate...100mg Rs. 20,000/- compliance.
Road,Lahore. 13-04-2020 Not present in RRAs.
Form 5
808.| M/s Valor | Vitan C Each tablet contains: | Dy.No. 6754 The panel recommended
Pharmaceuticals. Tablet Ascorbic dated renewal of DML,
124/A  Industrial | 500mg Acid...500mg 10/04/2020 inspection date
Triangle, Kahuta Rs. 20,000/- 20/04/2018. The firm has
Road Islamabad dated 10-04- applied for plane tablet
2020 Form 5 while the product
approved in reference
country is chewable.
809. | M/s Nimrall | Ascoral Each tablet contains: | Dy.No. 7144 The panel recommended
Laboratories Tablet Ascorbic dated resumption of
Plot 24, Street SS-| 500mg Acid...500mg 13/04/2020 production,  inspection
3, Rawat, Rs. 20,000/- date17/07/2019 &
Industrial ~ Area, 13-04-2020 24/07/20109.
Islamabad. Form 5 Not present in RRAS
810.| M/s Scotmann |Seha Tablet | Each uncoated tablet | Dy. No. 6556 |As per| Last GMP inspection
Pharmaceuticals. 500mg Contains: 09/04/2020 SRO | conducted on 10-10-2018
5-D, 1-10/3, Vitamin C...500mg | Rs. 20,000/- & 17-10-2018
Industrial Area, 09-04-2020 recommends the Grant of
Islamabad Form 5 GMP Certificate.”
811.| M/s Sami | Vitcee Each Tablet | Dy.No. 7152 |As per| Last GMP inspection
Pharmaceuticals Tablet Contains: 13/04/2020 SRO | conducted on 14-06-2018
Pvt Limited. 500mg Ascorbic Rs. 20,000/- recommends the Grant of
F-95, S.I.T.E, Acid...500mg 13-04-2020 GMP Certificate.”
Karachi, Pakistan Form 5
812.| M/s Linear Pharma, Vita-C Each Tablet | Dy. No. 6184 | As per| GMP inspection dated
Plot # 18, Street # Tablet Contains: dated SRO | 30-01-2019  concluded
S-4, National 500mg Ascorbic Acid | 08/04/2020 satisfactory  level  of
Industrial Zone, (Vitamin C) | Rs. 20,000/- compliance with GMP
RCCI Rawat, | ...... 500mg 07-04-2020 standards.
Islamabad Form 5
813.| M/s. Shaigan | Ascomin | Each Tablet | Dy. No. 6190 | As per| Last GMP dated 30-05-
Pharma, 14 Km tablet Contains: dated SRO | 2019 concluding that
Adyala Road, | 500mg Ascorbic Acid | 08-04-2020 firm is complying 25-9-
Rawalpindi. (Vitamin Rs. 20,000/- 2019 Panel
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O)...... 500mg Form 5 recommended the
renewal of DMLmost of
the GMP Guidelines.

814.| M/s Wilson’s | Wilson’s | Each Film Coated Dy.No. 6211 |As per| GMP inspection
Parmaceuticals. Vitamin C | Tablet Contains: dated SRO | conducted on 24-01-2018
387-388,1-9/3, Tablets Vitamin C (Ascorbic | 08/04/2020 concludes that the firm
Industrial Area, | 500mg Acid)...500mg Rs. 20,000/- was found to be
Islamabad 08-04-2020 operating at a very good
Form5 level of GMP compliance
at the time of inspection.
815.| M/s Hassan | Scor-c Each Tablet Dy.No. 7622 |As per | GMP compliance is NOT
Pharmaceuticals Tablet Contains: dated SRO | satisfactory, Inspection
Pvt Ltd. 99-A| 500mg Ascorbic 15/04/2020 date 01/02/2018.
Industrial  Estate, Acid...500mg Rs. 20,000/-
Hayatabad, 15-04-2020
Peshawar, Form 5
816.| M/s Saibins | Asco Vit | Each Film Coated Dy.No. 6144 |As per| GMP certificate issued
Pharmaceuticals. 500mg Tablet Contains: 08/04/2020 SRO | on 17/01/2019 on the
Plot # 316, Tablet Ascorbic Rs. 20,000/- basis  of inspection
Industrial Triangle, Acid...500mg 08-04-2020 conducted on
Kahuta Road, Form 5 24/12/2018.
Islamabad
817.| M/s Genome | Ascarb-C | Each Tablet Dy.No. 6149 |As per| Last inspection report
Pharmaceuticals 500mg Contains: 08/04/2020 SRO | dated 03/05/2019. Firm
Pvt Ltd. Plot #| Tablet Ascorbic Rs. 20,000/- was  operating under
16/1-Phase Vv, Acid...500mg 08-04-2020 good level GMP.
Industrial  Estate, Form 5
Hattar, KPK
818.| M/s Himont |C-vit Tablet | Each effervescent Dy.No. 7785 |As per| GMP certificate issued
Pharmaceuticals 500mg tablet contains: 16/04/2020 SRO | based upon evaluation
Pvt Ltd. 17-km, |[Effervescent | Ascorbic Rs. 20,000/- conducted on 4-10-2018
Ferozepur  Road, tablet Acid...500mg 16-04-2020 & 05-10-2018.
Lahore, Pakistan Form 5 Not present in RRAs.
819.| M/s Curatech | Corbivit | Each tablet Dy.No. 7069 |As per| The panel recommended
Pharma Pvt Ltd Tablet contains: dated SRO | renewal of DML,
35-Km, Multan |  500mg Ascorbic 15/04/2020 inspection date
Road, lahore Acid...500mg Rs. 20,000/-. 16/3/2018.
13-04-2020 The firm has applied for
Form 5 plain tablet while it is
approved in reference
country as chewable.
820.| M/s Biogen | C-Gen Each tablet contains: | Dy.No. 6765 |As per | Inspection date
Pharma. 8-Km, Tablet Ascorbic dated SRO | 25/11/2019 &
Chakbeli Road, 500mg Acid...500mg 10/04/2020 12/12/2019, the panel
Rawat, Rs. 20,000/- recommended renewal of
Rawalpindi. 10-04-2020 DML.
Form 5 Plain Tablet
821.| M/s Biogen Bio-C Each tablet contains: | Dy.No. 6763 | As per | Inspetion date
Pharmaceuticals Tablet Ascorbic 10/04/2020 SRO | 12/12/2019, the panel
8-Km,  Chakbeli | 500mg Acid...500mg Rs. 20,000/- recommended grant of
Road, Rawat, 10-04-2020 DML.
Rawalpindi. Form 5 Plain tablet
822.| M/s Dyson |Cpec Tablet | Each tablet contains: | Dy.No. 7281 | As per| 11-01-2019 satisfactory
Research 500mg Vitamin ¢...500mg | 14/04/2020 SRO | level of GMP
Laboratories  Pwvt Rs. 20,000/- compliance, hence panel
Ltd. 28 km 13-04-2020 recommended  issuance
Ferozepur  Road Form 5 of GMP certificate to the
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Lahore

firm.  The firm has
applied for plain tablet
while it is approved in

reference  country  as
chewable
823.| M/s BJ| Vita-C Each tablet contains: | Dy.No. 6762 |As per| Firm has required
Pharmaceuticals. Tablet Ascorbic dated SRO | equipment/machinery,
18 Km, Mandialli | 500mg Acid...500mg 10/04/2020 HVAC system and
Stop, Lahore- Rs. 20,000/- qualified staff, fir
Sheikhupura Road, 10-04-2020 showed good intention to
Lahore Form 5 further improvements in
future. Overall hygienic
condition of the firm is
satisfactory at the time of
inspection. Inspection
date 15/01/2020.
The firm has applied for
plain tablet while it is
approved in reference
country as chewable
824.| M/s Venus | Ascor-V | Each tablet contains: | Dy.No. 7278 GMP ceritifcate issed on
Pharma. Tablet Ascorbic 14/04/2020 28/11/2019 on the basis
23 km, Multan 500mg Acid...500mg Rs. 20,000/- of inspection conducted
Road, Lahore 14-04-2020 on 05/09/20109.
Form 5
825.| M/s Maple | C-Sure Each tablet contains: | Dy.No. 7258 GMP certificate issued
Pharmaceuticals Tablet Ascorbic 14/04/2020 on 22/01/2020 on basis
Pvt Ltd, Plot| 500mg Acid...500mg Rs. 20,000/- of inspection conducted
No.147, Sector 23, 14-04-2020 on 22/12/2020. The firm
Korangi Industrial Form5 has applied for plain
Area, Karachi tablet  while it s
approved in reference
country as chewable
826. M/s Mcolson | Mac-C Each tablet contains: | Dy.No. 7260 Inspection date
Research Tablet Ascorbic dated 24/10/2019, panel
Laboratories Pvt | 500mg Acid...500mg 14/04/2020 recommended renewal of
Ltd. 26 km Lahore- Rs. 20,000/- DML.
Sheikhupura Road, 13-04-2020 Diary number is not
Sheikhupura Form 5 written
827.| M/s Jenner | Jenvit-C | Each tablet contains: | Dy.No. 7273 Inspection date
Pharmaceuticals Tablet Ascorbic dated 15/02/2019, satisfactory
Pvt Ltd. 500mg Acid...500mg 14/04/2020 level of GMP
26-km, Lahore Rs. 20,000/- compliance.
Sharagpur  Road, 13-04-2020 The firm has applied for
Sheikhupura Form 5 plain tablet while it is
approved in reference
country as chewable
828.| M/s Neutro [Neu-C Oral | Each ml contains: Dy.No. 7070 |As per| Last inspection report
Pharma (Pvt) Ltd. Drops Ascorbic 13/04/2020 SRO | dated 18/07/2017, fair
9.5 km, Acid...500mg Rs. 20,000/- level of GMP
Sheikhupura 13-04-2020 compliance.
Road,Lahore Form 5 Not present in RRAS.
829.| M/s Neutro | Neu-C Each 2ml contains: | Dy.No. 7071 | As per | Not present in RRAS.
Pharma (Pvt) Ltd. Injection | Ascorbic 13/04/2020 SRO | Last inspection report
9.5 km, |500mg/2ml | Acid...500mg Rs. 20,000/- dated 18/07/2017, fair
Sheikhupura 13-04-2020 level of GMP
Road,Lahore Form 5 compliance.
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830.| M/s Friends | Vitafen Each ml Contains: Dy.No. 6389 |As per| Not present in RRA.
Pharma Pvt Ltd. Injection | Ascorbic 08/04/2020 SRO
31-km  Ferozpur |500mg/2ml | Acid...250mg Rs. 20,000/-
Road Lahore, 08-04-2020
Pakistan Form 5

831.| M/s Werrick | C Syrup Each 5ml Contains: | Dy. No. 6305 | As per| Last GMP inspection
Pharmaceuticals. 100mg/5ml | Vitamin C (Ascorbic | 08/04/2020 SRO | conducted on 09-11-2018
216-217,1-10/3, Acid)...100mg Rs. 20,000/- recommend the Grant of
Industrial Area, 08-04-2020 GMP Certificate.”
Islamabad Form 5

832.| M/s Werrick | Werrick’s | Each Film Coated | Dy. No. 6162 | As per | Last GMP inspection
Pharmaceuticals. Vitamin C | Tablet Contains: 08/04/2020 SRO | conducted on 09-11-2018
216-217,1-10/3, Tablets Vitamin C (Ascorbic | Rs. 20,000/- recommend the Grant of
Industrial ~ Area, | 500mg Acid)...500mg 07-04-2020 GMP Certificate.”
Islamabad Form 5

833.| M/s Saaaf | Ascorbic | Each Film Coated | Dy. No. 6268 | As per | Inspection date
Pharmaceuticals, |Acid 500mg | Tablet Contains: 08/04/2020 SRO | 20/02/2019, The panel
plot ~NO. 15, tablet Vitamin C (Ascorbic | Rs. 20,000/- recommends the
special industrial Acid)...500mg 07-04-2020 resumption of
zone (EPZ) Form5 production.
Risalpur, KPK.

834.| M/s  Cher  Wel | Quinoline- | Each Tablet | Dy.No. 5422 | As per | Last GMP inspection was
Pharmaceuticals DS 400mg | Contains: dated SRO | conducted on 4-2-2019
Pvt Ltd. Tablet Hydroxychloroquine | 01/04/2020 and panel recommend the
Plot # 20, Phase 4, Sulphate...400mg Rs. 20,000/- renewal of DML
Hattar  Industrial 31-03-2020
Estate, Hattar, Kpk Form 5

835.| M/s Genetics |Coviquin-H | Each Film Coated | Dy.No. 5366 |As per| Last inspection report
Pharmaceuticals 400mg Tablet Contains: 30/03/2020 SRO | dated 29/03/2019, firm
Pvt. Ltd. 539-A, Tablet Hydroxychloroguine | Rs. 20,000/- was operation at
Sundar  Industrial Sulphate...400mg 30-03-2020 satisfactory level of GMP
Estate,Raiwind, Form 5 compliance.

Lahore

Decision: Registration Board deferred the cases from serial number 744 to 835 for evidence of approval of
applied formulation in reference regulatory authorities / agencies which were adopted by the Registration
Board in its 275" meeting.

Priority approval of Azithromycin:
In continuation to Authority’s letter NO. F.76-DRAP/2020(PE&R) dated 5" May, 2020, Drug Regulatory
Authority of Pakistan in its 77" held on 7" April, 2020 has also approved the formulation of

Azithromycin

pandemicalong with other drugs.
1. Azithromycin Tablet 500mg:

Composition:

Each Film coated tablet contains:
Azithromycin as dihydrate....... 500mg

Availability in RRAs: MHRA Approved
"Ery-Pack Tablets " Lowitt Pharmaceutical (Pvt) Ltd,Plot.No.24 Industrial

ME too status:

Estate, Peshawar." Reg. No. 068269

in the list of drugs/formulations for priority approval/registeration during COVID-19

Specifications: USP
Sr. Name of applicant Brand Name composition Diary no. / Pack | Remarks/GMP status
No. Date / fee / Size/
form Price
836.| M/s Don Valley | Azidon Tablet | Each Film Coated |Dy.No. 5548 | As per| Good compliance of
Pharmaceuticals Pvt. | 500mg Tablet Contains: 06/04/2020 SRO | GMP, inspection date
Ltd. 31-km, Main Azithromycin as Rs. 20,000/- 13/02/2020.
Ferozpur Road, dihydrate...500mg |02-04-2020
Lahore Form 5
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837.| M/s  The  Searle | Azitron Tablet | Each Film Coated |Dy.No. 5576 | As per| Last inspection report
Company Limited. 500mg Tablet Contains: dated SRO | dated 30-01-2019
F-319, S.I.T.E, Azithromycinas 06/04/2020 confirms that firm is
Karachi, Pakistan dihydrate...500mg |Rs. 20,000/- operating at a Good
06-04-2020 level of GMP
Form 5 compliance.
838.| M/s Ferozsons | Azofer 500mg | Each Film Coated |Dy.No. 5223 | As per| Panel inspection
Laboratories limited. | tablet Tablet Contains: 23/03/2020 SRO | dated 09-01-2019
PO Ferozsons, Azithromycinas Rs. 20,000/- recommends grant of
Amangarh, dihydrate...500mg |24-03-2020 GMP certificate
Nowshera, KPK. Form 5
839.| M/s Honig | Emzin 500mg | Each Film Coated |Dy.No. 5413 | As per| GMP certificate
Pharmaceuticals Tablet Tablet Contains: 31/03/2020 SRO | issued on 15th April,
Laboratories. 14 km- Azithromycin  as |Rs. 20,000/- 2019.
Adyala Road, Dihydrate...500mg |31-03-2020
Rawalpindi Form 5

Decision: Registration Board approved registration of above applications from Serial No. 836 to 839.
Conditions regarding validity of registration and data requirement will be same as decided by the Board in
its general decision recorded above.

2. Azithromycin Tablet 250mg:

Composition:

Each Film coated tablet contains:
Azithromycin as dihydrate....... 250mg

Availability in RRAs: MHRA Approved
Azithrolide tablet of M/s Heal Pharma (Reg. # 084233)

ME too status:

Specifications: USP
Sr. | Name of applicant | Brand Name | composition Diary no. / Pack | Remarks/GMP
No Date /fee/ | Size/ | status
. form Price

840.| M/s Don Valley | Azidon Tablet | Each Film Coated Dy.No. 5547 | As Good compliance
Pharmaceuticals Pvt. | 250mg Tablet Contains: dated per of GMP, inspection
Ltd. Azithromycin 06/04/2020 | SRO | date 13/02/2020.
31-km, Main ...250mg Rs. 20,000/-
Ferozpur Road, 02-04-2020
Lahore Form 5

841.| M/s Ferozsons | Azofer 250mg | Each film coated | Dy.No. 5220 | As Firm has submitted
Laboratories Ltd. Tablet Tablet Contains: dated per GMP certificate
P.O Ferozsons, Azithromycin 24/03/2020 SRO | based on the
Amangarh, Dihydrate Eq. to | Rs. 20,000/- inspection
Nowshera-Khyber Azithromycin 24-03-2020 conducted  dated
Pakhtunkhwa ....250mg Form 5 25-01-2019.

Decision: Registration Board approved registration of above application at Serial No. 840 to 841.
Conditions regarding validity of registration and data requirement will be same as decided by
the Board in its general decision recorded above.
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3. Azithromycin for suspension 200mg/sml:

Composition:

Each 5ml reconstituted suspension Contains:

Azithromycin...200mg

Availability in RRAs: MHRA Approved.

ME too status:

Azithrolide Dry Powder Suspension Heal Pharma Hayatabad Industrial Estate, Peshawar 084236

Specifications: USP
Sr. Name of applicant Brand Name composition Diary no./ | Pack Remarks/GMP
No. Date / fee/ | Size/ status
form Price
842.| M/s Ferozsons | Azofer Each 5ml Dy.No. As Panel  inspection
Laboratories limited. | 200mg/5ml reconstituted 5224 dated | per dated 09-01-2019
PO Ferozsons, | dry suspension | suspension Contains: | 24/03/2020 | SRO | recommends grant
Amangarh, Azithromycin Rs. 20,000/- of GMP certificate
Nowshera, KPK. | | ... 200mg 24-03-2020
Form 5
843.| M/s Don Valley | Azidon for | Each 5mi Dy.No. As Good compliance
Pharmaceuticals Pvt. | oral reconstituted 6193 dated | per of GMP,
Ltd. 31-km, Main | Suspension suspension Contains: | 08/04/2020 | SRO | inspection date
Ferozpur Road, | 200mg/5ml Azithromycin..200mg | Rs. 20,000/- 13/02/2020.
Lahore 08-04-2020
Form 5

Decision: Registration Board approved registration of above application at Serial No. 842 to 843.
Conditions regarding validity of registration and data requirement will be same as decided by the
Board in its general decision recorded above.

4. Azithromycin for suspension 100mg/5ml:

Composition:

Each 5ml reconstituted suspension Contains:

Azithromycin...100mg
Availability in RRAs:
ME too status:

USFDA Approved.
Could not be confirmed

Specifications: USP
Sr. | Name of applicant Brand composition Diary no./ | Pack | Remarks/GMP
No. Name Date / fee/ | Size/ | status
form Price
844.| M/s Don Valley | Azidon for | Each 5ml Dy.No. 6192 | As Good compliance
Pharmaceuticals oral reconstituted 08/04/2020 per of GMP, inspection
Pvt. Ltd. 31-km, | Suspension | suspension Contains: Rs. 20,000/- | SRO | date 13/02/2020.
Main Ferozpur | 100mg/5ml | Azithromycin 08-04-2020 Me too status could
Road, Lahore ...100mg Form 5 not be confirmed.

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm.

Applications which were submitted on form 5 for registration of Azithromycin before the decision

of Authority:

845.

Applicant

Name and address of manufacturer /

M/s Safe Pharmaceuticals Pvt Ltd.
Plot No. C.1-20, Sector 6-B, Industrial Area, North Karachi

Brand Name +Dosage Form + Strength

IAzisoft 500mg/vial Injection

Composition

Each vial of dry substance contains:
Azithromycin dihydrate eq to Azithromycin...500mg

Diary No. Date of R& | & fee

Form-5 Dy.No 3919 dated 29-01-2019 Rs.20,000/- 28-01-2019

(#0004731)
Pharmacological Group Antibiotic
Form Form-5
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Finished product Specifications

USP

Pack size & Demanded Price

Glass vial/ As per SRO

Approval status of product in

Reference Regulatory Authorities

Zithromax injection by Pfizer (USFDA)

Me-too status

Zithromax Injection by M/s Biocare Pharmaceutica, Lahore
(Reg.#053895)

GMP status

GMP inspection dated 10-10-2018 & 17-10-2018 wherein the
panel unanimously recommends for grant of GMP certificate.

Remarks of Evaluator V"

Decision: Deferred for confirmation of manufacturing method (lyophiolization or dry powder vial

filling).
846. | Name and address of manufacturer / |[M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23,
Applicant Korangi Industrial Area, Karachi.
Brand Name +Dosage Form + Strength | Zitomax 250mg Capsule
Composition Each Capsule Contains:
Azithromycin as Dihydrate eq to Azithromycin........ 250mg
Diary No. Date of R& | & fee Dy.No 7904 dated 22-02-2019 Rs.20,000/- Dated 22-02-2019
Pharmacological Group Macrolide antibiotic
Type of Form Form- 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product in | MHRA Approved
Reference Regulatory Authorities
Me-too status Zidor Capsule 250mg of M/s Winthrox Karachi. (Reg.# 074943)
GMP status Last GMP inspection conducted on 20-03-2018., and the report
concludes that the firm was considered to be operating at an
acceptable level of compliance to the cGMP.
Remarks of the Evaluator <™ e The official monograph for the applied formulation is
available in USP.
e General capsule section is available in the firm as
mentioned in the submitted GMP inspection report.
Decision: Approved.
847. | Name and address of manufacturer / |[M/s Perfect Pharma Pvt Ltd, 5-Km, Manga Road, Raiwind,

Applicant

Lahore, Pakistan.

Brand Name +Dosage Form + Strength

Kalthro Capsule 250mg

Composition

Each Capsule Contains:
Azithromycin Dihydrate.......................... 250mg

Diary No. Date of R& | & fee

Dy.No 9245 dated 28-02-2019 Rs.20,000/- Dated 28-02-2019

Pharmacological Group

Macrolide antibiotic

Reference Regulatory Authorities

Type of Form Form- 5

Finished product Specification USP

Pack size & Demanded Price 10 14 100 As per SRO
Approval status of product in | MHRA Approved

Me-too status

Azithromycin 250mg Capsules of M/s UniPharma (Pvt.) Ltd.,
Lahore (Reg. # 071421)

GMP status

Last GMP inspection was conducted on 30-03-2018 and the
report concludes renewal of DML for general tablet and general
capsule section & grant of additional psychotropic tablet
section.

Remarks of the Evaluator X"

e The official monograph for the applied formulation is
available in USP.

e General capsule section is available in the firm as
mentioned in the submitted GMP inspection report.

Decision: Approved.
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848. | Name and address of manufacturer / |M/s Perfect Pharma Pvt Ltd, 5-Km, Manga Road, Raiwind,

Applicant Lahore, Pakistan.

Brand Name +Dosage Form + Strength | Kalthro Capsule 500mg

Composition Each Capsule Contains:

Azithromycin dihydrate...500mg

Diary No. Date of R& | & fee Dy.No 9250 dated 28-02-2019 Rs.20,000/- Dated 28-02-2019

Pharmacological Group Antibiotic

Type of Form Form-5

Finished product Specification Manufacturers

Pack size & Demanded Price 1014 100 & As per SRO

Approval status of product in | Could not be confirmed

Reference Regulatory Authorities

Me-too status Azithromycin 500mg Capsules Unipharma (Pvt) Ltd., Lahore.
071422

GMP status Last GMP inspection was conducted on 30-03-2018 and the
report concludes renewal of DML for general tablet and general
capsule section and grant of additional psychotropic tablet
section.

Remarks of the Evaluator X" e The official monograph for the applied formulation is

available in USP.

e General capsule section is available in the firm as
mentioned in the submitted GMP inspection report.

e Azithromycin “as” dihydrate is approved in me- t00.

e International reference could not be confirmed.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory

authorities / agencies which were adopted by the Registration Board in its 275" meeting.

849. | Name and address of manufacturer / |[M/s Pharmix Laboratories Pvt Ltd, 21 Km, Ferozepur Road,

Applicant Lahore.

Brand Name +Dosage Form + Strength | Alide Tablet 500mg

Composition Each Film Coated Tablet Contains:

Azithromycin as Dihydrate....................... 500mg

Diary No. Date of R& | & fee Dy.No 8252 dated 25-02-2019 Rs.20,000/- Dated 25-02-2019

Pharmacological Group Antibiotic

Type of Form Form- 5

Finished product Specification USP

Pack size & Demanded Price 3’s, 6’s, 15°s & As per SRO

Approval status of product in | MHRA Approved

Reference Regulatory Authorities

Me-too status Zetro 500mg Tablets of M/s Getz Pharma (Pvt) Ltd Karachi
(Reg. # 053120)

GMP status Last GMP inspection conducted on 31-05-2018 and 01-06-2018
report concludes that “With reference to last inspection the firm
has made improvement regarding previous GMP inspection and
they have installed a new HPLC (gradient system) and double
beam UV spectrophotometer. Firm has also improved their
documentation regarding production, quality control and quality
assurance.”

Remarks of the Evaluator <"

Decision: Approved.

850.| Name and address of manufacturer / | M/s Next Pharmaceutical Products Private Limited, Plot No. 44

Applicant

A-B, Sundar Industrial Estate, Lahore.

Brand Name+Dosage Form + Strength

Zenados tablet 250mg

Composition

Each film- coated tablet contains:
Azithromycin as Dihydrate..................... 250mg

Diary No. Date of R& | & fee

Dy.N0.41038; 06-12-2018; Rs.20,000 (06-12-2018)

Pharmacological Group

Anti- infective
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Type of Form Form- 5

Finished product Specification USP

Pack size & Demanded Price 10’s, 30’s & As per SRO
Approval status of product in | MHRA Approved

Reference Regulatory Authorities

Me-too status

Azithrolide tablet of M/s Heal Pharma (Reg. # 084233)

GMP status

Last GMP inspection was conducted on 22-02-2018 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator X"

General tablet section is available in the firm as mentioned in
the submitted DML.

Decision: Approved.

851.

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt.
Industrial Estate, Raiwind, Lahore.

Ltd, 539-A, Sundar

Brand Name+Dosage Form + Strength

Zithrolide tablet 500mg

Composition

Each film- coated tablet contains:
Azithromycin as dihydrate ...................... 500mg

Diary No. Date of R& | & fee

Dy.N0.39854; 04-12-2018; Rs.20,000 ( 03-12-2018)

Pharmacological Group

Anti- infective

Type of Form Form- 5

Finished product Specification USP

Pack size & Demanded Price 3’s, 6’s, 14’s & As per SRO
Approval status of product in | MHRA Approved

Reference Regulatory Authorities

Me-too status

Azithrolide tablets of M/s Heal Pharmaceuticals (Pvt.) Ltd,
Peshawar (Reg. # 084234)

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator "

General tablet section is available in the firm as mentioned in
the submitted DML.

Decision: Approved.

852.

Name and address of manufacturer /
Applicant

M/s Espoir Pharmaceuticals, Laboratory Complex, Shahrah-e-
Dr. Salim Uz Zaman Siddiqui Off University Road, Karachi

Brand Name+Dosage Form + Strength

Azimed 250mg Capsule

Composition

Each Capsule Contains:
Azithromycin dihydrate...250mg

Diary No. Date of R& | & fee

Dy.No 44138 dated 27-12-2018 Rs.20,000/- Dated 27-12-2018

Pharmacological Group

Antibiotic

Type of Form Form-5

Finished product Specification USP

Pack size & Demanded Price As per SRO
Approval status of product in | MHRA Approved

Reference Regulatory Authorities.

Me-too status

Azithromycin 250mg Capsules Unipharma (Pvt) Ltd., 071421

GMP status

28-09-2017 and good

Remarks of the Evaluator ™"

e Azithromycin “as” dihydrate is approved in MHRA.
e Manufacturing facility / section needs to be confirmed.

Decision: Deferred for evidence of approval of relevant/required manufacturing dacility and
revision of formulation as per the innovator / reference product along with submission of fee for

revision of formulation.

853.

Name and address of manufacturer /
Applicant

M/s Espoir Pharmaceuticals, PCSIR KLC TBIC-1I PCSIR
Laboratory Complex, Shahrah-e-Dr. Salim Uz Zaman Siddiqui
Off University Road, Karachi

Brand Name+Dosage Form + Strength

Azimed 200mg/5ml Dry Powder Suspension

Composition

Each 5ml contains:
Azithromycin...200mg

Diary No. Date of R& | & fee

Dy.N0.43948 dated 26-12-2018 Rs.20,000/- Dated 26-12-2018
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Pharmacological Group

Anti- infective

Reference Regulatory Authorities

Type of Form Form- 5

Finished product Specification USP

Pack size & Demanded Price As per SRO
Approval status of product in | MHRA Approved

Me-too status

Azithrolide Dry Powder Suspension M/s Heal
Peshawar (Registration N0.084236)

Pharma,

GMP status

28-09-2017 and good

Remarks of the Evaluator ™"

e Azithromycin “as monohydrate” is approved in MHRA.
e Manufacturing facility / section needs to be confirmed.

revision of formulation.

Decision: Deferred for evidence of approval of relevant/required manufacturing dacility and
revision of formulation as per the innovator / reference product along with submission of fee for

854.| Name and address of manufacturer / | "M/s Max Pharmaceuticals,Plot # 12, St. No. N-7, National

Applicant Industrial Zone, Rawat, Islamabad"

Brand Name +Dosage Form + Strength | Maxibest Capsules 500mg

Composition "Each Capsule Contains:

Azithromycin...500mg"

Diary No. Date of R& | & fee Dy.No 41724 dated 07-12-2018 Rs.20,000/- 06-12-2018

Pharmacological Group Macrolides
ATC Code: JOIFA10

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 1x10’s, As per PRC.

Approval status of product in Reference | Could not be confirmed.

Regulatory Authorities.

Me-too status 071422; Brand Name: Azithromycin 500mg Capsules
Manufacturer Name: Unipharma (Pvt) Ltd.,

GMP status 26-06-2019 Conclusion:

The company is working at good level of GMP and record of
raw material was found maintained along with SOP’s the
clearance of API’s for imported sources are attached as of today.
GMP is a continuous process of up gradation, the firm the advise
to continue with up gradation and purchase the desired
equipments are advised.

Remarks of the Evaluator Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/ approved
by the Registration Board in its 275" meeting.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory

authorities/agencies which were adopted by the Registration Board in its 275" meeting.

855.| Name and address of manufacturer / | "M/s Venus Pharma.

Applicant

23 km, Multan Road, Lahore"

Brand Name +Dosage Form + Strength

Thromocin V Tablet 500mg

Composition

"Each Film Coated Tablet Contains:
Azithromycin as dihydrate...500mg"

Diary No. Date of R& | & fee

Dy.No 4906 dated 04-02-2019 Rs.20,000/- Dated 04-02-2019

Pharmacological Group

Macrolides

Regulatory Authorities.

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per SRO./ 1x10’s, 1x6’s, 1x3’s, 1x2’s, 1x4’s.
Approval status of product in Reference | MHRA Approved.

Me-too status

068269; "Ery-Pack Tablets
" Lowitt Pharmaceutical (Pvt) Ltd, Peshawar."

GMP status

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

1128




Remarks of the Evaluator

| Signature of applicant is missing on Form 5.

Decision: Registration Board deferred

the case for submission of signed Form-5.

856.| Name and address of manufacturer / | "M/s Macquin's International Pharmaceuticals

Applicant F-2/h, P.T.C Industrial Complex, S.I.T.E Karachi"

Brand Name +Dosage Form + Strength | Azirom Tablet 500mg

Composition "Each Tablet Contains:
Azithromycin as Dihydrate...500mg"

Diary No. Date of R& | & fee Dy.No 8641 dated 26-02-2019 Rs.20,000/- Dated 26-02-2019

Pharmacological Group Macrolides

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per SRO.

Approval status of product in Reference | MHRA Approved.

Regulatory Authorities.

Me-too status 068269;"Ery-Pack Tablets
" Lowitt Pharmaceutical (Pvt) Ltd, Peshawar."

GMP status 18th April, 2019
the firm has complied to the previous recommendation with
commitment for continuous improvement.Overall the firm is
found operating at satisfactory level of GMP compliance.

Remarks of the Evaluator Evidence of international availability as uncoated tablets.

Decision: Deferred for revision of formulation in accordance with reference product along with

submission of requisite fee.

857.| Name and address of manufacturer / | "M/s Medicaids Pakistan (pvt) Ltd.

Applicant Plot No 10, Sector-27 Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Strength | Kraze ophthalmic solution 10mg/ml

Composition "Each ml of sterile ophthalmic solution contains:
Azithromycin...10mg"

Diary No. Date of R& | & fee Dy.No 5936 dated 11-02-2019 Rs.20,000/- Dated 11-02-2019

Pharmacological Group Macrolides

Type of Form Form 5

Finished product Specification Inhouse

Pack size & Demanded Price Rs 600/5ml plastic dropper bottle

Approval status of product in Reference | Azasite® (Azithromycin Ophthalmic Solution) 1% Sterile

Regulatory Authorities. Topical Ophthalmic Drops/ USFDA Approved.

Me-too status Me too could not be confirmed.

GMP status GMP certificate of M/s Medicaids issued on basis of inspection
conducted on 09/08/2018.

Remarks of the Evaluator e According to firm the product is already registered with

different pack size 1.e 2.5ml with Reg No. 082125.

e Storage and Handling: Store unopened bottle under
refrigeration at 2°C to 8°C (36°F to 46°F). Once the
bottle is opened, store at 2°C to 25°C (36°F to 77°F) for
up to 14 days. Discard after the 14 days.

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP (generic /
me-too status) alongwith registration number, brand name and name of firm.
858.| Name and address of manufacturer /| M/s Rotex Pharma Pvt Ltd. Plot No. 206 & 207. Industrial

Applicant

Triangle, Kahuta Road, Islamabad

Brand Name +Dosage Form + Strength

Azionce 500mg Tablet

Composition

Each Film Coated Tablet Contains:
Azithromycin Dihydrate Eqg. to
Azithromycin...500mg

Diary No. Date of R& | & fee

Dy.No. 41524 dated 07-12-2018 Rs.20,000/- Dated 07-12-2018

Pharmacological Group

Antibiotic (Macrolide)

Type of Form

Form 5

Finished product Specifications

USP
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Pack size & Demanded Price

3’s, 6’s, & 10’s: As per SRO

Approval status of product in Reference
Regulatory Authorities

Azithromycin tablet of (MHRA approved)

Me-too status

Azic 500mg Tablet by M/s NabiQasim

GMP status

Last GMP inspection conducted on 19 -09-2018 a

And report concludes that panel unanimously

recommends the approval of above 16, new/additional sections
“ Overall evaluation of the Inspection report is rated as Good”.

Remarks of the EvaluatorlV

Decision: Approved.

859.| Name and address of manufacturer / | M/s Hicon Pharmaceuticals.
Applicant 131-Industrial Estate, Hayatab
Brand Name +Dosage Form + Strength | Azlur 250mg Tablet
Composition Each Film Coated Tablet Contains:
Azithromycin as Dihydrate...250mg
Diary No. Date of R& | & fee Dy.No 3355 dated 24-01-2019 Rs.20,000/- Dated 22-01-2019
Pharmacological Group Macrolides
Type of Form Form-5
Finished product Specifications USP
Pack size & Demanded Price 6’s and 10’s/As per SRO
Approval status of product in Reference | Azithromycin tablet of (MHRA approved)
Regulatory Authorities
Me-too status Azic 250mg Tablet by M/s NabiQasim
GMP status Last GMP inspection of conducted on 26-07-2018, and the
report concludes that the firm is operating at good level of GMP
compliance. panel unanimously recommends the grant of
renewal of DML by way of formulation
Remarks of the EvaluatorlV
Decision: Approved.
860.| Name and address of manufacturer / | M/s Hicon Pharmaceuticals.
Applicant 131-Industrial Estate, Hayatab
Brand Name +Dosage Form + Strength | Azlur 500mg Tablet
Composition Each Film Coated Tablet Contains:
Azithromycin as Dihydrate...500mg
Diary No. Date of R& | & fee Dy.No 3356 dated 24-01-2019 Rs.20,000/- Dated 22-01-2019
Pharmacological Group Macrolides
Type of Form Form-5
Finished product Specifications USP
Pack size & Demanded Price 6’s and 10’s/As per SRO
Approval status of product in Reference | Azithromycin tablet of (MHRA approved)
Regulatory Authorities
Me-too status Azic 500mg Tablet by M/s NabiQasim
GMP status Last GMP inspection of conducted on 26-07-2018, and the
report concludes that the firm is operating at good level of GMP
compliance. panel unanimously recommends the grant of
renewal of DML by way of formulation
Remarks of the EvaluatorlV
Decision: Approved.
861.| Name and address of manufacturer / | M/s Obsons Pharmaceuticals. 209-S, Quaid e Azam Industrial

Applicant

Estate, Kotlakhpat, Lahore, Pakistan

Brand Name +Dosage Form + Strength

Azaltic Tablet 500mg

Composition

Each Film Coated Tablet Contains:
Azithromycin as Dihydrate..500mg

Diary No. Date of R& | & fee

Dy.No 3860 dated 28-01-2019 Rs.20,000/- Dated 28-01-2019

Pharmacological Group

Antibiotic (Macrolide)

Type of Form

Form5

Finished product Specifications

USP
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Pack size & Demanded Price

6’s: As per SRO

Approval status of product in Reference
Regulatory Authorities

Azithromycin tablet of (MHRA approved)

Me-too status

Azic 500mg Tablet by M/s NabiQasim

GMP status

Last GMP inspection of avant Pharmaceutical conducted on 07-
12-17 & the report concludes that the Overall rating of GMP was
found good at the time of inspection

Remarks of the EvaluatorlVV

Decision: Registration Board referred the case to QA & LT division for updated status of GMP.

862.| Name and address of manufacturer / | M/s Obsons Pharmaceuticals. 209-S, Quaid e Azam Industrial

Applicant Estate, Kotlakhpat, Lahore, Pakistan

Brand Name +Dosage Form + Strength | Azaltic Suspension 200mg/5ml

Composition Each 5ml suspension contains:

Azithromycin as Dihydrate..200mg

Diary No. Date of R& | & fee Dy.No 3861 dated 28-01-2019 Rs.20,000/- Dated 28-01-2019

Pharmacological Group Macrolide Antibiotic

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 15ml ; As per SRO

Approval status of product in Reference Zithromax Powder for Oral Suspension 200mg/sml of

Regulatory Authorities MHRA approved

Me-too status Azomax Dry Suspension by M/s Novartis (Reg#022201),

GMP status Last GMP inspection of avant Pharmaceutical conducted on 07-
12-17, and the report concludes that the Overall rating of GMP
was found good at the time of inspection

Remarks of the EvaluatorlV

Decision: Registration Board referred the case to QA & LT division for updated status of GMP.

863.| Name and address of manufacturer / | M/s Mega Pharmaceuticals Limited.

Applicant 27-km, Raiwind Road, Lahore

Brand Name +Dosage Form + Strength | Macromax 250mg Tablet

Composition Each Film Coated Tablet Contains:

Azithromycin as Dihydrate...250mg

Diary No. Date of R& | & fee Dy.No 1883 dated 15-01-2019 Rs.20,000/- Dated 14-01-2019

Pharmacological Group Macrolides

Type of Form Form-5

Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Reference | Azithromycin tablet of (MHRA approved)

Regulatory Authorities

Me-too status Azic 250mg Tablet by M/s NabiQasim

GMP status Certificate of current Good Manufacturing practices on the basis
of inspection conducted on 19-03-2020

Remarks of the EvaluatorlV

Decision: Approved.

864.| Name and address of manufacturer / | M/s Mega Pharmaceuticals Limited.

Applicant

27-km, Raiwind Road, Lahore

Brand Name +Dosage Form + Strength

Macromax 500mg Tablet

Composition

Each Film Coated Tablet Contains:
Azithromycin as Dihydrate...500mg

Diary No. Date of R& | & fee

Dy.No 1884 dated 15-01-2019 Rs.20,000/- Dated 14-01-2019

Pharmacological Group

Antibiotic (Macrolide)

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Reference
Regulatory Authorities

Azithromycin tablet of (MHRA approved)
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Me-too status

Azic 500mg Tablet by M/s NabiQasim

GMP status

Certificate of current Good Manufacturing practices on the basis
of inspection conducted on 19-03-2020

Remarks of the EvaluatorlVV

Decision: Approved.

865.| Name and address of manufacturer/ | M/s Lahore Chemical & Pharmaceutical Works Pvt Ltd.

Applicant 137-Ferozepur Road, Lahore

Brand Name + Dosage Form + Strength | Zorix 500mg Capsule

Composition Each Capsule Contains:

Azithromycin Dihydrate Eq. to Azithromycin...500mg

Diary No. Date of R & | & fee Dy. No. 998: 09.01.2019 PKR. 20,000/-; 07.01.2019

Pharmacological Group Macrolides

Type of Form Form 5

Finished product Specification The firm has claimed in-house specifications

Pack size & Demanded Price As per SRO

Approval status of product in Reference

Regulatory Authorities.

Me-too status Cinzit Capsule 500mg. REg. No. 79253

GMP status Certificate of GMP issued on 18-10-2019.

Remarks of the Evaluator™ e Name of signatory is missing on Form 5. However, the

signature is matching with that of qualified person.
Make sure that first page of Form is signed by the
concerned person.

e Submit complete finished product specifications.

Decision: Deferred for following:

e Evidence of approval of applied formulation in reference regulatory authorities / agencies
which were adopted by the Registration Board in its 275™ meeting.
e Submission of complete finished product specifications.
866.| Name and address of manufacturer/ | M/s Lahore Chemical & Pharmaceutical Works Pvt Ltd.

Applicant 137-Ferozepur Road, Lahore

Brand Name + Dosage Form + Strength | Zorix 500mg Injection

Composition Each Injection Contains:

Azithromycin as Dihydrate...500mg

Diary No. Date of R & | & fee Dy. No. 1003 09.01.2019 PKR. 20,000/-; 31.12.2019

Pharmacological Group Macrolides

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price as per SRO

Approval status of product in Reference | ZITHROMAX for injection 500mg (eq to base) in lyophilized

Regulatory Authorities. form. USFDA approved

Me-too status Macrocap 500mg Dry Powder Injection. Reg. No. 82589

GMP status Certificate of GMP issued on 18-10-20109.

Remarks of the Evaluator™ e Name of signatory is missing on Form 5. However, the
signature is matching with that of qualified person. Make
sure that first page of Form is signed by concerned person.

e The USP has mentioned amperometric electrochemical
detector with dual glassy carbon electrodes for assay
/analysis.
Decision: Deferred for evidence of approval of required manufacturing facility i.e., “Lyophilized vial
injectable section.”
867.Name and address of manufacturer / |Horizon Health care Private Limited

Applicant

Plot No 35, Small industrial Estate, Taxila Pakistan

Brand Name +Dosage Form + Strength

AZICIN 250mg Capsule

Composition

Each Capsule Contains:
Azithromycin as Dihydrate

Diary No. Date of R& | & fee

Dy. No. 39699: 06.12.2018 Rs. 20,000/- : 06.12.2018
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Pharmacological Group Macrolides
Type of Form Form-5
Finished product Specification BP

Pack size & Demanded Price

3’s & 6’s; as per SRO

Approval status of product in Reference
Regulatory Authorities

Azithromycin 250 mg Capsules. MHRA approved

Me-too status

Azofas 250mg Capsules. Reg. No. 60291

GMP status

GMP certificate issued on the basis of inspection conducted on
01-03-2019

Remarks of the Evaluator™

e Form 5 has been signed by the manager regulatory affairs.

The firm has mentioned capsule in the cover letter. The form
5 and all other documents are meant for film-coated tablet.
Upon clarification, the firm revised all the documents meant
for capsule with submission of Rs. 5000/- fee.

The USP has mentioned amperometric electrochemical
detector with dual glassy carbon electrodes for assay/
analysis. The firm was asked to provide proof of availability
of the same. The firm has claimed BP specifications.

Dosage form has not been mentioned on fee challan.

Decision: Deferred for completion of Form 5 as recorded above.

868.|Name and address of manufacturer / |Horizon Health care Private Limited
Applicant Plot No 35, Small industrial Estate, Taxila Pakistan
Brand Name +Dosage Form + Strength  |AZICIN 500mg Capsule
Composition Each Capsule Contains:
Azithromycin as Dihydrate................. 500mg
Diary No. Date of R& | & fee Dy. No. 39700: 06.12.2018 Rs. 20,000/- : 06.12.2018
Pharmacological Group Macrolides
Type of Form Form-5
Finished product Specification USP
Pack size & Demanded Price 10’s & 30’s; as per SRO
Approval status of product in Reference [Could not be confirmed
Regulatory Authorities
Me-too status Cinzit Capsule 500mg. Reg. No. 79253
GMP status GMP certificate issued on the basis of inspection conducted on
01-03-2019
Remarks of the Evaluator™ e Form 5 has been signed by the manager regulatory affairs.

e The firm has mentioned capsule in the cover letter. The form
5 and all other documents are meant for film-coated tablet.
Upon clarification, the firm revised all the documents meant
for capsule without submission of any fee.

e The USP has mentioned amperometric electrochemical
detector with dual glassy carbon electrodes for assay/
analysis. Provide proof of availability of the same. The firm
has claimed BP specifications.

e Dosage form has not been mentioned on fee challan.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities / agencies which were adopted by the Registration Board in its 275" meeting.
869./Name and address of manufacturer/ |M/s Bloom Pharmaceuticals Pvt Ltd.
Applicant Plot # 30, Phase | & Il, Industrial Estate, Hattar, Pakistan
Brand Name + Dosage Form + Strength |Blozin 250mg Capsule
Composition Each Capsule Contains:
Azithromycin as Dihydrate...250mg
Diary No. Date of R & | & fee Dy. No. 41698; 07.12.2018 PKR. 20,000/-; 07.12.2018
Pharmacological Group Macrolides
Type of Form Form 5
Finished product Specification USP
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Pack size & Demanded Price

6’s, 10’s; As per SRO

Approval status of product in Reference
Regulatory Authorities.

Azithromycin 250 mg Capsules. MHRA approved

Me-too status

Azofas 250mg Capsules. Reg. No. 60291

GMP status

The firm was inspected on 07.04.2018 with the following
conclusion:
Overall the firm was operating under good level of CGMP.

Remarks of the Evaluator'™®

The USP has specified Amperometric electrochemical detector
with Dual glassy carbon Electrode. Provide proof of provision off
the same. However, in previous cases, it was claimed that the said
electrode is not a requirement in USP 42. The undersigned does
not have any access to USP 42.

Adjust the weight of API in master formula as per salt factor.

Decision: Approved.

870.| Name and address of manufacturer / | Zafa Pharmaceutical Laboratories (Private) Limited L-1/B
Applicant Block-22 Federal B Industrial Area, Karachi
Brand Name +Dosage Form + Strength | Azid Capsule 500mg
Composition Each capsule contains:
Azithromycin....... 500mg
Diary No. Date of R& | & fee Dy No. 9027: 12.03.2018 PKR 20,000/-: 09.03.2018
Pharmacological Group Macrolide
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per PRC
Approval status of product in Reference | Could not be confirmed
Regulatory Authorities.
Me-too status Cinzit Capsule. Reg. No. 79253
GMP status The firm M/s Zafa Pharmaceutical Laboratories (Private)

Limited L-1/B Block-22 Federal B Industrial Area, Karachi was

issued GMP certificate on the basis of inspection dated

23.05.2018

Remarks of the Evaluator™ e Provide proof of International availability of same dosage
form with same strength and salt form in reference regulatory
authority as defined in 275" meeting of the Registration
Board.

e The USP has specified Amperometric electrochemical
detector with Dual glassy carbon Electrode. Provide proof of
provision of the same. However, in previous cases, it was
claimed that the said electrode is not a requirement in USP
42. The undersigned does not have any access to USP 42.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory

authorities / agencies which were adopted by the Registration Board in its 275" meeting.
871.| Name and address of manufacture / | "M/s Inventor Pharma.

Applicant

Plot No. K/196, S.I.T.E. (SHW) Phase I, Karachi"

Brand Name + Dosage Form and Strength | Azithroin 500mg Tablet

Composition

Each Film Coated Tablet Contains:
Azithromycin.....500mg

Dairy No. date of R &I fee

Form-5 Dy.No.66 (01-01-2019) Rs.20,000/- 31-12-2018

Pharmacological Group

Macrolides

Type of form Form 5
Finished product specifications USP
Pack size and Demand Price As per SRO

Regulatory Authorities

Approval status of product in Reference | Azithromycin 500mg (as monohydrate/dihydrate) Film

Coated Tablets MHRA Approved

Me-too-status

Azithrolide Tablets (Dihydrate) by M/s Heal Pharmaceuticals
(Reg#84234)
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GMP Status

The firm was inspected on 05-07-2018 and conclusion of
inspection was:

Keeping in view the stated conditions and attitude of the firm
towards better compliance, their current GMP is rated as
GOOD.

Remark of the Evaluator ™'

Revise the label claim mentioning the hydrated form of API,
along master formulation mentioning the hydrated form and
revising the weight of API.

Decision: Deferred for revision of label claim of the applied product mentioning the hydrated form
alongwith the submission of master formulation.

872.| Name and address of manufacture /| M/s Jaens Pharmaceutical Industries Pvt Limited.
Applicant 28-km Lahore-Sheikhupura Road, Sheikhupura
Brand Name + Dosage Form and Strength | Azal Eye Drops
Composition Eagh ml contains:
Azithromycin.....1% (10mg)
. Form-5 Dy.No 6348 dated 13-02-2019
Dairy No. date of R &I fee Rs.20,000/- Dated 13-02-2019
Pharmacological Group Macrolide Antibiotic
Type of form Form 5
Finished product specifications
Pack size and Demand Price 5ml; As per SRO
Approval status of product in Reference | Azasite 1% sterile opthalmic solution USFDA approved.
Regulatory Authorities
Me-too-status Kraze Opthalmic solution 10mg/ml by M/s Meidcaids
(Reg#082125)
Firm was inspected on 20-12-2017 and Conclusion of
inspection was:
Based on the areas inspected, the people met and considering
GMP St the findings of inspection M/s Jaens Pharmaceuticals (pvt.)
atus ltd., is operating satisfactory. Overall hygienic condition of
Y perating satisfactory. Overall hygienic condition o
the firm was satisfactory at the time of inspection however,
they were advised to continue improvements in production
and quality control, they agreed.”
Submit revised form 5 as per approved formate (signatory
alongwith some text is missing)
Remark of the Evaluator *' You have not submit master formulation. Submit complete
master formulation
Decision: Deferred for submission of Form 5 as per approved format along with master
formulation.
873.| Name and address of manufacture /| M/s Epharm Laboratories, A-40, Road No. 1, S.I.T.E. Super

Applicant

Highway Industrial Area, North Karachi

Brand Name + Dosage Form and Strength

Azopharm 500mg Tablet

Composition

Each Film Coated Tablet Contains:

Azithromycin (as dihydrate).....500mg

Dairy No. date of R &I fee

Form-5 Dy.No 9081 dated 28-02-2019
Rs.20,000/- Dated 27-02-2019

Pharmacological Group Macrolide
Type of form Form 5
Finished product specifications USP

Pack size and Demand Price As per SRO

Approval status of product in Reference
Regulatory Authorities

Azithromycin 500mg Film Coated Tablets MHRA Approved

Me-too-status

Azithrolide Tablets 500mg by M/s Heal Pharma(R#84234)

GMP Status

The firm was inspected on 01/03/18 and conclusion of
inspection was:
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Based on above observations and keeping in view the attitude
of the management towards the continuous improvements
their current level of compliance was noted as satisfactory

Remark of the Evaluator ™'

Decision: Approved.

874.| Name and address of manufacture /| M/s Epharm Laboratories, A-40, Road No. 1, S.I.T.E. Super

Applicant Highway Industrial Area, North Karachi

Brand Name + Dosage Form and Strength | Azopharm 250mg Tablet

Composition Eagh .Film _ Coated Tablet Contains:
Azithromycin (as dihydrate).....250mg

. Form-5 Dy.No 9080 dated 28-02-2019

Dairy No. date of R & fee Rs.20,000/- Dated 27-02-2019

Pharmacological Group Macrolide

Type of form Form 5

Finished product specifications USP

Pack size and Demand Price As per SRO

Approval status of product in Reference | Azithromycin 250mg Film Coated Tablets MHRA Approved

Regulatory Authorities

Me-too-status Azithrolide Tablets 250mg by M/s Heal Pharmaceuticals
(Reg#84233)

The firm was inspected on 01/03/18 and conclusion of
inspection was:

GMP Status Based on above observations and keeping in view the attitude
of the management towards the continuous improvements
their current level of compliance was noted as satisfactory

Remark of the Evaluator ™'

Decision: Approved.

875.| Name and address of manufacture /| M/s Pearl Pharmaceuticals.

Applicant Plot No. 204, Street No.1, 1-10/3, Islamabad

Brand Name + Dosage Form and Strength | Zatrocin 500mg Tablet

Composition Eagh .film . coated Tablet Contains:
Azithromycin (as Dihydrate)...... 500mg

. Form-5 Dy.No 8532 dated 26-02-2019

Dairy No. date of R &I fee Rs.20,000/- Dated 25-02-2019

Pharmacological Group Macrolide

Type of form Form5

Finished product specifications USP

Pack size and Demand Price 1x10’s; 1x6’s; As per SRO

Approval status of product in Reference | Azithromycin 500mg Film Coated Tablets MHRA Approved

Regulatory Authorities

Me-too-status Azithrolide Tablets 500mg by M/s Heal Pharma(Reg#84234)
The firm was inspected on 23.07.2018 and conclusion of
inspection was;

The firm was found in satisfactory compliance with GMP
guidelines, documents including SOPs, log books were found

GMP St intact and implemented. Although firm was directed to shift

atus - . Y i
all the existing registered products specifications for testing
from in-house to international pharmacopoeias where
applicable, as per drug specifications rules of drug act 1976/
DRAPAct 2012 and make available all the requisites
including columns and certified reference standards.

Remark of the Evaluator ™!

Decision: Approved.

876.| Name and address of manufacture /| M/s Al Fazal Pharmalndustries (Pvt) Ltd., Plot No.20-22;

Applicant

16.5 Km, Sheikhupura Road, Lahore

Brand Name + Dosage Form and Strength

Mizicin Capsule 500mg
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Composition

Each capsule contains:
Azithromycin as dihydrate............... 500mg

Dairy No. date of R &I fee

Dy.No. Duplicate dated 24/08/2017

Rs.20,000/- (Copy attached) dated 24/08/2017

The file was received from section Reg-ll vide letter No.F.1-
11/2019-Reg-II.

Pharmacological Group Antibiotic
Type of form Form 5
Finished product specifications USP

Pack size and Demand Price As per SRO

Regulatory Authorities

Approval status of product in Reference

Could not be confirmed.

Me-too-status

Azithromycin 500mg Capsules M/s Unipharma (Pvt) Ltd.,
Lahore. 071422

GMP Status

Last GMP inspection conducted on 25-10-2017, wherein
overall up gradation condition of firm was satisfactory.

Remark of the Evaluator

Evidence of approval of applied formulation in reference
country is not verified.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities / agencies which were adopted by the Registration Board in its 275" meeting.

877.

Name and address of manufacturer /
Applicant

M/s Metro Pharmaceuticals, Plot # 14, street No. SS-2, National
Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form + Strength

Mezethro 500mgcapsule

Diary No. Date of R& | & fee

Dy. No. 41018 dated 06/12/2018 Fee Rs. 20,000/-

Composition

Each capsule contains:
Azithromycin as dihydrate........ 500mg

Pharmacological Group

Macrolide antibiotic

Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO

Approval Status of Product in

Reference
Regulatory Authorities

Could not be confirmed

Me-too Status

AZOTINE of M/s Nimral Pharma, Islamabad, Reg. No. 68501

GMP Status

Last inspection report dated 22/05/2018, the firm is Operating
with cGMP as of today.

Remarks of the Evaluator.

Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities / agencies which were adopted by the Registration Board in its 275" meeting.

Deferred Cases:

878.

Name and address of manufacturer /
Applicant

Invictus Pharmaceuticals, Plot No. 21, 26, Street No. NS-2,
national Industrial Zone (RCCI) Rawat Rawalpindi

Brand Name +Dosage Form + Strength

Ezocin Capsule 250mg

Composition

Each capsule contains:
Azithromycin as dihydrate...... 250mg

Diary No. Date of R& | & fee

Dy No. 1734: 14.01.2019 PKR 20,000/-: 14.01.2019

Pharmacological Group

Macrolides

Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO

Approval status of product in

Reference Regulatory Authorities.

Azithromycin 250 mg Capsules. MHRA approved

Me-too status

Azofas 250mg Capsules. Reg. No. 60291

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 137




GMP status

The firm has been granted DML on the basis of inspection
13.11.2018 & 17.12.2018.

Remarks of the Evaluator™

The USP has mentioned amperometric electrochemical detector
with dual glassy carbon electrodes for assay/analysis. The firm
submitted that they will purchase the same.

Previous decision

The Board in its 289™ meeting deferred the case for amperometric
electrochemical detector with dual glassy carbon electrodes for
assay/analysis.

Evaluation by PEC

The USP has specified Amperometric electrochemical detector
with Dual glassy carbon Electrode. Provide proof of provision of
the same. However, in previous cases, it was claimed that the said
electrode is not a requirement in USP 42.

The firm submitted that they have purchased amperometric
electrochemical detector with dual glassy carbon electrodes.

Decision: Approved.

Applicant

879.| Name and address of manufacturer / | M/s Igra Pharmaceuticals. Plot No. 02, Street No. S-9, National

Applicant Industrial Zone, Rawat, Islamabad, Pakistan

Brand Name+ Dosage Form + Strength | Zito 250mg Capsule

Composition Each hard gelatin capsule contains:

Azithromycin as Dihydrate...... 250mg

Diary No. Date of R & | & Fee Dy No. 15550: 07.03.2019 Rs. 20,000/-: 06.03.2019

Pharmacological Group Macrolides

Type of Form Form-5

Finished Product Specification USP

Pack Size & Demanded Price 1x6’s, 10’s; as per SRO

Approval Status of product in | Azithromycin 250 mg Capsules. MHRA approved

Reference Regulatory Authorities

Me-too Status Azofas 250mg Capsules. Reg. No. 60291

GMP Status New License

Remarks of the Evaluator™ The USP has mentioned amperometric electrochemical detector
with dual glassy carbon electrodes for assay/analysis. The firm
submitted that they will purchase the said electrode.

Previous decision The board in its 289™ meeting deferred the case for provision of
amperometric electrochemical detector with dual glassy carbon
electrodes for assay/analysis.

Evaluation by PEC The firm again submitted that they will purchase the said
electrode.

Previous decision The board in its 290™ meeting deferred the case for provision of
amperometric electrochemical detector with dual glassy carbon
electrodes for assay/analysis.

Evaluation by PEC The firm requested that they may be granted USP sepcifications or
BP specification.

The USP has specified Amperometric electrochemical detector
with Dual glassy carbon Electrode. Provide proof of provision of
the same. However, in previous cases, it was claimed that the said
electrode is not a requirement in USP 42. The undersigned does
not have any access to USP 42.
Decision: Approved.
880.| Name and address of manufacturer / | M/s Vega Pharmaceuticals (Pvt) Ltd,

Brand Name +Dosage Form + Strength

Azocin 250mg tablet

Diary No. Date of R& | & fee

Duplicate dossier
Dated 29/04/2013 Rs. 20,000 (8000/- + 12000/-)

Composition

Each tablet contains:
Azithromycin as dehydrate....... 250mg

Pharmacological Group

Antibiotic
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Type of Form Form 5

Finished Product Specification USP

Pack Size & Demanded Price Rs. 280/- per 10’s

Approval Status of Product in | MHRA Approved
Reference Regulatory Authorities

Me-too Status Azithrolide tablet of M/s Heal Pharma (Reg. # 084233)

GMP Status Date of inspection gn January, 2019 & 21 March, 2019.Fair level

of cGMP compliance at the time of inspection.

Remarks of the Evaluator.

Decision: Deferred in 261* meeting for:

Commitments as per decision of the Board.
Inspection report

Finished product specifications.

Fee Rs. 8000/- and 12000/- are photocopies.
Approval status in reference countries.

Evaluation by PEC:

Commitments as per decision of the Board are submitted.

Inspection report Submitted.

The product is present in USP. The submitted monograph shows that the firm has applied for Film
Coated tablet as per the reference product while the minutes of 261* meeting the composition is
mentioned as Each Tablet Contains azithromycin as dihydrate...250mg.

The product is approved in MHRA and me too status is confirmed.

Decision: Approved. Fee shall be verified as per procedure adopted in 285™ meeting.
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Case No. 01 Priority Registration of Remdesivir containing drug products
Keeping in view the current outbreak of Covid-19, the Drug Regulatory Authority of Pakistan in
its 84" meeting held on 01* June, 2020 decided as:

1. exercising its power under Rule 26 of Drugs (LRA) Rules amended via SRO 713(1)/2018

dated 8" June, 2018, allowed to submit registration applications on Form 5 / Form 5-A /
Form 5-D instead of Form 5F, for Registration of Remdesivir and Tocilizumab in light of
approvals granted by the reference regulatory authorities and with the following
additional conditions:

The applicants can submit their applications till 31-07-2020 and these applications will be
considered out of queue.

Registration Board shall consider grant of registration under proviso of Rules 29(6) (8) of
the Drug (Licensing, Registration & Advertising) Rules, 1976 and shall follow
precautions / terms & conditions as adopted by the Reference Regulatory Authorities.
The registration holders including those granted registration under Form 5D as a new
drug will submit data of product development and 6 months accelerated and 6 months
real time stability studies data within one year alongwith other data as may be required by
Registration Board. The data will be considered by Registration Board for further

decision.

Following applications are presented before the Registration Board for its consideration:

Lyophilization in the vial)

Applications for “Lyophilized powder for injection” (applied by way of

881.

Name and address of Manufacturer /
Applicant

M/s Nabigasim Industries Pvt Ltd. 17/24, Korangi Industrial
Area, Karachi, Pakistan

Brand Name+DosageForm+Strength

Coriv Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No0.12411; 03-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per PRC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Last inspection dated 05-08-2019 concluded acceptable level
of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

specifications.

e Test for reconstitution has not been | e
included in the finished product

The test for reconstitution has been added in the
Finished Product Specification. The revised
Finished Product Specification is submitted.

o Reference for finished product | e Firm  has  declared  finished  product
specifications shall be submitted. specification’s “As per Innovator’s
specifications”.

Unlike the formulation ingredients
of the reference product of M/s
Gilead Pharma, as revealed in
literature from US FDA & EMA you
have not mentioned any ingredient in
the master formulation for pH
adjustment. Clarification shall be
submitted in this regard.

The ingredient Sodium Hydroxide has been used
for pH adjustment and it was mentioned in the
manufacturing procedure but the ingredient was
overlooked to mention in the Manufacturing
Formulation Ingredient List. The corrected
Master Formulation has been submitted.
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882.| Name and address of Manufacturer / | M/s BF Biosciences Ltd. 5-Km,Sundar Raiwind Road,

Applicant Lahore

Brand Name+DosageForm+Strength | Remidia Lyophillized Powder for Infusion 100mg/Vial

Composition Each Vial Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee Dy No.763 (Dir. PE & R); 28-05-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Innovator’s specifications

Pack Size & Demanded Price MRP Rs. 14,600

TP Rs. 12410 ($ 76.98) per Vial

Approval status of product in

Reference Regulatory Authorities

Me-too status

GMP status Last GMP inspection report conducted on 22-08-2019

recommended renewal of DML.

Remarks of Evaluator:

Observations Firm’s response

o Submit evidence of approval of required | ¢ The facility is licensed to manufacture
manufacturing facility for Lyophilization from liquid & Lyophilized Vials
CLB. manufacturing.

e Submit master formulation for per unit dosage | ¢ Master formulation for per unit dosage
form. form has been submitted.

o Test for pH of reconstituted solution has not | e Revised finished product specification
been  included in  finished  product with inclusion of test for pH has been
specifications. submitted.

o Submitted finished product testing method | ¢ UHPLC is not in list of existing
recommends use of UPLC (Ultra Performance equipment as UHPLC is on order
Liquid  Chromatograph)  equipped  with (Proforma invoice submitted). Ordered
Photodiode Array Detector, for the performance equipment is with PDA (Photo Diode
of Assay test whereas submitted List of array) detector.
equipment of QC does not include UPLC.

o Sample preparation described in the Assay test | ¢ Revised finished product testing method
is for the “Liquid Injection” instead of “Powder has been submitted, wherein description
for injection”. of sample preparation in assay test has

been corrected for powder for injection.

e Reference for proposed finished product | ¢ Firm has referred to “Innovator’s
specifications shall be submitted. specifications

Keeping in view the current outbreak of Covid-19, the Drug Regulatory Authority of Pakistan in its

84™ meeting held on 01 June, 2020 decided as:

» Recommended to the Registration Board under Section 7(c) of DRAP Act, 2012 for
permitting M/s BF Biosciences, Lahore for manufacturing of Remdesivir in already
approved section for biological drugs on campaign manufacturing basis in light of
decision of Appellate Board taken in its 151% sitting held on 16" January, 2019.

» Manufacturing of Remdesivir on campaign basis will also be applicable to other
applicants on the same analogy.

883. | Name and address of Manufacturer / | M/s Bosch Pharmaceuticals (Pvt.) Ltd. Plot No. 209, Sector

Applicant

23, Korangi Indsutrial Area, Karachi, Pakistan

Brand Name+DosageForm+Strength

Remivir Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12483; 03-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form 5D

Finished Product Specification

Innovator’s Specs
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Pack Size & Demanded Price

As Per PRC

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

Last inspection dated 10-04-2020 concluded acceptable level
of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

The dosage form of applied product
shall be clearly declared in Form-5D,
whether it is “Dry powder for

e Firm has submitted photocopy of revised Form 5D,
wherein dosage form has been declared as “Dry
powder for injection (Lyophilized powder).

shall be submitted in this regard.

injection” or “Liquid injectable
solution.”

e Master formulation does not include | ¢ Firm has submitted revised master formulation
water for injection. Clarification wherein “Water for injection” has been added as

diluent along with following statement:
“Water for injection not present
formulation  (to  be  evaporated
lyophilization)

in final
during

Test for reconstitution, pH of
reconstituted solution, water content,
uniformity of dosage have not been
included in the finished product
specifications.

e Firm has submitted revised finished product
specifications, wherein tests for Constituted
solution, pH, water content, uniformity of dosage
have been included. While firm has referred to
their specifications ““as per innovator”.

Note: Acceptance criteria for reconstitution time has

not been declared in the finished product

specifications.

Submitted finished product
specifications declare the limit for
Assay test as 90% - 115%. Scientific
justification shall be submitted for
extending assay limit beyond usual
limit of 110%.

e Limits for Assay test have been changed to 90% -
110% in the revised finished product specifications
submitted by firm.

Finished product testing method
shall be submitted.

e Finished product been

submitted.

testing method has

Justification shall be submitted for
proposed storage condition of “Store
below 25°C™.

¢ Firm has changed the proposed storage condition to
“Store below 30°C” in the revised Form 5D, while
referring to innovator’s product storage instructions.

Justification shall be submitted or
demanded shelf life of 36 months.

e The shelf life of Besivir 100mg is established as
per Innovator Product by Gilead Sciences, Inc.
which is 48 months.

884.

Name and address of Manufacturer /
Applicant

M/s Bosch Pharmaceuticals (Pvt.) Ltd. Bosch House 221-
223, Sector 23, Korangi Industrial Area, Karachi, Pakistan

Brand Name+DosageForm+Strength

Besivir Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No0.12482; 03-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per PRC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Last inspection dated 17-09-2019 concluded acceptable level
of GMP compliance
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Remarks of Evaluator:

Observations

Firm’s response

The dosage form of applied product
shall be clearly declared in Form-5D,
whether it is “Dry powder for

Firm has submitted photocopy of revised Form 5D,
wherein dosage form has been declared as “Dry
powder for injection (Lyophilized powder).

injection” of “Liquid injectable
solution.”

e Master formulation does not include | ¢ Firm has submitted revised master formulation
water for injection. Clarification wherein “Water for injection” has been added as

shall be submitted in this regard.

diluent along with following statement:
“Water for injection not present in
formulation  (to  be  evaporated
lyophilization)

final
during

Test for reconstitution, pH of
reconstituted solution, water content,
uniformity of dosage have not been
included in the finished product
specifications.

Note: Acceptance criteria for reconstitution time has
not been declared in the finished product specifications.

Firm has submitted revised finished product
specifications, wherein tests for Constituted
solution, pH, water content, uniformity of dosage
have been included. While firm has referred to their
specifications “as per innovator”.

Submitted finished product
specifications declare the limit for
Assay test as 90% - 115%. Scientific
justification shall be submitted for
extending assay limit beyond usual
limit of 110%.

Limits for Assay test have been changed to 90% -
110% in the revised finished product specifications
submitted by firm.

Finished product testing method
shall be submitted.

Finished product been

submitted.

testing method has

Justification shall be submitted for
proposed storage condition of “Store
below 25°C”.

Firm has changed the proposed storage condition to
“Store below 30°C” in the revised Form 5D, while
referring to  innovator’s  product storage
instructions.

Justification shall be submitted or
demanded shelf life of 36 months.

The shelf life of Besivir 100mg is established as
per Innovator Product by Gilead Sciences, Inc.
which is 48 months.

885.

Name and address of Manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, Kahuta
Applicant Road, Islamabad

Brand Name+DosageForm+Strength | Biovir IV Injection 100mg

Composition Each Vial Contains:

Remdesivir Lyophillized Powder...100mg

Diary No. Date of R&I & fee

Dy No.12371,; 03-06-2020 ; Rs.20,000

Pharmacological Group

Anti-Viral

Type of Form

Form5

Finished Product Specification

Innovator’s Specs

Pack Size & Demanded Price

As Per DRAP’s Pricing Policy

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

Last inspection dated 18 & 23-04-2019 concluded acceptable
level of GMP compliance
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Remarks of Evaluator:
Observations
e Form-5D shall

Firm’s response
e Firm has submitted differential fee of Rs. 30,000/-

be submitted for

applied formulation along with | vide deposit slip# 1943897 dated 05-06-2020,
differential fee of Rs. 30,000/- whereas again Form 5 has been submitted instead

of Form 5D.
e Submit manufacturing outline specific | « Firm has submitted outline of method of

to the applied product. manufacturing including steps of mixing, solution

preparation, filtration, vial filling & Lyophilization.
Firm has submitted revised raw material
specifications for Remdesivir wherein description has
been changed to “off-white to yellow colored

powder”.

e The submitted raw material testing
method of Remdesivir declares the
description as “white to off-white to
yellow lyophilized powder”.
Clarification shall be submitted for use
of lyophilized API, while the finished
product is itself to be manufactured by
way of Lyophilization.

e Test for reconstitution has not been | o
included in the finished product
specifications.

e Test for water content has not been | e

Firm has submitted revised finished product
specifications, wherein tests for reconstitution
and water content have been included.

Note: Acceptance criteria for reconstitution time

included in  finished  product has not been declared in the finished product
specifications. specifications.
e Reference for finished product | ¢ While firm has referred to their specifications “as

specifications shall be submitted.

o Justification for the acceptance limit | o
between 9.0 — 12.0, for the pH test
shall be submitted.

Bio-Lab’s specifications”.

Firm has submitted revised finished product
specifications wherein limit for test of pH has
been changed to “Between 3.0 & 4.0”

886. M/s The Nextar Pharma Private Limited. Plot No. E-58,
North Western Industrial Zone, Port Qasim, Pakistan
Contract manufacturing by: M/s Bio Labs Pvt Ltd. Plot #

145, Industrial Triangle, Kahuta Road, Islamabad

Name and address of Manufacturer /
Applicant

Brand Name+DosageForm+Strength

Remency IV Injection 100mg

Composition

Each 20ml Contains:
Remdesivir...100mg

Diary No. Date of R&| & fee

Dy No0.12412; 03-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification

Pack Size & Demanded Price As Per DPC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Bio-Lab: Last inspection dated 18 & 23-04-2019 concluded
acceptable level of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

from the applicant.

e Undertaking for resemblance of
brand name has been submitted
from manufacturer i.e., M/s Bio-
Labs, whereas it must be submitted

Undertaking for resemblance of brand name has
been submitted from the applicant.

e Submit  manufacturing
specific to the applied product.

outline

Firm has submitted outline of method of
manufacturing including steps of mixing, solution
preparation, filtration, vial filling & Lyophilization.

e The submitted raw material testing

Firm has submitted revised raw material specifications
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manufactured
Lyophilization.

by  way

method of Remdesivir declares the
description as “white to off-white
to yellow lyophilized powder”.
Clarification shall be submitted for
use of lyophilized API, while the
finished product is itself to be

for Remdesivir wherein description has been changed to
“off-white to yellow colored powder”.

of

specifications.

e Test for reconstitution has not been | o
included in the finished product

Firm has submitted revised finished product
specifications, wherein tests for reconstitution and
water content have been included.

included in finished

specifications.

e Test for water content has not been | o
product

Note: Acceptance criteria for reconstitution time
has not been declared in the finished product
specifications.

e Reference for
specifications shall be submitted.

finished product | e

While firm has referred to their specifications “as
Bio-Lab’s specifications”.

test shall be submitted.

o Justification for the acceptance | e
limit between 9.0 — 12.0, for the pH

Firm has submitted revised finished product
specifications wherein limit for test of pH has been
changed to “Between 3.0 & 4.0”

887.

Name and address of Manufacturer /
Applicant

M/s Focus & Rulz Pharmaceuticals Pvt Ltd. 44-Industrial
Triangle Kahuta Road, Islamabad

Contract manufacturing by: M/s Bio Labs Pvt Ltd. Plot #
145, Industrial Triangle, Kahuta Road, Islamabad

Brand Name+DosageForm+Strength

Desivir Injection 100mg 1V

Composition

Each Vial Contains:
Remdesivir...100mg
Lyophillized Powder

Diary No. Date of R&I & fee

Dy No0.12579; 04-06-2020 ; Rs.100,000

Pharmacological Group Anti-Viral

Type of Form Form 5

Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per PRC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Bio-lab: Last inspection dated 18 & 23-04-2019 concluded
acceptable level of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

submitted from the applicant

e Form-5 has been submitted by the | o
applicant, while Form 5D shall be

The firm has again submitted Form 5, which has
been stamped by M/s Bio-labs.

e Submit  manufacturing
specific to the applied product.

outline | e

Firm has submitted outline of method of
manufacturing including steps of mixing, solution
preparation, filtration, vial filling & Lyophilization.

yellow lyophilized
use of lyophilized API, while
finished product is itself to
manufactured by way
Lyophilization.

e The submitted raw material testing
method of Remdesivir declares the
description as “white to off-white to

powder”.

Clarification shall be submitted for

Firm has submitted revised raw material specifications
for Remdesivir wherein description has been changed
to “off-white to yellow colored powder”.

the
be
of

included

e Test for reconstitution has not been | e
in the finished product

Firm has submitted revised finished product
specifications, wherein tests for reconstitution and
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specifications.

Test for water content has not been
included in  finished product
specifications.

water content have been included.

Note: Acceptance criteria for reconstitution time
has not been declared in the finished product
specifications.

Reference for finished product
specifications shall be submitted.

While firm has referred to their specifications “as
Bio-Lab’s specifications”.

Justification for the acceptance limit
between 9.0 — 12.0, for the pH test
shall be submitted.

Firm has submitted revised finished product
specifications wherein limit for test of pH has been
changed to “Between 3.0 & 4.0”

888.

Name and address of Manufacturer /
Applicant

M/s Bio Mark Pharmaceuticals. Plot No. 527, Sundar
Industrial Estate,Lahore

Contract manufacturing by: M/s Bio Labs Pvt Ltd. Plot #
145, Industrial Triangle, Kahuta Road, Islamabad

Brand Name+DosageForm+Strength

Remdesivir IV Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No.12578; 04-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form5

Finished Product Specification

Innovator’s Specs

Pack Size & Demanded Price

As Per PRC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Bio-lab: Last inspection dated 18 & 23-04-2019 concluded
acceptable level of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

Form-5 has been submitted by the
applicant, while Form 5D shall be
submitted from the applicant

The applicant has submitted Form 5D.

Submit manufacturing outline specific
to the applied product.

Firm has submitted outline of method of
manufacturing including steps of mixing, solution
preparation, filtration, vial  filling &
Lyophilization.

The submitted raw material testing
method of Remdesivir declares the
description as “white to off-white to
yellow lyophilized powder”.
Clarification shall be submitted for use
of lyophilized API, while the finished
product is itself to be manufactured by
way of Lyophilization.

Firm has submitted revised raw material specifications
for Remdesivir wherein description has been changed
to “off-white to yellow colored powder”.

Test for reconstitution has not been
included in the finished product
specifications.

Test for water content has not been

Firm has submitted revised finished product
specifications, wherein tests for reconstitution and
water content have been included.

Note: Acceptance criteria for reconstitution time

included in  finished  product has not been declared in the finished product
specifications. specifications.
Reference  for  finished product | ¢ While firm has referred to their specifications “as

specifications shall be submitted.

Bio-Lab’s specifications”.

Justification for the acceptance limit
between 9.0 — 12.0, for the pH test
shall be submitted.

Firm has submitted revised finished product
specifications wherein limit for test of pH has
been changed to “Between 3.0 & 4.0”
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889.

Name and address of Manufacturer /
Applicant

M/s MTI Medical Pvt. Ltd. 586-587 Sundar Industrial Estate,
Lahore, Pakistan

Brand Name+DosageForm+Strength

Remdevir Lyophilized Injection 100mg/Vial

Composition

EachVial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No.12804, 05-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5
Finished Product Specification MT]I Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Remarks of Evaluator:

Observations

Firm’s response

You have submitted proposed storage condition
for the diluted Remdesivir solution instead of
the applied finished product of Dry powder
injection.

Firm has proposed revised storage
condition as “Store below 25°C protect
from heat, light & moisture”

Submitted master formulation is qualitatively
different from the reference product of M/s
Gilead pharma, since it does not contain any
solubilizing agent for Remdesivir.

Firm has submitted revised master
formulation which is qualitatively similar
to innovator but the quantity of SBECD is
not as per innovator.

Submitted manufacturing method involves
initial mixing of Remdesivir with NaOH only,
which is not in line with the manufacturing
outline of the reference product of M/s Gilead
pharma, as revealed by the literature from US
FDA & EMA.

Firm has submitted revised
manufacturing outline wherein step of
Lyophilization is missing.

Submitted raw material specifications declare
the solubility of Remdesivir in water as “Freely
soluble in water”. Scientific justification shall
be submitted in this regard since available
literature from US FDA & EMA suggest that
Remdesivir is practically insoluble in water.

Solubility in water now mentioned as
insoluble, while no revised document is
submitted for this regard.

Submitted Raw material testing method
describes the standard and sample solution
preparation for “Remifentanil HCI” instead of
“Remdesivir”. Clarification shall be submitted
in this regard.

Remifentanil HCL is typographic
error.We Submitted Remdesivir testing
method instead of Remifentanil HCI

No revised document is submitted for this
regard

Submitted finished product specifications | e Filling weight Range: 110 mg 2%
declare the “filling weight range” as 100mg + | e This is still not rationale considering the
10%. The said fill weight does not suggest innovator’s formulation.

incorporation of any ingredient other than the

API, which is not in line with the reference

product of M/s Gilead pharma, as revealed by

the literature from US FDA & EMA.

The pH range of 9 -12, specified in the finished | e Finish product (PH range: 3...4)
product specifications shall be justified.

Test for reconstitution & water content has not | ¢  Water content limit : Not more than :2%
been included in the submitted finished product | ¢ Test for reconstitution still  not
specifications. mentioned.

Reference for proposed finished product
specifications shall be submitted.

It’s as per innovators specification

e Submitted finished product

testing method

Remifentanil HCL is typographic error.

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 147




“Remifentanil HCI”

describe the standard solution preparation for
instead of “Remdesivir”.
Clarification shall be submitted in this regard.

We  Submitted Remdesivir testing
method instead of Remifentanil HCL

Applicant

890.| Name and address of Manufacturer / M/s Sami Pharmaceuticals Pvt Limited. F-95, S.I.T.E,
Applicant Karachi, Pakistan
Brand Name+DosageForm+Strength Remdes Lyophilized Injection 100mg
Composition Each Vial Contains:
Remdesivir...100mg
Diary No. Date of R&I & fee Dy. No0.12903; 08-06-2020 ; Rs.50,000
Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price N/A
Approval status of product in Reference
Regulatory Authorities
Me-too status
GMP status GMP certificate issued dated: 14-06-2018
Remarks of Evaluator:
Observations Firm’s response
e Form 5D mentions dosage form as | It was typographic error. Corrected form 5D
“Suspension.” submitted
e The submitted finished product specification | Revised specifications with desired test have
does not include tests for water content. been submitted.
o Reference for proposed specifications shall be | Firm has referred to EMA summary for
submitted. compassionate use document.
891.| Name and address of Manufacturer / M/s Hilton Pharmaceuticals, Plot No.13, Sector 15,
Applicant Korangi, Karachi contract manufacturing by M/s
Nabigasim Industries Ltd, 17/24, Korangi Industrial Area,
Korangi Highway, korangi, Karachi
Brand Name+DosageForm+Strength Hildesvir Injection 100mg
Composition Each Vial contains :
Remdesivir ..... 100mg
Diary No. Date of R&I & fee Dy. No0.13034, 08-06-2020 ; Rs.50,000
Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As per SRO
Approval status of product in Reference
Regulatory Authorities
Me-too status
GMP status Nabigasim: Last inspection report dated 02/08/2018
concludes the GMP compliance as good.
Remarks of Evaluator:
892.| Name and address of Manufacturer / M/s Pharm Evo Pvt Ltd, A-29, North West Industrial

Zone, Light Industrial Zone, Port Qasim, Karachi.
contract manufacturing by M/s Nabigasim Industries
Ltd, 17/24, Korangi Industrial Area, Korangi Highway,
korangi, Karachi

Brand Name+DosageForm+Strength

Redvir Injection 100mg

Composition

Each Vial contains :
Remdesivir ..... 100mg

Diary No. Date of R&I & fee

Dy. No0.13035; 08-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As per SRO
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Approval status of product in Reference

Regulatory Authorities

Me-too status

GMP status

Nabigasim: Last inspection report dated 02/08/2018
concludes the GMP compliance as good.

Remarks of Evaluator:

893.

Name and address of Manufacturer /
Applicant

M/s The Searle Company Limited. F-319 S.I.T.E. Karachi,

Pakistan.

Brand Name+DosageForm+Strength

Bemsivir IV Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy. N0.12378; 03-06-2020 ; Rs.100,000

Country of origin

Bangladesh

Market authorization holder

M/s Beximco Pharmaceuticals Ltd., Tongi, Gazipur, Dhaka

Manufacturer

M/s Beximco Pharmaceuticals Itd, 126, Kathaldia, Auchpara,

tongi-1711, Ghazipiur, Bangladesh

Pharmacological Group

Anti-Viral

Type of Form

Form 5A

Finished Product Specification

Manufacturer specification

Pack Size & Demanded Price

As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

DSL

Valid copy of DSL submitted.

Remarks of Evaluator:

Observations

Firm’s response

cyclodextrin 3.3 gm per

this variation.

e The document issued by Director
General DGDA of Bangladesh with
title of “Formulation for manufacture
of Remdesivir Lyophilized powder for
IV injection by M/s Beximco
Pharmaceuticals Ltd., Tongi, Gazipur”
declares the quantity of Sulfobutyl
ether-beta-cyclodextrin as 10.0gm per
vial, whereas the Batch formula
submitted by manufacturer declares
the quantity of Sulfobutyl ether-beta-

vial.

Clarification shall be submitted for

Previous quantity of this excipient is 10g/vial but the
manufacturer has revised the Formulation to use the
optimum quantity. Actual quantity of this excipients is
3.3gm per vial which is mentioned in Batch formula
(Submitted with the dossier).

overage.

compensate manufacturing loss.

e Submitted batch formula declares 2% | e 2% overage has been added in the formulation to
overage of Remdesivir. Justification
shall be submitted for incorporating

40°C/75%RH.

e Submitted raw material specifications
declares the storage condition as 2 —
8°C. Justification shall be submitted in
this regard since the literature of
reference product of Gilead Pharma,
available from EMA declares the
performance of drug substance
stability —at  30°C/75%RH

&

The API used for manufacturing Beximco’s Remdesivir
Injection has storage condition of 2-8°C. This is also
mentioned in the COA of the API supplier. Firm
submitted during personal representation that the API is
stable even at 30°C, but the API manufacturer had set
precautionary storage condition of 2 — 8°C
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e Test for degradation products &
Uniformity of dosage units have not
been included n finished product
specifications.

Test of Related Substances is a part of routine testing of
API. However, test of related substance and uniformity
of Dosage unit will be included in revised Finished
product specification.

e Submitted stability protocol does not
include test for degradation products.
Justification shall be submitted in this
regard.

Degradation product test will be included in the stability
protocol once the method is developed.

e Justification shall be submitted for
proposed shelf life of two years.

e Since innovator is also claiming one-year shelf life
therefore please grant us shelf life as per innovator
product.

o Reference for proposed finished
product  specifications shall be
submitted.

The reference for Finished Product is In-house since the
molecule and product is not included any
Pharmacopoeia yet.

e Original legalized COPP / Free Sale
Certificate shall be submitted.

Legalization is in process.
Will submit to your good office once received.

e Original legalized GMP certificate
shall be submitted.

Legalization is in process.
Will submit to your good office once received.

e Original notarized Letter  of
authorization shall be submitted.

Legalization is in process.

e The submitted GMP certificates for
the manufacturer issued by various
reference agencies does not endorse
the GMP status of the required
manufacturing facility i.e.,
“Lyophilized Vial Injectable”, hence
justification shall be submitted for
consideration of your request to waive
off the facility inspection in light of
“Policy for inspections of
Manufacturer abroad”.

Various products / sections of Beximco Pharmaceuticals
Limited (126 Kathaldia, Auchpara, Tongi 1711
Gazipur, Dhaka, Bangladesh) are already approved (See
Annexure — 5) by Stringent Regulatory Authorities:

e Germany

TGA Australia
WHO

GCC

Malta

FDA

Health Canada
On the basis of above inspection report/GMP
Certificates, we would request you to waive off facility
inspection in current pandemic situation as per rule 29
(8) of Drug Act, 1976.

894.

Name and address of Manufacturer / | M/s OBS Healthcare Pvt Limited. Plot No. 10 & 25, Sector 20,
Applicant Korangi Indsutrial Area, Karachi,-74900
Brand Name+DosageForm+Strength | Ninavir IV Infusion 100mg
Composition EachVial Contains:
Remdesivir...100mg
Country of origin Bangladesh
Market authorization holder M/s Incepta Pharmaceuticals Limited., 40, Shahid Tajuddin

Ahmed Sarani, Tejgaon I/A, Dhaka 208, Bangladesh

Manufacturer M/s Incepta Pharmaceuticals Limited.

Dewan Idris Road, Bara Rangamatia, Zirabo, Ashulia, Savar,
Dhaka-1341, Bangladesh

Drug Sale License Valid copy of DSL submitted

Diary No. Date of R&I & fee Dy N0.12807; 05-06-2020 ; Rs.100,000
Pharmacological Group Anti-Viral

Type of Form Form 5A

Finished Product Specification N/A

Pack Size & Demanded Price MRP: Rs.25,000/01 Vial Per Pack

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status --
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Remarks of Evaluator:

Observations Firm’s response

e Original Form 5A shall be submitted, since | ¢ Submitted.
photocopy ha sheen submitted.

e Submitted raw material specifications declares | e The revised specification of Raw material

the solubility of Remdesivir as “Sparingly is submitted declaring it soluble in
soluble in water” whereas the literature from US methanol and insoluble in water

FDA and EMA for the reference product of | ¢ The clarification from manufacturer is
Gilead pharma, declares the solubility of also submitted declaring it typographical
Remdesivir as “Practically insoluble ion water”. error.

Justification shall be submitted in this regard.

e Test for degradation products & Uniformity of |e The degradation products (Related
dosage units have not been included in finished substances) testing and uniformity of
product specifications. dosage units have been included in
finished product specifications.

e The revised Finished product specification
is enclosed.

e Submitted stability protocol does not include

Revised stability protocol is enclosed

test for degradation products. Justification shall after the addition of degradation product
be submitted in this regard. (Related substances) testing.

e Justification shall be submitted for proposed | The shelf life in Bangladesh is one year. One
shelf life of two years. year shelf life will be claimed in Pakistan

also. The revised original Form 5A is
enclosed with clarification of manufacturer.

e Reference for proposed finished product | e The product has “in-house finished
specifications shall be submitted. product specifications” as the product is
not included in any pharmacopeia.

e Original legalized COPP / Free Sale Certificate | ¢ The COPP is under issuance process. The
shall be submitted. undertaking from the manufacturer and
OBS healthcare is enclosed.

e Original legalized GMP certificate shall be | ¢ The legalization of GMP is under process.

submitted. The undertaking from the manufacturer
and OBS healthcare is enclosed.
Original notarized Letter of authorization shall be e The undertakings are enclosed in this
submitted. regard.
895.| Name and address of Manufacturer / | M/s A.J. Mirza Pharma (Pvt.) Ltd. 1% floor, Shafi court, Civil
Applicant lines Karachi
Brand Name+DosageForm+Strength | Cipremi 100mg Injection
Composition Each lyophilized Vial contains :
Remdesivir ..... 100mg
Country of Origin India
Manufacturer M/s Cipla Ltd. Plot No. m-61, M-62 & M-63, Verna
Industrial Estate, Verna-Goa, India
DSL --
Diary No. Date of R&I & fee Dy. N0.12996; 08-06-2020 ; Rs.50,000
Pharmacological Group Anti-Viral
Type of Form Form 5A
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

Remarks of Evaluator:

Observations Firm’s response
Submitted master formula declares Remdesvir for Injection 100 mg/ vial contains
Quantity of Remdesivir = 105 mg about 5% Overfill to accommodate displacement
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label
contains

per vial, whereas submitted
claim is  “Each vial
Remdesivir=100 mg”.

volume of powder when reconstituted with 19
mL Water for Injection. The 5% is overfill is
necessary to obtain the labelled 5 mg/mL
Remdesivir concentration in the reconstituted
solution when reconstituted with 19 mL of sterile
water for injection. The proposed overfill and
reconstitution instructions are is same as Gilead
product.

Test for reconstitution time and Uniformity of
dosage units have not been included in
finished product specifications

Firm has submitted revised finished product
specifications with desired test.

Justification shall be submitted for proposed
shelf life of 24 months since no product
development and stability data has been
submitted in the dossier

We would like to inform Agency that, Cipla has
undertaken a significant initiative through
collaboration and licensed Remdesivir for
manufacturing and marketing in 127 countries
including India from Gilead Sciences Inc.
(Address: 333 Lakeside Drive, Foster city,
California 9440, USA) for making this drug
accessible to needy patients fighting this Covid-
19 pandemic. As part of the licensing
arrangement Gilead has shared the Tech Pack of
Remdesivir development and manufacturing
processes with Cipla for both APl and
formulation.

The proposed shelf life for the Cipla’s product is
based on the stability of product assessed by
Gilead. The stability program has been designed
to establish the stability profile of Remdesivir for
injection,100mg, in support of an appropriate
storage condition and shelf-life. The stability
assessment of Remdesivir for injection was
conducted at the long-term storage condition of
30°C/75% RH and at the accelerated condition
of 40 °C/75% RH. Stability data for all batches
of Remdesivir for injection, tested under formal
stability studies following the principles outlined
in the ICH Q1A Stability Testing of New Drug
Substances and Products, met the acceptance
criteria for all attributes tested following long-
term storage at 30 °C/75% RH for up to 36
months, and accelerated storage at 40 °C/75%
RH for up to 6 months.

Reference for proposed finished product
specifications shall be submitted

Cipla’s Remdesvir for Injection 100 mg/ vial is
set similar to the Innovator Gilead’s drug
product specification.

Valid copy of DSL of the applicant shall be
submitted

Valid copy of DSL submitted.

Original legalized COPP/Free Sale | Commitment letter for submission of legalized
Certificate from relevant regulatory | COPP

authority ~ of country of origin shall be

submitted

Original legalized GMP Certificate of the | WHO GMP of FP mfg. site (Cipla Goa unit IX)

manufacturer shall be submitted

is enclosed as along with Commitment letter for
submission of legalized GMP

Original notarized Letter of
authorization shall be submitted

We have supply and distribution agreement in
place between Cipla Ltd. India and AJM
Pharma Pvt. Ltd. Pakistan.
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1. Applications for “Dry Powder Injection” (applied by way of using ready to fill

dry powder for injection)

896.

Name and address of Manufacturer /
Applicant

M/s Horizon Healthcare (Pvt) Ltd. Plot No.35-A, Small
Industrial Estate, Taxila, Pakistan

Brand Name+DosageForm+Strength

Remvir for Injection 100mg

Composition

Each vial contains:
Remdesivir Lyophilized Sterile powder ...... 100mg

Diary No. Date of R&I & fee

Dy. N0.9971; 05-05-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Manufacturer’s Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Emergency use authorization granted by USFDA

Me-too status

GMP status

The firm was inspected on 25.06.2018 with the following
conclusion:

Keeping in view the above facts, detailed visit of establishment
and supporting documents provided by the management and
verification of rectification of plan/action with reference to
previous shortcomings identified and company has shown
good response and rectified the problems

Remarks of Evaluator:

Observations

Firm’s response

The composition table declares the
content of applied product as
“Remdesivir Lyophilized Sterile
powder = 3100mg/vial”, while the
section 4 of Form 5D mentions
following against the strength:

“Each vial contains: Remdesivir
lyophilized sterile powder .....
100mg”. Clarification shall be

submitted in this regard.

e M/S Horizon Pharma use Remdesivir Lyophilized
Sterile powder as ready to fill powder in which
Remdesivir active drug substance is 3-4% remaining
contents weight contains SBECD which is 96-97%.

e Inform 5D section 4 shows label claim that is:
Each vial contain Remdesivir Lyophilized Powder eg. to
Remdesivir...... 100mg

Submitted specifications for the
Remdesivir drug substance declares
the limit for Assay test as 90.0% -
110%. Justification  shall  be
submitted for this wide range for
Assay test.

e M)/S Horizon use Remdesivir lyophilized ready to fill
powder the given assay limit is according to supplier
assay limit .Typographic mistake is corrected
"Remdesivir" drug substance with "Remdesivir
Lyohpilized powder"and assay limit is provided for
Remdesivir Lyophilized Powder. COA of material
provided by supplier is attached herewith as
evidence.

e The submitted COA of “Remdesivir Lyophilized
powder” from API manufacturer declares the Assay
limits as NLT 2.9& NMT 3.5 of labelled amount of
T611

Submitted specifications declare the
solubility ~ for  Remdesivir  as
“Practically soluble in water”,
whereas the literature from US FDA
and EMA for the reference product
of Gilead pharma, declares the
solubility  of  Remdesivir  as
“Practically insoluble ion water”.
Justification shall be submitted in
this regard.

M/S Horizon use Remdesivir lyophilized ready to fill
powder that is soluble in water. Typographic mistake is
corrected after replacing "Remdesivir" drug substance
with "Remdesivir Lyohpilized powder". Specifications
for the material are attached as evidence.

The lit rature from US FDA and

e M/S Horizon use Remdesivir lyophilized ready to fill
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EMA for the reference product
Gilead pharma, declares content
Sulfobutylether-f-cyclodextrin

of
of

sodium (SBECD) as s lubilizing
agent, but you have not provided any

such detail
dossier.

for SBECD in the

powder. Manufacturer COA are attached here as
evidence that SBECD is used as solubilizing agent.
The submitted COA of “Remdesivir Lyophilized
powder” from API manufacturer does not declare the
content of SBECD

e Test for reconstitution and pH

of

reconstituted solution have not been
included in the finished product

specifications.

Test for reconstitution and PH of reconstituted
solution have been included in the finished product
specifications.

Acceptable limit for reconstitution time has not been
mentioned.

e Reference for

proposed finished

M/S Horizon use Remdesivir lyophilized ready to fill

product specifications shall be powder. Finished product specifications are same as
submitted. supplier specifications.
897.| Name and address of Manufacturer / | M/s Vision Pharmaceuticals. Plot # 22,23, Industrial Triangle,

Applicant

Kahuta Road, Islamabad

Brand Name+DosageForm+Strength

Viso-Rem for Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No0.12409; 03-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Vision’s Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

GMP certificate issued on basis of inspection conducted on 26-
1-2018.

Remarks of Evaluator:

Observations

Firm’s response

e The submitted master
Clarification shall be

form or as a pre-mix.

formulation
mentions Remdesivir = 100mg only.
submitted
whether the API will be used in pure

e The API will be used as ready to fill lyophilized
powder. Updated details are described below
i. Lyophilized powder containing 3.23%w/w of

Remdesivir
(Lyophilized  powder  will  also  contain
Sulfobutylether-p-cyclodextrin ~ sodium  salt

(SBECD) USP-NF as solubilizing agent and HCI
or NaoH for pH adjustment)

ii. Pr posed Qty. er Vial = 3.095gm Eg. to
100mg Remedesivir

e The literature from US FDA and EMA

for the reference product of Gilead
of
Sulfobutylether-f-cyclodextrin sodium
(SBECD) as solubilizing agent, but
you have not provided any such

pharma,  declares  content

details or SBECD in the dossier.

e Firm has submitted updated master formulation
wherein details of SBECD have described as
below:

“Lyophilized powder

Remdesivir”

(Lyophilized powder will also contain Sulfobutylether-

B-cyclodextrin sodium salt (SBECD) USP-NF as

containing 3.23%w/w  of

solubilizing agent and HCI or NaoH for pH
adjustment)
e Submitted fi ished product | ¢ Firm has submitted revised raw material

specifications declare the acceptance
limit for assay test of Remdesivir as
be

99-110%. Clarification shall

submitted in this regard.

specifications:

“Lyophilized powder containing 3.23%w/w of
Remdesivir”
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Test for appearance, identification,
reconstitution, pH of reconstituted
solution, uniformity of dosage units,
sterility, bacterial endotoxins and
particulate matter. Finished product
testing method has not been
submitted.

Firm has submitted revised finished product
specifications wherein test for reconstitution time
has still not been included.

Finished product testing method has been
submitted, wherein mobile has been used as
diluent for sample & standard solution preparation
while the chromatographic conditions mention the
gradient of two different solutions over 60 minutes
as mobile phase.

In contrary to the reference product of
M/s Gilead pharma which is produced
by way of Lyophilization in the glass
vials (as evident from available
literature by US FDA & EMA), you
have used the ready to fill powder of
Remdesivir for the production of
Remdesivir  injection.  Scientific
justification shall be submitted that
with aforementioned variation in
method of manufacturing from the
reference product how applied product
could be considered as
“Pharmaceutical equivalent” to the
reference product.

In Viso-Rem 100mg for injection, similar
composition formulation has been followed for the
lyophilized powder as used by the Innovator.

The manufacturing of lyophilized powder is being

carried out under aseptic condition that
subsequently filled into the vials also under
aspectic condition and in amount which

corresponds to the labeled quantity.

Therefore, we can say that our product is
pharmaceutically equivalent to that of Gilead
Pharma

898.

Name and address of Manufacturer /
Applicant

M/s Welwrd Pharmaceuticals. Plot # 3, Block A, Phase I-l1I,

Industrial Estate Hattar, KPK

Brand Name-+DosageForm+Strength

Remdi-Wrd Injection 5mg/ml

Composition

Each Vial Contains:
Remdesivir ...... 100mg

Diary No. Date of R&I & fee

Dy. No.12474, 03-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Conclusion: During the inspection, dated 12-11-2018 M/ s
Welwrd are considered to be operating at satisfactory level of

GMP.

Remarks of Evaluator:

Observations

Firm’s response

Firm has submitted application on
Form 5 instead of Form 5D.

Submitted Form 5 has not been signed
by any authorized person.

The dosage form of applied product
shall be clearly declared in Form-5D,
whether it is “Dry powder for
injection” or “Liquid injectable
solution.”

Undertaking of Form 5 has not been
signed by any authorized person.

e Firm has submitted revised Form 5D.
e The dosage form of applied product has now been
declared in Form-5D, as “Dry powder injection”

The literature from US FDA and EMA
for the reference product of Gilead
pharma, d clares content o

e Firm has submitted updated composition wherein
details of SBECD have described as below:
“Remdesivir lyophilized ready to fill powder*”
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Sulfobutylether-f-cyclodext in
sodium (SBECD) as solubilizing
agent, but ou have not provided
ny such details for SBECD in the
dossier.

*Lyophilized ready to powder containing 100mg

Remdesivir,
odium as solubilizing agent.

3300 mg Betadex Sulfobut | ether

Test for reconstitution, pH of
reconstituted solution, water content,
uniformity of dosage units & bacterial
endotoxins have not been included in
the finished product specifications.

Firm has submitted revised finished product
specifications wherein, pH of reconstituted
solution, water content & bacterial endotoxins
have been included

While test for reconstitution & uniformity of
dosage units have still not been included in the
finished product specifications.

Reference for proposed finished | o
product  specification shall  be
submitted.

Firm has mentioned in revised finished product
specifications that “Product complies with
Innovator’s specifications.”

The Assay test in the submitted
finished product testing method
describes the use of water as diluent
for standard preparation, whereas as
per available literature from US FDA
& EMA, Remdesivir is insoluble in
water. Justification shall be submitted
in this regard.

Firm has submitted revised finished product
testing method which now describes the use of
Mobile phase (0.1% TFA in water) as diluent for
standard & sample solution preparation.

In contrary to the reference product of
M/s Gilead pharma which is produced
by way of Lyophilization in the glass
vials, you have used the ready to fill
powder of Remdesivir for the
production of Remdesivir injection.
Scientific  justification shall be
submitted that with aforementioned
variation in method of manufacturing
from the reference product how
applied product could be considered as
“Pharmaceutical equivalent” to the
reference product.

The submitted master formulation
mentions Remdesivir = 100mg only.
Clarification shall be submitted
whether the API will be used in pure
form or as a pre-mix.

Firm has submitted updated composition wherein
details of API have been described as below:

“Remdesivir lyophilized ready to fill powder*”

*Lyophilized ready to powder containing 100mg
Remdesivir, 3300 mg Betadex Sulfobutyl ether
sodium as solubilizing agent.

Quantity per vial = 3400mg

899.

Name and address of Manufacturer /
Applicant

M/s OBS Pakistan Private Limited. C-14, S.I.T.E, Karachi,
Pakistan contract manufacturing by M/s Radiant Pharma Pvt
Ltd, 43-E Sunder Industrial Estate, Lahore

Brand Name+DosageForm+Strength

Remvid Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12580; 04-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form 5D

Finished Product Specification

Manufacturer’s specifications

Pack Size & Demanded Price

As Per DPC

Approval status of product in
Reference Regulatory Authorities
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Me-too status

GMP status

Conclusion: Last inspection dated 09-03-2018 grant of dry
powder injection sections to M/s Radiant Pharma Lahore

Remarks of Evaluator:

Observations

Firm’s reply

Firm has submitted application on Form 5
instead of Form 5D.

Form 5D Submitted

Submitted master formulation declares the
guantity of Remdesivir per vial as 105mg,
whereas applied label claim is “Each wvial
contains Remdesivir = 100 mg”. Clarification
shall be submitted for this variation.

In submitted master formulation actual
quantity of REMDESIVIR is100mg per
vial, 105mg is typing mistake.

The submitted master formulation mentions
Remdesivir = 105mg per vial only. Clarification
shall be submitted whether the API will be used
in pure form or as a pre-mix.

As mention in point 2 actual quantity of
REMDESIVIR IS 100mg per vial. It is in
premixed form Lyophilized powder for
injection. i.e. REMDESIVIR is equivalent to

100mg per vial (100% assay adjustment)
without solubilizing agent, after water
contents and assay adjustment etc.

The literature from US FDA and EMA for the

reference product of Gilead pharma, declares

content of  Sulfobutylether-B-cyclodextrin

sodium (SBECD) as s lubilizing agent, but

you have not provided any such details for
BECD in the do sier.

Test for reconst tution, pH of reconstituted
solution, water con ent have not been included
in the finished product specifications.

Reference for proposed finished  roduct
s ecifications shall be submitted.

Justification shall be submitted for applying g
UV spectrophotometric method instead of
HPLC method for the Assay test of finished
product.

In contrary to the reference product of M/s
Gilead pharma which is produced by way of
Lyophilization in the glass vials, you have used
the ready to fill powder of Remdesivir for the
production of Remdesivir injection. Scientific
justification shall be submitted that with
aforementioned variation in  method of
manufacturing from the reference product how
applied product could be considered as
“Pharmaceutical equivalent” to the reference
product.

The submitted master formulation mentions
Remdesivir = 100mg per vial only. Clarification
shall be submitted whether the API will be used
in pure form or as a pre-mix.

900.

Name and address of Manufacturer / | M/s Pharmasol (Pvt) Ltd. Plot No. 549, Sundar Industrial
Applicant Estate, Raiwind Road, Lahore

Brand Name+DosageForm+Strength | Remdisol Injection 100mg

Composition Each Vial Contains:

Remdesivir Lyophillized Powder for Infusion...100mg

Diary No. Date of R&I & fee

Dy N0.12585; 04-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Minutes of 295" Meeting of Registration Board (8-11 June, 2020) | 157




Type of Form Form 5D

Finished Product Specification Pharmasol’s Specs

Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status Last inspection dated 08-07-2019 & 25-07-2019 concluded
that M/s Pharmasol, Lahore was operating at satisfactory level
of GMP compliance.

Remarks of Evaluator:

Observations

Firm’s response

o Justification shall be submitted for proposed
storage condition of “Store below 25°C”.

Remdisol 100mg injection  containing
Remdesivir Lyophilized Powder for injection
100 mg, to be stored below 30°C (below
86°F) until required for use.

e Submit master formulation for per unit
dosage form.

Following master formulation is submitted:
Each Vial Contains

Remdesivir lyophilized powder (3.24% wi/w)
=3.1gram

[Remdesivir = 100mg + Sulfobutylether-i3-
cyclodextrin sodium salt (SBECD)= 3.0g ].

e Submitted raw material specifications
declare the assay limit as 99.0 to 102.0%.
Clarification shall be submitted whether the
API intended to be used in formulation will
be in pure form or as a pre-mix.

API1 will be premix and revised specifications
have been submitted.

e The Assay test in the submitted raw material
testing method describes the use of water as
diluent for standard preparation, whereas as
per available literature from US FDA &
EMA, Remdesivir is insoluble in water.
Justification shall be submitted in this
regard.

Acetonitrile will be used as a Diluent

o Tests for sterility and bacterial endotoxins
have not been included in raw material
specifications.

Sterility Test & Bacterial Endotoxins are
incorporated.  Revised Raw  material
specification

e Tests for reconstitution, pH of reconstituted
solution, water content & bacterial endotoxin
have not been included in the finished
product specifications.

Finished product specifications have been
revised for desired tests. Limit for
reconstitution time has not been identified.

o Reference for proposed finished product
specifications shall be submitted.

Manufacturer’s Specifications

e Submitted finished product specifications
declare the Average weight of contents of 20
vials equal to 100 mg. Justification shall be
submitted in this regard.

Average weight of contents of 20 Vials =
3.1g + 2% (3038mg — 3162mgQ)

e The Assay test in the submitted finished
product testing method describes the use of
water as diluent for standard solution
preparation, whereas as per available
literature from US FDA & EMA,
Remdesivir is  insoluble in  water.
Justification shall be submitted in this
regard.

Acetonitrile will be used as a Diluent

e In contrary to the reference product of M/s
Gilead pharma which is produced by way of

As per definition of Pharmaceutical
Equivalent,
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Lyophilization in the glass vials, you have
used the ready to fill powder of Remdesivir
for the production of Remdesivir injection.
Scientific justification shall be submitted
that with aforementioned variation in
method of manufacturing from the reference
product how applied product could be
considered as “Pharmaceutical equivalent”

It is identical to reference product in term of
dosage forms, route(s) of administration,
amount of the active drug ingredient, i.e., the
same salt or ester of the same therapeutic
moiety.

Raw Material Composition [Remdesivir (as
API) + Sulfobutylether-R-cyclodextrin
sodium salt (As excipient to enhance drug

to the reference product.

solubility)] is similar to that of the Reference
Product.

e Further as far as the manufacturing method
(using Ready to fill lyophilized powder) is
concerned, it can be referred to other Products
(ready to fill lyophilized powders) e.g.
Acyclovir, Vancomycin HCI, Omeprazole
sodium, Pantoprazole Sodium, Esomeprazole
Sodium etc.

e The literature from US FDA and EMA for | e

the reference product of Gilead pharma,
of Sulfobutylet er-p-
(SBECD) as

de lares content
cyclo extrin  sodium
solubilizing agent, but you
provided any such details fo
in the dossier.

Remdesivir lyophilized powder 3.24% wi/w
will be used that contains.

Remdesivir (as API) = 100mg

Sulfobutylether-R-cyclodextrin

sodium salt (As excipient to enhance
drug solubility)= 3.0g
Further drug solubility aspect will be ensured by
finish product testing (Test for Completeness &
clarity of reconstituted Solution).

have not
SBECD

901.

Name and address of Manufacturer /
Applicant

M/s Tabros Pharma Pwvt Ltd. L-20/B,Sector-22, Federal B
Industrial Area, Karachi

Brand Name-+DosageForm+Strength

Remz IV Injection 100mg

Composition

Each Vial Contains:
Remdesivir...100mg
Lyophillized Powder

Diary No. Date of R&I & fee

Dy No0.12656; 04-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Tabros Specs
Pack Size & Demanded Price As Per DPC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Conclusion: “On the basis of current inspection it was
observed that the firm rectified all observations noted during
last GMP Inspection.”

07/02/18
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Remarks of Evaluator:

Observations

Firm’s response

e Original Form 5 D shall be submitted,
whereas firm has submitted photocopy.

Original Form 5D submitted. (not received in
R&I till 5" of june 2020)

e You have submitted storage conditions for
reconstituted  solution, while storage
condition for applied finished
pharmaceutical product shall be submitted.

Firm has proposed following storage condition
now:

“Store Remdesivir for injection, 100mg vials
below 30°C until required for use.

e Proposed shelf life of 2 years shall be
justified since the document available from
MHRA of UK has declared shelf life as 12
months with storage condition of 2 — 8°C,
while any reference for shelf life is not
available form US FDA.

Firm has referred to “Summary for
compassionate use” wherein shelf life of 51
months have been assigned at the storage
condition “Store below 30°C”, based upon the
available stability data.

e Submitted master formulation declares the
content of Remdesivir Lyophilized powder
per vial = 100mg. Clarification shall be
submitted whether the API will be used in
pure form or as a pre-mix.

Firm has submitted revised master formula,
wherein target for quantity of Remdesivir
Iyophilized per vial has been declared as
3.077gm base upon the potency of API in the
lyophilized powder.

e Tests for reconstitution, water content &
bacterial endotoxin have not been included
in the finished product specifications.

Firm has submitted revised finished product
specifications wherein tests for reconstitution,
water content & bacterial endotoxin have been
included.

Note: Acceptance criteria for reconstitution
time has not been declared in the finished
product specifications.

o Reference for proposed finished product
specifications shall be submitted.

Firm has submitted that EMA assessment report
(Summary for compassionate use) is used for
the  preparation of  finished  product
specifications

e Submitted finished product testing method
recommends use of UHPLC-MS/MS for
the performance of Assay test whereas
submitted List of equipment of QC does
not include UHPLC-MS/MS.

The product will be tested from outsource. In
the meanwhile we will try to develop and
validate the method on HPLC.

e In contrary to the reference product of M/s
Gilead pharma which is produced by way
of Lyophilization in the glass vials, you
have used the ready to fill powder of
Remdesivir  for the production of
Remdesivir injection. Scientific
justification shall be submitted that with
aforementioned variation in method of
manufacturing from the reference product
how applied product could be considered
as “Pharmaceutical equivalent” to the
reference product.

We do not have lyophilization facility therefore
we use ready to fill lyophilized powder for the
production of Remdesivir injection, which is
manufactured as per innovator.

e The literature from US FDA and EMA for
the reference product of Gilead pharma,
declares content of Sulfobutylether-f-
cyclodextrin  sodium  (SBECD) as
solubilizing agent, but you have not
provided any such details for SBECD in
the submitted dossier.

Our API manufacturer is producing Remdesivir
using  Sulfobutyl-B-cyclodextrin ~ sod um
(SBECD) as per Gilead Pharma (as mentioned
in USFDA & EMA literature)

902.

Name and address of Manufacturer /
Applicant

M/s English Pharmaceuticals Industries. Link Kattar Bund
Road, Thokar Niaz Baig, Multan Road, Lahore

Brand Name+DosageForm+Strength

Codesvir Infusion 100mg
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Composition Each 20ml Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee Dy N0.12663; 04-06-2020 ; Rs.20,000
Pharmacological Group Anti-Viral

Type of Form Form 5

Finished Product Specification Innovator’s Specs

Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status Certificate of GMP Issued on 16-01-2018.

Remarks of Evaluator:

Observations

Form-5D shall be submitted for applied formulation along with differential fee of Rs. 30,000/-
Form 5 declares the Dosage form of applied product as “Infusion”, whereas submitted
composition and manufacturing method describe the applied formulation as “Dry powder for
injection”. Clarification shall be submitted in this regard.

You have submitted storage conditions for diluted Remdesivir solution for infusion, while
storage condition for applied finished pharmaceutical product shall be submitted.

Proposed shelf life of 2 years shall be justified since the document available from MHRA of UK
has declared shelf life as 12 months with storage condition of 2 — 8°C, while any reference for
shelf life is not available form US FDA.

The Type of packaging in Form 5 has been declared as under:

“Each 20ml of lyophilized powder for solution for infusion contains 100 mg of Remdesivir in
clear glass vial”

Clarification shall be submitted for the term “Each 20ml of lyophilized powder” against the
applied dosage form.

Submitted master formulation declares the content of Remdesivir Sterile (Lyophilized powder)
per vial = 100mg. Clarification shall be submitted whether the API will be used in pure form or
as a pre-mix.

Submitted master formulation declares 5% overage of Remdesivir. Scientific justification shall
be submitted for incorporation of 5% overage.

The literature from US FDA and EMA for the reference product of Gilead pharma, declares
content of Sulfobutylether-B-cyclodextrin sodium (SBECD) as solubilizing agent, but you have
not provided any such details for SBECD in the submitted dossier.

Test for reconstitution has not been included in finished product specifications.

Test of “Loss on Drying” has been included instead of test of “Water content” in finished
product specifications.

Submitted Finished product analytical procedure mentions the test of Dissolution with following
statement:

“Comply with the requirements for monographs of British Pharmacopoeia in the dissolution test
for infusion, Appendix XII B1”. Finally it states to “Calculate the total content of Metformin
hydrochloride in the medium.”

Justification shall be submitted for above cited content of finished product testing method

Submitted finished product specifications declare the Average filled weight equal to 100 mg,
while the submitted Raw material specification for Remdesivir declare the Assay limits as “NLT
3 & NMT 3.5 % w/w”. Justification shall be submitted for the Average filled weight equal to
100 mg for finished drug product when Assay limits for the API are between 3 — 3.5% wi/w.

In contrary to the reference product of M/s Gilead pharma which is produced by way of
Lyophilization in the glass vials, you have used the ready to fill powder of Remdesivir for the
production of Remdesivir injection. Scientific justification shall be submitted that with
aforementioned variation in method of manufacturing from the reference product how applied
product could be considered as “Pharmaceutical equivalent” to the reference product.

Firm has submitted Stability study report for the applied product i.e., Codesvir Infusion, wherein
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results for 24 months long term stability studies and 06 months accelerated stability studies for
three batches have also been reported, while the manufacturing date for three batches has been

mentioned as under:
TRI-001: 04-2017
TRI-002: 06-2017
TRI-003: 08-2017

Justify the above cited stability study report along with relevant analytical & performance record

for the said stability studies.

903.

Name and address of Manufacturer / | M/s Wenovo Pharmaceuticals. Plot # 31& 32 Punjab Small
Applicant Industrial Estate Taxila Pakistan

Brand Name+DosageForm+Strength | Wemeda Injection 5mg/ml

Composition Each Vial Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12478; 03-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form 5D

Finished Product Specification

Innovator’s Specs

Pack Size & Demanded Price

As Per SRO

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

Recommendations: Last panel inspection dated 30-9-2018 &
29-10-2018 recommends grant of GMP certificate

Remarks of Evaluator:

Observations

Firm’s response

Firm has submitted application on Form 5
instead of Form 5D.

The dosage form of applied product shall be
clearly declared in Form-5D, whether it is
“Dry powder for injection” or “Liquid
injectable solution.”

Undertaking of Form 5 has not been signed
by any authorized person.

Firm has submitted Form 5D.

Dosage form of applied product in revised
Form-5D, has been declared as “Dry powder
injection”

The literature from US FDA and EMA for
the reference product of Gilead pharma,
declares content of Sulfobutylether-p-
cyclodextrin sodium (SBECD) as
solubilizing agent, but you have not provided
any such details for SBECD in the dossier.

Firm has submitted updated composition
wherein details of SBECD have described as
below:

“Remdesivir lyophilized ready to fill powder*”
*Lyophilized ready to powder containing 100mg
Remdesivir, 3300 mg Betadex Sulfobutyl ether
sodium as solubilizing agent.

Test for reconstitution, pH of reconstituted
solution, water content, uniformity of dosage
units & bacterial endotoxins have not been
included in the finished  product
specifications.

Firm has submitted revised finished product
specifications wherein, pH of reconstituted

solution, water content & bacterial
endotoxins have been included
While test for reconstitution time &

uniformity of dosage units have still not
been included in the finished product
specifications.

Reference for proposed finished product
specification shall be submitted.

Firm has mentioned in revised finished
product  specifications that  “Product
complies with Innovator’s specifications.”

The Assay test in the submitted finished
product testing method describes the use of
water as diluent for standard preparation,
whereas as per available literature from US
FDA & EMA, Remdesivir is insoluble in

Firm has submitted revised finished product
testing method which now describes the use
of Mobile phase (0.1% TFA in water) as
diluent for standard & sample solution
preparation.
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water. Justification shall be submitted in this
regard.

In contrary to the reference product of M/s
Gilead pharma which is produced by way of
Lyophilization in the glass vials, you have
used the ready to fill powder of Remdesivir
for the production of Remdesivir injection.
Scientific justification shall be submitted that
with aforementioned variation in method of
manufacturing from the reference product
how applied product could be considered as
“Pharmaceutical equivalent” to the reference

mixX.

product.
e The submitted master formulation mentions | e Firm has submitted updated composition
Remdesivir = 100mg per vial only. wherein details of API have been described

Clarification shall be submitted whether the
API will be used in pure form or as a pre-

as below:

“Remdesivir lyophilized ready to fill powder*”

o *Lyophilized ready to powder containing
100mg Remdesivir, 3300mg Betadex
Sulfobutyl ether sodium as solubilizing
agent.

e Quantity per vial = 3400mg

904.

Name and address of Manufacturer /
Applicant

M/s Whnsfield Pharmaceuticals.Plot # 122, Block A, Phase V,
Hattar Industrial Estate, Hattar

Brand Name+DosageForm+Strength

Ramyr Dry Powder Injection 100mg

Composition

Each Vial (20ml) Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12660; 04-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per SRO
Approval status of product in

Reference Regulatory Authorities

Me-too status

GMP status Conclusion:

“As per observations made, facilities of production and quality
control inspected, technical staff employed and keeping in
view the overall CGMP compliance status of the firm, the
panel unanimously recommend the renewal of DML no.
000610 by way of formulation granted to M/s Whnsfield
Pharma Hattar.”

18-01-2018.

Remarks of Evaluator:

Observations

Firm’s response

e Test for reconstitution, water
content, uniformity of dosage
units & bacterial endotoxins have
not been included in the finished
product specifications.

e Firm has submitted revised finished product
specifications wherein, pH of reconstituted solution,
water content & bacterial endotoxins have been
included

o While test for reconstitution time & uniformity of
dosage units have still not been included in the finished
product specifications.

o Reference for proposed finished
product specification shall be
submitted.

e Firm has mentioned in revised finished product
specifications that “Product complies with Innovator’s
specifications.”

e The Assay test in the submitted

e Firm has submitted revised finished product testing
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finished product testing method method which now describes the use of Mobile phase
describes the use of water as (0.1% TFA in water) as diluent for standard & sample
diluent for standard preparation, solution preparation.

whereas as per available literature
from US FDA & EMA,
Remdesivir is insoluble in water.
Justification shall be submitted in
this regard.

In contrary to the reference | --
product of M/s Gilead pharma
which is produced by way of
Lyophilization in the glass vials,
you have used the ready to fill
powder of Remdesivir for the
production of Remdesivir
injection. Scientific justification
shall be submitted that with
aforementioned  variation in
method of manufacturing from
the reference product how
applied  product could be
considered as ‘Pharmaceutical
equivalent” to the reference
product.

905.

Name and address of Manufacturer /

M/s Genix Pharma Pvt Ltd. 44,45-B, Korangi Creek Road,

Applicant Karachi, 75190, Pakistan
Brand Name+DosageForm+Strength | Remvir for Injection 100mg
Composition Each Vial Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12413; 03-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Manufacturer Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Last inspection dated 10-04-2019 concluded acceptable level
of GMP compliance

Remarks of Evaluator:

Observations

Firm’s response

The submitted covering letter mentions
subject as “Application for registration
of a drug containing (Teicoplanin) on
Form 5D for local manufacture.
Clarification shall be submitted in this
regard.

Due to typographical error, correction is attached.

You have mentioned Pharmacological
group for applied drug as “Antibiotic” in
Form 5. Justification shall be submitted
in this regard.

Due to typographical error, correction is attached as
Antiviral

Evidence of approval of required
manufacturing facility from Licensing
Division shall be submitted.

e Firm has submitted copy of section approval
letter issued by Secretary CLB for “Dry Powder
Injectable (General)”.

The submitted master formulation
mentions Remdesivir = 100mg only.

e APl used as premix equivalent to 100 mg of
Remdesivir. Master formula attached wherein
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Clarification shall be submitted whether
the API will be used in pure form or as a
pre-mix.

Quantity of Remdesivir lyophilized powder per
vial is mentioned equal to 3.077gm with a note
that fill weight may vary according to potency of
API.

According to the literature of reference product
minimum fill weight shall be 3100mg (100mg
Remdesivcir+3000mg SBECD)

e Submitted finished product
specifications declare acceptance limit
for Assay as “Not less than 3 and Not
more than 3.5”. Clarification shall be
submitted in this regard.

Revised finished product specifications have been
submitted wherein Assay limit has been declared
as “90%-110%" of labeled amount

e Test for reconstitution, pH of
reconstituted solution, water content,
uniformity of dosage have not been
included in the finished product
specifications.

Firm has submitted revised finished product
testing method wherein test for water content and
reconstitution time are still not included.

o Reference for proposed finished product
specifications shall be submitted.

As per US or EMA guidelines

e The literature from USFDA and EMA
for the reference product of Gilead
pharma, declares content of Sulfobutyl
ether-R-cyclodextrin sodium (SBECD)
as solubilizing agent, but you have not
provided any such details for SBECD in
the dossier.

COA of Remdesivir Lyophilized power ready to
fill for injection is attached.

e In contrary to the reference product of
M/s Gilead pharma which is produced
by way of Lyophilization in the glass
vials, you have used the ready to fill
powder of Remdesivir for the production
of Remdesivir injection. Scientific
justification shall be submitted that with
aforementioned variation in method of
manufacturing from the reference
product how applied product could be
considered as “Pharmaceutical
equivalent” to the reference product.

COA of Remdesivir Lyophilized power ready to
fill for injection is attached and filling process
under goes through aseptic filling

906.

Name and address of Manufacturer / | M/s Weather Folds Pharmaceuticals. Plot # 69, Phase-II,
Applicant Industrial Estate, Hattar
Brand Name+DosageForm+Strength | Remida Injection 5mg/mi
Composition Each ml Contains:
Remdesivir...5mg
Diary No. Date of R&I & fee Dy No0.11859; 28-05-2020 ; Rs.50,000
Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in | Emergency use authorization granted by USFDA

Reference Regulatory Authorities

Me-too status -

GMP status Last inspection report of M/s Weather folds dated

20/02/2019, recommends the grant of GMP certificate.

Remarks of Evaluator:

Observations

Firm’s response

o The submitted fee challan specifies application for | e Firm has submitted revised Form 5D, but it
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export purpose, while the submitted application is
for local use. Clarification is required in this
regard.

Specify the exact dosage form, whether liquid
injection of lyophilized powder for injection.
Evidence of approval of requisite manufacturing
facility / section from Licensing Division DRAP,
since the applied label claim is “each wvial
contains” while the evidence of liquid (vial)
section is not provided.

Justify the application on Form 5, since the
product is not yet registered in Pakistan.

Justify the applied formulation in ampoule, since
Emergency Use Authorization by USFDA, EMA
and MHRA is only granted for vials.

Justify the use of Ilyophilized powder
manufacturing of liquid injection.
Remdesivir is practically water insoluble drug,
justify how the solubility of API is ensured in the
formulation.

Provide exact fill volume of the finished drug.
Method of manufacturing needs to be provided in
line with the submitted master formulation. The
method of manufacturing specifies dry powder
filling, while the master formulation is of liquid
injection.

Finished product specification are for “powder for
injection” while the applied product in the master
formulation is liquid injection.

Justify how the standard solution of Remdesivir
API (a practically water insoluble drug) will be
prepared using DI water.

Provide details of container closure system.
Reference for proposed finished product
specifications needs to be submitted.

for

is not signed by the authorised person.

e Firm has declared the applied dosage form
as “Dry Powder Injection’ in the revised
form.

e Firm has submitted copy of section
approval letter for “Dry Powder Injection”
section.

e Firm has revised the container closure to
vial in revised Form.

e Firm has submitted revised master
formulation declaring the incorporation of
“Remdesivir lyophilised ready to fill
powder along with along with content of
SBECD.

e Manufacturing outline for dry powder
filling has been submitted.

907.

Name and address of Manufacturer /
Applicant

M/s Pharmevo Private Limited. Plot # A-29, North Western
Industrial Zone, Port Qasim, Karachi

Contract manufacturing by: M/s Genix Pharma Pvt Ltd.
44,45-B, Korangi Creek Road, Karachi, 75190, Pakistan

Brand Name+DosageForm+Strength

Resvir Injection 100mg

Composition

Each Vial Contains:

Remdesivir Powder Concentrate for
Injection/Infusion......... 100mg

Diary No. Date of R&I & fee Dy No0.12767; 05-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification N/A

Pack Size & Demanded Price As Per PRC

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Genix:Last inspection dated 10-04-2019 concluded acceptable
level of GMP compliance

Remarks of Evaluator:

Observations

e Original Form 5 D shall be submitted, whereas firm has submitted photocopy.
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Finished product specifications have been submitted from M/s Genix Pharma from the product
Remvir Injection, while the applied product is Resvir Injection 100 mg. Clarification shall be
submitted in this regard.

Submitted finished product specifications declare the storage condition of finished product as
“Store at 25°C”. Justification shall be submit din this regard.

Evidence of approval of required manufacturing facility from Licensing Division shall be
submitted.

The submitted master formulation mentions Remdesivir = 100mg only. Clarification shall be
submitted whether the API will be used in pure form or as a pre-mix.

Submitted finished product specifications declare acceptance limit for Assay as “Not less than 3
and Not more than 3.5”. Clarification shall be submitted in this regard.

Test for reconstitution, pH of reconstituted solution, water content, uniformity of dosage have
not been included in the finished product specifications.

Reference for proposed finished product specifications shall be submitted.

The literature from US FDA and EMA for the reference product of Gilead pharma, declares
content of Sulfobutylether-p-cyclodextrin sodium (SBECD) as solubilizing agent, but you have
not provided any such details for SBECD in the dossier.

In contrary to the reference product of M/s Gilead pharma which is produced by way of
Lyophilization in the glass vials, you have used the ready to fill powder of Remdesivir for the
production of Remdesivir injection. Scientific justification shall be submitted that with
aforementioned variation in method of manufacturing from the reference product how applied
product could be considered as ‘“Pharmaceutical equivalent” to the reference product.

908.| Name and address of Manufacturer / | M/s Winbrains Research Laboratories. Plot No. 69/1, Block B,
Applicant Phase I-11, Industrial Estate, Hattar, Pakistan
Brand Name+DosageForm+Strength | Remdiza Injection 100mg
Composition EachVial Contains:

Remdesivir...100mg
Diary No. Date of R&I & fee Dy No0.12807; 05-06-2020 ; Rs.100,000
Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As per SRO
Approval status of product in
Reference Regulatory Authorities
Me-too status
GMP status --
Remarks of Evaluator:

Observations

e Form 5D has not been signed by any authorized person.

e Reference for proposed finished product specifications shall be submitted.

e Test for reconstitution, water content, uniformity of dosage units & bacterial endotoxin test has
not been included in the submitted finished product specifications.

e The Assay test in the submitted finished product testing method describes the use of water as
diluent for the preparation of standard solution, whereas literature available from US FDA &
EMA declare Remdesivir as practically insoluble in water. Justification shall be submitted in
this regard.

e In contrary to the reference product of M/s Gilead Pharma which is produced by way of
Lyophilization in the glass vials, you have used ready to fill powder of Remdesivir for the
production of Remdesivir injection. Scientific justification shall be submitted that with
aforementioned variation in method of manufacturing from the reference product, how applied
could be considered as ‘“Pharmaceutical equivalent” to the reference product.

909. | Name and address of Manufacturer/ | M/s CCL Pharmaceuticals Pvt Ltd. 62 Industrial Estate,Kot

Applicant Lakhpat,Lahore

Contract manufacturing By: M/s Vision Pharmaceuticals.
Plot # 22,23, Industrial Triangle, Kahuta Road, Islamabad

Brand Name+DosageForm+Strength | Remi Lyophilized Powder for Injection 1200mg
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Composition

EachVial Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12915; 08-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification

Vision’s Specs

Pack Size & Demanded Price

As per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status

Vision Pharma; GMP Certificate issued on 08.05.2018.

Remarks of Evaluator:

Observations

Firm’s response

e Form 5D has not been signed by any
authorized person.

Submitted

e Proposed master formulation mentions use
of USP type-II glass vials whereas reference
product has used USP Type | glass vial.
Justification shall be submitted in this
regard.

Mistakenly, the Vial type of REMDESIVIR is
mentioned as USP Type Il in the master
formulation however the correct one is USP Type
I. We undertake that we will use Clear glass vial
of USP Type |, according to reference product.

e Submitted finished product specifications
declare the acceptance limit for assay test of
Remdesivir as 99-110%. Clarification shall
be submitted in this regard.

Refer to your finding regarding finished product
specification, where previously acceptance limit
was declared as 99-110% , we undertake that the
Assay Content limit for Remdesivir in finished
product will be 90-110% of labeled claim i.e.,
90mg-110mg/20ml vial.

o Reference for proposed finished product
specifications shall be submitted.

Gilead pharma which is produced by way of
Lyophilization in the glass vials (as evident
from available literature by US FDA &
EMA), you have used the ready to fill
powder of Remdesivir for the production of
Remdesivir injection. Scientific justification
shall be submitted that with aforementioned
variation in method of manufacturing from
the reference product how applied product
could be considered as ‘Pharmaceutical
equivalent” to the reference product.

e Finished product testing method shall be | Submitted
submitted.
e In contrary to the reference product of M/s | Reference to your observation regarding

equivalent study of Remi 100mg lyophilized
powder for, We will perform the comparative
study of “Remi 100mg Lyophilized powder for
Injection” against the reference product of M/S.
Gilead Pharma, and submit the report to justify
that both products are Pharmaceutically
Equivalent.

910. | Name and address of Manufacturer / | M/s Neutro Pharma Pvt Ltd, 9.5-Km, Sheikhupura Road,
Applicant Lahore.
Brand Name+DosageForm+Strength | Medvir-19 100mg Injection
Composition Each Vial contains :

Remdesivir .

.... 100mg

Diary No. Date of R&I & fee

Dy. N0.13037; 08-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification

Innovator’s Specs

Pack Size & Demanded Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status
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GMP status

GMP certificate issued dated: 11-07-2019. GMP certificate does
not include the required section.

Remarks of Evaluator:

Observations

Firm’s response

You have submitted proposed storage
condition as “Store at 20°C 25°C,
Justification shall be submitted in this regard
since the literature available from US FDA &
EMA for the reference product of M/s Gilead
Pharma, recommends storage condition as
“Store below 30°C.”

We had submitted storage condition at “20 — 25
°C for Medvir-19 injection 100 mg. As per
reference product literature storage conditions
are below 30°C. Although 20 — 25 °C is also
below 30 °C but we shell change it according to
reference product literature i.e. below 30 °C

Submitted finished product specifications
declare the “Average weight/ glass vial” as
105mg/vial. The said weight does not suggest
incorporation of any ingredient other than the
API, which is not in line with the reference
product of M/s Gilead pharma, as revealed by
the literature from US FDA & EMA.

Average weight 105 mg/vial is a typographic
mistake. As according to COA of API the
theoretical weight/ vial should be 3.125 gm. As
the assay of API is 3.24% w/w (ODS) by HPLC
(Assay Limit 3.0 - 3.5% wi/w)

You have submitted section approval letter for
“General Lyophilization Section”, whereas
your applied formulation is for “Dry powder
Injection by way of filling ready to fill
powder.” Evidence of approval of required
facility of “Dry powder filling” in “General
Lyophilization Section” shall be submitted.

Feeling jubilant by informing you that in our
approved general lypholization area we have
both facilities.

1- Pre lypholized powder filling

2- Liquid filling by way of lypholization.

Along this we already have taken approval of
products for both type of manufacturing
methods.

The submitted finished product specification
does not include tests for reconstitution time.

According to the literature of reference product
of M/s Gilead Pharma,

¢ Immediately shake the vial for 30 seconds.
 Allow the contents of the vial to settle for 2 to 3
minutes. A clear solution should result.

« If the contents of the vial are not completely
dissolved, shake the vial again for 30 seconds
and allow the contents to settle for 2 to 3
minutes. Repeat this procedure as necessary until
the contents of the vial are completely dissolved.
* Following reconstitution, each vial contains 100
mg/20mL (5mg/mL) of Remdesivir solution.

Finished product analytical procedure
describes preparation of sample solution by
using “25 mg of test sample”, instead of the
reconstituted solution. Clarification shall be
submitted in this regard.

This is typographic mistake; According to
finished product analytical procedure preparation
of sample solution we have taken reconstituted
sample eq. to 25 mg of Remdesvir according to
testing method sent us by LEE Pharma.

(Testing Method is attached as reference)

Submitted COA from APl manufacturer i.e.,
M.s Lee Pharma, India for “Remdesivir
Lyophilized Powder” does not make any
declaration  about the  contents  of
Sulfobutylether--cyclodextrin - sodium  salt
(SBECD).

Declaration letter of M/s Lee Pharma regarding
SBECD is Attached

Submitted COA from API manufacturer i.e.,
M.s Lee Pharma, India is for “Remdesivir
Lyophilized Powder”, while the submitted
raw material analytical procedure & Stability
data is for Remdesivir pure API. Clarification
shall be submitted in this regard.

Note: REMDESIVIR lyophilized powder for
injection is ready to fill ,no change in
formulation stability study of raw material is
similar to that of finished product .so vendor
stability data for REMDESIVIR lyophilized
powder for injection is justifiable to that of
finished product Medvir-19 powder for Injection
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Stability further more we shell ask the
manufacturer to provide us stability data of
Lyophilized powder of Remdesvir if any.

We are also undertaking to submit the stability
data of our initial commercial batches at
accelerated and real time studies.

e The literature from US FDA and EMA for the

reference product of Gilead pharma, declares
content of Sulfobutylether- -cyclodextrin
sodium (SBECD) as solubilizing agent, but
you have not provided any such details for
SBECD in the dossier.

The attached declaration letter of Lee Pharma
India declared that they manufactured Remdesvir
Lyophilized powder by using the Sulfobutlye
ether- Beta cyclodextrin sodium salt as inactive
in there process.
(Letter Attached)

e In contrary to the reference product of M/s

Gilead Pharma which is produced by way of
Lyophilization in the glass vials, you have
used ready to fill powder of Remdesivir for
the production of Remdesivir injection.
Scientific justification shall be submitted that
with aforementioned variation in method of
manufacturing from the reference product,
how applied could be considered as
“Pharmaceutical equivalent” to the reference

Lee Pharma Claimed Lyophilized powder for
Injection is similar to that of reference product of
M/s Gilead Pharma As the API and solubilizing
ingredient SBECD is the same for Both Pharma.

The only difference is that Gilead Pharm is
manufacturing it in small glass vial while Lee
Pharma is manufacturing it in Bulk as the final
product of both Pharma are similar having same
pharmacological effects and they are
therapeutically equivalent, on the basis of these

product.

grounds
Pharmaceutical equivalents.

these are also consider as

911.

Name and address of Manufacturer / | M/s Radiant Pharma Pvt Ltd, 43-E Sunder Industrial Estate,
Applicant Lahore.

Brand Name+DosageForm+Strength Medvir-19 100mg Injection

Composition Each Vial contains :

Remdesivir ..

... 100mg

Diary No. Date of R&I & fee

Dy. N0.13037; 08-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form 5D

Finished Product Specification

Innovator’s Specs

Pack Size & Demanded Price

As per SRO

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

GMP certificate issued dated: 11-07-2019. GMP certificate
does not include the required section.

Remarks of Evaluator:

Observations

Firm’s response

You have submitted proposed storage condition
as “Store at 20°C - 25°C, Justification shall be
submitted in this regard since the literature
available from US FDA & EMA for the
reference product of M/s Gilead Pharma,
recommends storage condition as “Store below
30°C.”

We have corrected storage conditions below
30C

The submitted composition and master formula
annexure declares the label claim as under:
“Each vial contains:

Remdesivir (Lyophilized water for injection) =
100mg”.

Clarification shall be submitted in this regard.

We have corrected composition as

Each Vial Contains:

Remdesivir (Lyophilized powder for injection
) 100mg

Submitted finished product specifications declare
the “Average weight/ glass vial” as 100mg/vial.
The said weight does not suggest incorporation

We have corrected average weight/ glass vial
as 3.086 g, in which 100mg is Remdesivir and
remaining 2.986 g is SBECD

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

1170




of any ingredient other than the API, which is
not in line with the reference product of M/s
Gilead pharma, as revealed by the literature from
US FDA & EMA.

Finished product analytical procedure describes
preparation of sample solution by using ‘“25 mg
of test sample”, instead of the reconstituted
solution. Clarification shall be submitted in this
regard.

We have made correction in finished product
analytical procedure take 25 mg from
reconstituted vial

Submitted COA from API manufacturer i.e., M.s
Lee Pharma, India for “Remdesivir Lyophilized
Powder” does not make any declaration about
the contents of Sulfobutylether-f-cyclodextrin
sodium salt (SBECD).

Declaration letter is submitted, indicating
SBECD.

Submitted COA from API manufacturer i.e., M.s
Lee Pharma, India 1s for “Remdesivir
Lyophilized Powder”, while the submitted raw
material analytical procedure & Stability data is
for Remdesivir pure API. Clarification shall be
submitted in this regard.

In submitted raw material COA from Lee
Pharma Remdesivir is 3.24%, Declaration
letter show other is SBECD

Same case in stability is covered.

The literature from US FDA and EMA for the

reference product of Gilead phar a, declares

content f  Sulfobutylether-B-cyclodextrin

sodium (SBECD) as solubi iz ng agent, but

you have not provided any such details for
BECD in the dossier.

e Lee Pharma will provide Lyophilized
powder for injection similar to that of
reference product of Gilead Pharma.
SBECD will be same as in Gilead Pharma
, mention in Declaration letter.

¢ Radiant Pharma now have add SBECD in
the composition of dossier.

In contrary to the reference product of M/s
Gilead Pharma which is produced by way of
Lyophilization in the glass vials, you have used
ready to fill powder of Remdesivir for the
production of Remdesivir injection. Scientific
justification shall be submitted that with
aforementioned  variation in  method of
manufacturing from the reference product, how
applied could be considered as “Pharmaceutical
equivalent” to the reference product.

We will perform Comparative Study our
product comparative to INNOVATOR
PRODUCT.
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Applications for “Liquid Injection”

912.

Name and address of Manufacturer /

M/s Allmed Pvt Ltd. Plot No. 590, Sundar Industrial Estate,

Applicant Lahore, Pakistan
Brand Name+Dosage Form+Strength | Remvir concentrated solution for Infusion 100mg
Composition Each vial contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy. N0.9970; 05-05-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Manufacturer’s specifications
Pack Size & Demanded Price As Per SRO

Approval
Reference Regulatory Authorities

status of product in

Emergency use authorization granted by USFDA

Me-too status

Last inspection dated 01-01-2020 concluded GMP compliant

GMP status
status.
Remarks of Evaluator:
Observations Firm’s response
o Evidence of approval of required | e Firm has submitted copy of section approval
manufacturing facility of “Liquid letter for “Injection Ampoule (general) &

Injectable Vial (general) small volume
parenteral section” shall be submitted.

Injection vial (general antibiotic) in the name of
M/s Evergreen Pharmaceuticals, Lahore dated
27-01-2010 issued by Secretary CLB.

A copy of letter dated 26-03-2011 issued by
Deputy Drug Controller (L&A) for the change
of company name from “M/s Evergreen
Pharmaceuticals Pvt. Ltd” to “M/s Allmed
(Pvt.) Ltd.”

Copy of letter for “Approval of revised lay out
plan” dated 06™ February, 2020 issued by
Assistant Director (Lic) has been submitted
including  “Injectable (Vial) (SVP/LVP)
(general) section (Revised).

Proposed shelf life of 2 years shall be
justified with storage condition of (-25
to -10°C).

Storage conditions have been revised to 2-8°C as
per innovator product.

Submitted raw material specifications of
Remdesivir declare the solubility for
Remdesivir as “slightly soluble in
water”, whereas the literature from US
FDA and EMA for the reference
product of Gilead pharma, declares the
solubility of Remdesivir as “Practically
insoluble in water”. Justification shall
be submitted in this regard.

raw material
declare the
“practically

Firm has submitted revised
specifications of Remdesivir
solubility for Remdesivir as
insoluble in water”

Submitted raw material specifications of

Remdesivir  declare  the  storage
condition as  “Store at -20°C
temperature”. Justification shall be

submitted in this regard.

Firm has submitted revised raw material
specifications wherein storage condition has
been changed to “Store at room temperature”

Evidence of availability of cold room
facility with temperature range of (-25
to -10°C) at raw material store, in-
process quarantine and finished goods
store, must be submitted.

Storage conditions for finished product has
been revised to 2-8°C.

Moreover firm has referred to following
observation from the GMP inspection report
dated 12-11-2018 under the section of “Raw
Material Store”:

“It had a refrigerator for storage of products at
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2-8°C

specifications shall be submitted.

o Reference for proposed finished product | e

Firm has referred to USP general chapters
<1>,<1151> & ICH QG6A guidelines as well as

innovator’s specification.

913.

Name and address of Manufacturer /
Applicant

M/s Horizon Healthcare (Pvt) Ltd. Plot No.35-A, Small
Industrial Estate, Taxila, Pakistan

Brand Name+DosageForm+Strength

Remvir Injection 5mg/ml

Composition

Each 20ml Vial Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee

Dy No.11267; 18-05-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Manufacturer’s Specs
Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Emergency use authorization granted by USFDA

Me-too status

GMP status

The firm (M/s walt danzey) was inspected on 25.06.2018 with
the following conclusion

Keeping in view the above facts, detailed visit of
establishment and supporting documents provided by the
management and verification of rectification of plan/action
with reference to previous shortcomings identified and
company has shown good response and rectified the problems

Remarks of Evaluator:

Observation

e Evidence of approval of required manufacturing facility of “Liquid Injectable Vial (general)

section” shall be submitted.

Proposed shelf life of 2 years shall be justified since the document available from MHRA of
UK has declared shelf life as 12 months with storage condition of 2 — 8°C, while any reference
for shelf life is not available for m US FDA

Submitted manufacturing outline mentions the step of terminal sterilization while the available
literature from EMA for the reference product of Gilead Pharma states that the finished
product, when exposed to a typical autoclaving cycle of 121 °C for 30 minutes, results in
significant degradation of Remdesivir. Justification shall be submitted in this regard.
Submitted manufacturing outlines describe the “Ampoule filling” step, whereas applied dosage
form is liquid injectable vial. Clarification shall be submitted in this regard.

Evidence of availability of cold room facility at both in-process quarantine and finished goods
store, must be submitted.

Details must be submitted for proposed storage condition of API.

Reference for proposed finished product specifications shall be submitted.

Decision:

914.

Name and address of Manufacturer /
Applicant

M/s BF Biosciences Ltd. 5-Km,Sundar Raiwind Road,
Lahore

Brand Name+DosageForm+Strength

Remidia Liquid Solution for Infusion 20ml

Composition

Each Vial Contains:
Remdesivir....... 100mg

Diary No. Date of R&I & fee

Dy. No.762 (Dir. PE & R); 28-05-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral

Type of Form

Form 5D

Finished Product Specification

Innovator’s specifications

Pack Size & Demanded Price

MRP Rs. 14,600
TP Rs. 12410 ($ 76.98) per Vial

Approval status of product in
Reference Regulatory Authorities

Me-too status
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GMP status

Last GMP inspection report conducted on 22-08-2019
recommended renewal of DML.

Remarks of Evaluator:

Observations

Firm’s response

Submit evidence of approval of required
manufacturing facility for Liquid Injectable
Vial from CLB.

Submit master formulation for per unit
dosage form.

Proposed shelf life of 18 months shall be
justified since the document available from
MHRA of UK has declared shelf life as 12
months with storage condition of 2 — 8°C,
while any reference for shelf life is not
available for m US FDA

Test for pH of solution has not been
included in finished product specifications.
Submitted finished product testing method
recommends use of UPLC (Ultra
Performance  Liquid  Chromatograph)
equipped with Photodiode Array Detector,
for the performance of Assay test whereas
submitted List of equipment of QC does not
include UPLC.

Submitted finished product specification
does not include test of identification.
Evidence of availability of cold room
facility at both in-process quarantine and
finished goods store, must be submitted.
Details must be submitted for proposed
storage condition of API.

Reference for proposed finished product
specifications shall be submitted.

The facility is licensed to manufacture
liquid and Lyophilized Vials
manufacturing.

Master formulation for per unit dosage form
has been submitted.

Firm has submitted that “Based on the
linear regression analysis of the long-term
stability data at 5 °C, a shelf-life of 18
months at the recommended long-term
storage condition of “Store at 2-8 °C” is
justified”

Revised finished product specification with
inclusion of test for pH has been submitted.
UHPLC is not in list of existing equipment
as UHPLC is on order (copy of LC
attached). Ordered equipment is with PDA (
Photo Diode array ) detector.

Revised finished product specification with
Identification through Chromatographic
retention Time has been submitted.

Firm has submitted copy of inspection
report conducted on 24-06-2019 by Area
FID Lahore, for confirmation of storage &
cold storage facility, wherein the said
facility has been “recommended” with
following remarks:

“The company has cold chain system in
place from import of raw & finished
products ensuring the finished product
remains within the temperature range till it
reaches the patient.”

Firm has referred to following statement:

“The stability data support a retest period of 48
months at the recommended long-term storage
condition of “Store below 30 °C” and in the
recommended packaging configuration.”

Firm has referred to “Innovator’s

specifications.

Keeping in view the current outbreak of Covid-19, the Drug Regulatory Authority of Pakistan in its
84™ meeting held on 01 June, 2020 decided as:
» Recommended to the Registration Board under Section 7(c) of DRAP Act, 2012 for permitting

M/s BF Biosciences, Lahore for manufacturing of Remdesivir in already approved section for
biological drugs on campaign manufacturing basis in light of decision of Appellate Board taken in
its 151% sitting held on 16™ January, 2019.

» Manufacturing of Remdesivir on campaign basis will also be applicable to other applicants on the

same analogy.

915.

Name and address of Manufacturer /

M/s Vision Pharmaceuticals. Plot # 22,23, Industrial Triangle,

Applicant Kahuta Road, Islamabad
Brand Name+DosageForm+Strength | Remedy Solution for Injection 100mg/20mi
Composition Each Vial (20ml) Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12410; 03-06-2020 ; Rs.50,000

Pharmacological Group

Anti-Viral
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Type of Form Form 5D
Finished Product Specification Vision’s Specs
Pack Size & Demanded Price As Per SRO

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

GMP certificate issued on the basis of inspection conducted
on 26-01-2018.

Remarks of Evaluator:

Observations

Firm’s response

Proposed shelf life of 2 years shall
be justified since the document
available from MHRA of UK has
declared shelf life as 12 months with
storage condition of 2 — 8°C, while
any reference for shelf life is not
available form US FDA.

o After reviewing the referred Data of Remdesivir, it
has been concluded that the shelf life of the solution
is 12 months with storage condition of 2-8°C.

Submitted master  formulation
declares the content of Remdesivir
per vial = 5mg. Clarification shall be
submitted in this regard.

Mistakenly, the content of REMDESIVIR is mentioned
as 5mg per vial in the master formulation however the
correct content per vial is 100mg. Revised master
formulation has been submitted.

Test for appearance, identification,
sterility, bacterial endotoxins,
particulate matter and volume in
container have not been included in
finished product specifications.

e Revised finished product specifications have been
submitted  wherein  Test for  appearance,
identification, sterility, bacterial endotoxins,
particulate matter and volume in container have
been included

Finished product testing method has
not been submitted.

e Firm has submitted revised finished product testing
method for Assay test.

Evidence of availability of cold
room facility at both in-process
guarantine and finished goods store,
must be submitted.

e At present, a cold storage facility is available for
storage of the materials/products at 2-8°C.
Moreover, we have already initiated the process of
procuring of referred container of suitable size.

e This container will be employed for storing of Bulk
intermediate, in process/semi-finished and finished
products at 2-8°C.

Details must be submitted for
proposed storage condition of API

The storage conditions for APl of Remedisivir are:

e Should Be Kept at Temperature should below
25°C+2%.

o Should be stored in light protected Container

e It has also been verified from Active Product
Stability Data of LEE Pharmaceuticals

916.

Name and address of Manufacturer /

M/s Macter International Limited. F-216, S.I.T.E, Karachi,

Applicant Pakistan
Brand Name+DosageForm+Strength | Rememac Injection 5mg/ml
Composition Each ml Contains:
Remdesivir ...... Smg
Diary No. Date of R&I & fee Dy N0.12633; 04-06-2020 ; Rs.50,000
Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per PRC

Approval
Reference Regulatory Authorities

status of product in

Me-too status

GMP status

Conclusion: Last inspection dated 23-05-02018 concluded
good level of GMP compliance at the time of inspection.
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Remarks of Evaluator:

Observations

Firm’s response

Evidence of approval of required
manufacturing facility of “Liquid
Injectable Vial (general) small
volume parenteral section” shall be
submitted.

Firm has submitted letter for regularization of
layout plan dated 10-12-2019 issued by Secretary
CLB, for wvarious sections including “Liquid
parenteral (SVP)”

Proposed shelf life of 2 years shall
be justified since the document
available from MHRA of UK has
declared shelf life as 12 months with
storage condition of 2 — 8°C, while
any reference for shelf life is not
available form US FDA.

As per EMA accelerated stability for 12 month is
available at 5°C, on behalf of stability data we proposed
shelf life of two years. But we agree for the shelf life as
per EMA reference i.e., one year.

Submitted  master  formulation
mentions only two ingredients i.e.,
Remdesivir & Water for injection,
hence it differs qualitatively from the
composition of the reference product
of Gilead pharma, as available in the
literature from US FDA & EMA.

Firm has submitted revised composition including
other ingredients as per innovator.

Justification shall be submitted for
applied master formulation since
available literature from US FDA
and EMA for the reference product
of Gilead pharma, declares the
solubility — of  Remdesivir as
“Practically insoluble in water, while
the submitted master formulation
does not include only Remdesivir &
Water for injection only.

Firm has submitted revised composition including
SBECD as solubilizer.

specifications for Remdesivir declare
its solubility as “Solubility in water,
whereas the available literature from
US FDA and EMA for the reference
product of Gilead pharma, declares
the solubility of Remdesivir as
“Practically insoluble in water”.
Justification shall be submitted in
this regard.

e Complete manufacturing outline | ¢ Firm has submitted manufacturing procedure.
shall be submitted for the applied
product.

e Submitted raw material | ¢ Firm has submitted revised raw material

specifications declaring solubility as “Insoluble in
water” for Remdesivir.

Reference for
product specifications
submitted.

proposed finished
shall  be

Innovator’s specifications (as per EMA)

The Assay test in the submitted
finished product testing method
describes the use of water as diluent
for standard solution preparation,
whereas as per available literature
from US FDA & EMA, Remdesivir
is insoluble in water. Justification
shall be submitted in this regard.

Firm has submitted revised finished product testing
method with revision of diluent to Acetonitrile: Water
(30:70)

917.

Name and address of Manufacturer /
Applicant

M/s Whnsfield Pharmaceuticals. Plot # 122, Block A, Phase V,
Hattar Industrial Estate, Hattar
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Brand Name+DosageForm+Strength | Ramyr Liquid Injection 5mg/ml

Composition Each Vial (2oml) Contains:
Remdesivir...100mg

Diary No. Date of R&I & fee Dy N0.12661; 04-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D

Finished Product Specification Innovator’s Specs

Pack Size & Demanded Price As Per SRO

Approval status of product in
Reference Regulatory Authorities

Me-too status

GMP status Conclusion:

“As per observations made, facilities of production and
quality control inspected, technical staff employed and
keeping in view the overall CGMP compliance status of the
firm, the panel unanimously recommend the renewal of DML
no. 000610 by way of formulation granted to M/s Whnsfield
Pharma Hattar.”

18-01-2018.

Remarks of Evaluator:
Observations Firm’s response
e Evidence of approval from CLB, of

required manufacturing facility i.e.,
“Liquid Injectable Vial (General)
section shall be submitted.

e Justify the proposed storage | Proposed storage condition revised to 2 — 8 °C.
conditions of “Store at cool and dry | Proposed Shelf life revised to 1 year.
place below 30°C”, since the
available literature from US FDA,
EMA & MHRA of UK for the
reference product of Gilead Pharma,
declares the storage condition of 2—
8°C.

o Justify the proposed shelf life of two
years with storage condition of
“Store at cool and dry place below
30°C” since literature available from
MHRA of UK has declared shelf life
as 12 months with storage condition

e We Have General Liquid Injection Section having
both facilities Ampoule and Vial Filling.
e Section approval letter has not been submitted.

of 2 - 8°C.
e The submitted finished product | e Revised finished product specifications have been
specification does not includes tests submitted including test of bacterial endotoxin.

for bacterial endotoxins.
e Reference for proposed finished | Firm has mentioned in finished product specifications
product  specification shall be | as “Product complies innovator’s specifications”

submitted.

e The Assay test in the submitted | ¢ Firm has submitted revised finished product testing
finished product testing method method which now describes the use of Mobile
describes the use of water as diluent phase (0.1% TFA in water) as diluent for standard
for standard solution preparation, & sample solution preparation.

whereas as per available literature
from US FDA & EMA, Remdesivir
is insoluble in water. Justification
shall be submitted in this regard.

e Evidence of availability of cold | e We have Cold room for In Process Quarantine and
room facility at both in-process Freezer for Finished Drug Store.
guarantine and finished goods store,
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must be submitted.

¢ No report has been submitted in this regard.

Details must be submitted for
proposed storage condition of API.

918.

Name and address of Manufacturer /

M/s Weather Folds Pharaceuticals, Plot No0.62/2, Phase-II

Applicant Industrial Estate Hattar.
Brand Name+DosageForm+Strength | Remida Liquid Injection 5Smg/ml
Composition Each Vial (20ml) Contains:

Remdesivir...100mg

Diary No. Date of R&I & fee

Dy N0.12658; 04-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral

Type of Form Form 5D
Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per SRO

Approval
Reference Regulatory Authorities

status of product in

Emergency use authorization granted by USFDA

Me-too status --

GMP status

Last inspection report of M/s Weather folds dated
20/02/2019, recommends the grant of GMP certificate.

Remarks of Evaluator:

Observations

Firm’s response

Evidence of approval from CLB, of
required manufacturing facility i.e.,
“Liquid Injectable Vial (General)
section shall be submitted.

¢ We have manufacturing facility for vial & ampoule
section together.
e Section approval letter has not been submitted.

Justify the proposed storage
conditions of “Store at cool and dry
place below 30°C”, since the
available literature from US FDA,
EMA & MHRA of UK for the
reference  product of Gilead
Pharma, declares the storage
condition of 2 — 8°C.

Justify the proposed shelf life of
two years with storage condition of
“Store at cool and dry place below
30°C” since literature available
from MHRA of UK has declared
shelf life as 12 months with storage
condition of 2 — 8°C.

Proposed storage condition revised to 2 — 8 °C.

The submitted finished product
specification does not includes tests
for bacterial endotoxins.

e Revised finished product specifications have been
submitted including test of bacterial endotoxin.

Reference for proposed finished
product specification shall be
submitted.

Firm has mentioned in finished product specifications as
“Product complies innovator’s specifications”

The Assay test in the submitted
finished product testing method
describes the use of water as diluent
for standard solution preparation,
whereas as per available literature
from US FDA & EMA, Remdesivir
is insoluble in water. Justification
shall be submitted in this regard.

e Firm has submitted revised finished product testing
method which now describes the use of Mobile
phase (0.1% TFA in water) as diluent for standard
& sample solution preparation.

Evidence of availability of cold
room facility at both in-process
guarantine and finished goods store,

e We have facility of Cold room and to maintain the
temperature of 2 — 8°C we have freezer for finished
good storage for In Process Quarantine and Freezer
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must be submitted.

for Finished Drug Store.
o No report has been submitted in this regard.

o Details must be submitted for | --
proposed storage condition of API.

9109.

Name and address of Manufacturer /
Applicant

M/s Hilton Pharma Pvt Ltd. Plot No. 13-14, Sector 15,
Korangi Industrial Area, Karachi, Pakistan

Brand Name+DosageForm+Strength

Hildesvir Injection 5mg/ml

Composition

Each Single Dose Vial Contains:
Remdesivir...5mg/ml (100mg/20ml Vial)

Diary No. Date of R&I & fee

Dy No.12781, 05-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Hilton Specs
Pack Size & Demanded Price As Per DPC
Approval status of product in

Reference Regulatory Authorities

Me-too status

GMP status Conclusion:

Based upon the areas inspected, the people met and the
documents reviewed during the inspection of M/s Hilton
Pharma, it was concluded that M/s Hilton Pharma is
operating at a good level of Cgmp compliance on the day of
inspection as per Drugs Act, 1976 and rules framed there
under.

10-07-2019

Remarks of Evaluator:

Observations

Firm’s response

Original Form 5 D shall be submitted,
whereas firm has submitted photocopy.

e  Submitted

Justify the proposed storage conditions
of “Store at cool and dry place below
30°C”, since the available literature
from US FDA, EMA & MHRA of UK
for the reference product of Gilead
Pharma, declares the storage condition
of 2 - 8°C.

Proposed storage condition revised to 2 — 8 °C.

Quantity of SBECD per vial mentioned
in the master formulation is not as
recommended by the reference product
of M/s Gilead Pharma, in the literature
available from US FDA & EMA

e Firm has submitted revised proposed master formulation
wherein quantity of SBECD has been revised as per
innovator.

The submitted finished product
specification does not includes tests for
pH and volume in container.

e Revised finished product specifications have been
submitted including tests for pH and volume in container.

finished
shall be

Reference for proposed
product  specification
submitted.

Firm has referred to various general chapters of USP and ICH
Q6A guidelines, while test of appearance & pH has been
developed in-house.

Evidence of approval from CLB, of
required manufacturing facility i.e.,
“Liquid Injectable Vial (General)
section shall be submitted.

e Firm has submitted copy of letter dated issued by
Secretary CLB dated 04-12-2014, for
“Regularization/Authentication of Master Layout plan of
Sections of existing facility” including “Injectable vial &
Ampoule (General).

Evidence of availability of cold room
facility at both in-process quarantine
and finished goods store, must be
submitted.

e Copy of inspection report for “Verification of storage
facility” dated 110-02-2017 has been submitted.
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Details must be submitted for proposed | o
storage condition of API.

Firm has referred to the extract of EMA “Summary for
compassionate use” for the storage condition of API.

920. | Name and address of Manufacturer /

M/s Ameer & Adnan Pharmaceutical Pvt Ltd.

Applicant Plot No.47, Sundar Industrial Estate, Lahore
Brand Name+DosageForm+Strength Ramvir Infusion 5Smg/mi
Composition Each ml Contains:

Remdesivir...5mg

Diary No. Date of R&I & fee

Dy N0.12800; 05-06-2020 ; Rs.20,000

Pharmacological Group Anti-Viral

Type of Form Form 5

Finished Product Specification Innovator’s Specs
Pack Size & Demanded Price As Per PRC

Approval status of product in

Reference Regulatory Authorities

Me-too status

GMP status

Last GMP inspection  conducted on 05-01-2018 and
report concludes that firm had maintained conformance
to cGMP.”

Remarks of Evaluator:

Observations

Firm’s response

registered in Pakistan.

e Form 5D shall be submitted instead of | e
Form 5 along with differential fee of Rs.
30,000/- since applied product is not yet

Frm has submitted Form5D with
differential fee of Rs. 30,000/- vide
deposit slip# 2003895 dated 08-06-2020.

2-8°C.

e You have submitted proposed storage | e
condition as “Store at 20°C to 25°C,
excursions permitted between 15°C and
30°C. Store below 30°C”. Justification shall
be submitted in this regard since the
literature available from US FDA & EMA
for the reference product of M/s Gilead
Pharma, recommends storage condition as

We have revised the storage conditions of
product according to US FDA &amp;
EMA, now recommended storage form is
2-8°C.

submitted in this regard.

e You have applied for “liquid ampoule”
whereas reference product of M/s Gilead
Pharma, is available in “glass vial”, as
evident from the literature available by US
FDA & EMA. Clarification shall

We had applied for 20mL glass vial, by
mistake ampoules was mentioned. We have

corrected.
Remdesivir concentrate for solution for
be | infusion,100mg(5mg/mL), is a sterile

preservative-free, clear, colorless to slightly
yellow, aqueous based concentrated solution
for dilution into intravenous fluids, available
in 20ml vials

Firm has also submitted section approval
letter dated 11-02-2014 issued by Secretary
CLB, for the “Liquid Injectable general SVPs
(a (Ampoule) (b) (Vial/infusion))

specifications shall be submitted.

o Reference for proposed finished product | e

Finished products specifications are
according to ICH Q6A, USP general
Chapter for parenteral product
specifications and rest of data from EMA
remdesivir dossier. List of analytical test
(FPP) and specifications has been
attached.

e Evidence of availability of cold room
facility at both in-process quarantine and
finished goods store must be submitted.

We have cold room in raw material section
with approved layout and we have also
maximum capacity fridge (Pharmaceutical
Grade) in in-process quarantine and for
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finished goods store we will

purchased

undertaken has attached.

e You have submitted Analytical method
validation data, justify this data along with
relevant analytical & performance record
for Analytical method validation studies.

We had submitted Attentative, purposed
or predicted SOP for method validation;
Here we forgot to mention this SOP is not
actual, just supposed. We have corrected
the statement. Rest of actual data we will
provide after real method validation and
undertaken has attached.

Submitted COA of Remdesivir from “M/s
Bright Gene Bio-Medical Technology Co., Ltd,
China”, declares the storage condition for API
as 2 — 8°C. Justification shall be submitted in
this regard since the literature of reference
product of Gilead Pharma, available from EMA
declares the performance of drug substance
stability at 30°C/75%RH & 40°C/75%RH.

Storage condition proposed by supplier is
2-8°C.

921.

Name and address of Manufacturer /
Applicant

M/s CCL Pharmaceuticals Pvt Ltd. 62 Industrial
Estate,Kot Lakhpat,Lahore

Contract  manufacturing By: M/s  Vision
Pharmaceuticals. Plot # 22,23, Industrial Triangle,

Kahuta Road, Islamabad

Brand Name+DosageForm+Strength

Remi Solution For Injection100mg/20ml

Composition

Each Vial (20ml) Contains:
Remdesivir...100mg

Diary No. Date of R&| & fee

Dy N0.12916; 08-06-2020 ; Rs.50,000

Pharmacological Group Anti-Viral
Type of Form Form 5D
Finished Product Specification Vision’s Specs
Pack Size & Demanded Price As per SRO

Approval status of product in Reference
Regulatory Authorities

Me-too status

GMP status

Vision Pharma; GMP Certificate issued on 08.05.2018.

Remarks of Evaluator:

Observations

Firm’s response

e Proposed shelf life of 2 years shall be
justified since the document available from

Refer to your finding regarding Shelf Life of
Remi 100mg/20 ml solution for injection ,we

MHRA of UK has declared shelf life as 12
months with storage condition of 2 — 8°C,
while any reference for shelf life is not
available form US FDA.

have review the referred data and conclude that
the shelf life of the solution with storage
condition of 2-8°C may be as per innovator

e Finished product analytical procedure
describes preparation of sample solution by
using Sample powder eq. to about 25 mg
of Remdesivir”, instead of the reconstituted
solution. Clarification shall be submitted in
this regard.

We have reviewed the analytical testing method
and found that it is correctly mentioned that to
take 5ml of sample solution equivalent to about
25.0 mg of Remdesivir. However, we are
submitting the testing method of both Finished
products of Remi 100mg Lyophilized powder
for injection and Remi Injection 100mg/20ml
solution for injection

e Evidence of availability of cold room
facility at both in-process quarantine and
finished goods store, must be submitted.

At present, a cold storage facility is available for
storage of the materials/products at 2-8C.
Moreover, we have already initiated the process
of procuring of referred container of suitable
size.

This container will be employed for storing of
Bulk intermediate and in process/semi-finished
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at 2-8°C.

Details must be submitted for proposed | As we have reviewed data, the storage
storage condition of API conditions for API of Remedisivir are:

Should be stored in light protected Container

Temperature should be kept below 25°C+2%.
It has also been verified from Active Product
Stability Data of LEE Pharmaceuticals

Proceedings:
The Board was apprised about the decision of DRAP’s Authority circulated vide letter No. F.76-
DRAP/2020 (PE&R) dated 4™ June, 2020 regarding Priority Registration of Remdesivir
containing drug products. Various firms submitted Remdesivir applications before & after
circulation of above letter.

1. Regulatory status of Remdesivir in various reference regulatory authorities is as follows:

i. United States Food and Drug Administration (USFDA):

U.S. Food and Drug Administration on 1% May 2020, issued an “Emergency Use
Authorization for Remdesivir for the treatment of suspected or laboratory-confirmed
COVID-19 in adults and children hospitalized with severe disease.

ii. European Medicine Agency:

During an extraordinary virtual meeting held on 2" April 2020, EMA’s human
medicines committee (CHMP) gave recommendations on how the investigational
antiviral medicine Remdesivir should be used for treating coronavirus disease (COVID-
19) in compassionate use programmes in the European Union.

iii. Medicines & Healthcare Products Regulatory Agency of UK

MHRA on 26" May, 2020 gave the first positive scientific opinion under the Early
Access to Medicines Scheme (EAMS) for use of Gilead’s Remdesivir.

iv. Pharmaceuticals and Medical Devices Agency (PMDA) of Japan

Under article 14-3 of the Pharmaceuticals and Medical Devices Act, on 7" May, 2020,
PMDA Japan granted “Special Approval for Emergency to Remdesivir” for Covid-19
with the brand name of “Velkury for Intravenous Infusion”.

Registration Board was apprised that innovator of Remdesivir (M/s Gilead Sciences Inc)
has developed the product in following 2 different dosage forms and same has been
approved by reference regulatory authorities.
a. Remdesivir Lyophilized Powder for Injection 100mg (manufactured by way of
lyophilization)
b. Remdesivir Injectable solution (5mg/ml) in 20 ml vial.
Registration Board advised PE&R Division to present registration applications of

Remdesivir submitted till 8" June 2020 for its consideration. Screening of the received
applications revealed that the applications can be divided in following three groups.

No. of received applications
Sr. No | Type of formulation Local self- | Local contract Imported
- Total
manufacture | manufacture | finished product
Remdesivir Lyophilized Powder
. for Injection 100mg
! (manufactured by way of ! S 3 15
lyophilization)
i Remdesivir Injectable Solution 9 1 0 10
5mg/ml
... | Remdesivir  bulk lyophilized
- powder (ready to fill in vials) 13 3 0 16
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4. All applications were evaluated and shortcomings were communicated to the applicant
firms on priority via email etc. The representatives of applicant firms were also advised
to attend the meeting along with technical / pharmaceutical data and supporting
documents for consideration of Registration Board.

5. During discussion with representatives of the firms, matters regarding regulatory
approval status of the Active Pharmaceutical Ingredient (API) manufacturer, control of
specifications and testing method of API, accelerated and real-time stability study data of
APIl, manufacturing and testing method of the finished product manufacturer and
manufacturing, testing and storage facility including cold chain storage facility in
quarantine, finished goods store and distribution channel for applications of remdesivir
Injectable solution 5mg/ml were discussed in detail. The matter regarding capacity and
expertise of manufacturing and testing of Remdesivir by manufacturer(s) for applications
of contract manufacturing was also discussed.

6. The Board was apprised regarding three applications for import of Remdesivir from
Bangladesh and India as detailed under:

Applications from Bangladesh:

a) M/s Searle Pharmaceuticals Karachi imported from M/s Beximco Pharmaceuticals ltd,
126, Kathaldia, Auchpara, tongi-1711, Ghazipiur, Bangladesh.

b) M/s OBS Healthcare Pvt. Limited Karachi,-74900 imported from M/s Incepta Pharmaceuticals
Limited. Dewan Idris Road, Bara Rangamatia, Zirabo, Ashulia, Savar, Dhaka-1341, Bangladesh

Scrutiny of these applications revealed the following facts:

Both applicants submitted notarized copy of letter of emergency use authorization of

Remdesivir in the name of their principal manufacturer issued by Directorate General of

Drug Administration, Government of People’s Republic of Bangladesh in place of

CoPP/FSC. However this letter is for emergency use authorization for use only in

Government hospitals or Government designated private hospitals dealing with COVID-19

Patients and is silent about approval status for export. However both firms submitted

following explanations.

e M/s Beximco Pharmaceuticals Limited, the principal manufacturer in the application of
M/s M/s Searle Pharmaceuticals Karachi has provided an explanation letter dated 9™ June
2020 stating as under:

“We, Beximco pharmaceuticals Limited would like to inform you that our Drug
Regulatory Authority (DGDA) have confirmed us the Certificate of Pharmaceutical
product is applicable for registered products only. However, we have been granted
Emergency use Authorization to Remdesivir Injection. Therefore COPP, is not applicable
in this case.

Further, we have also enclosed Purchase order from a reputed hospitals as a proof of
availability of medicine in country.

However there is no restriction on export of this medicine in current pandemic situation.”

e M/s Incepta Pharmaceuticals, the principal manufacturer in the application of M/s OBS
Healthcare Pvt. Limited Karachi has submitted a clarification dated 09-06-2020 stating as
under:

“We, Incepta Pharmaceuticals Ltd., would like to declare that, we have applied for the
certificate of Pharmaceutical product (COPP) of Ninavir 1200 IV infusion to Bangladesh
National Drug Regulatory authority, Directorate General of Drug Administration on 03-
06-2020 for exporting purpose in pakistan. The received copy of application is attached
with this declaration letter (The application is in Bengali which is DGDA format).

The approved and legalized (from Pakistan Embassy, Bangladesh) COPP will be
provided as soon as available.”
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In both cases, the manufacturer abroad has developed the product as “Lyophilized
Powder for IV Injection” and are in process of concurrent stability studies of their
developed products.

Application from India:

a. M/s AJ. Mirza Pharma (Pvt.) Ltd. 1* floor, Shafi court, Civil lines Karachi imported from M/s
Cipla Ltd. Plot No. m-61, M-62 & M-63, Verna Industrial Estate, Verna-Goa.

Scrutiny of this application revealed the following facts:

o Certificate of Pharmaceutical Product (CoPP) or Free Sale Certificate is not available in
the application, while only GMP certificate is provided.

e As per firm’s representative, manufacturer of this product in India i.e. M/s Cipla has not
been granted approval to manufacture Remdesivir by Indian Regulatory Authority /
Government rather firm has provided a copy of letter for permission to manufacture
“Remdesivir for Injection 100mg/vial” for export purpose only. However, they have not
yet manufactured this product as it is under production expected to be marketed in last
week June/1% week of July.

Decision:
Keeping in view the above status in reference regulatory authorities of remdesivir and
Authority’s directions for priority consideration for such applications; the Registration Board
considered and made following decisions under Rule 29(6)(8) of Drugs (LR&A) Rules, 1976:

. Applications for Local Manufacturing:

a) Approved registration of following products of Remdesivir Lyophilized Powder for
Injection 100mg (Emergency use authorization) for applicants having facility of
Lyophilization.

Sr. Name of applicant / Brand Name Pack Size Shelf life &
No manufacturer Applied Formulation / composition Demanded recommended
Finished Product specification Price storage
conditions
1. | M/s Nabigasim Industries Pvt | Coriv Injection 100mg As Per PRC | 24 months/Store
Ltd. 17/24, Korangi Industrial | Each Lyophilized vial contains: below 30°C
Area, Karachi, Pakistan Remdesivir ...... 100mg

(As per Innovator’s specifications)

2. | M/s BF Biosciences Ltd. 5- | Remidia Lyophilized Powder for | MRP Rs. 24 months/Store

Km,Sundar Raiwind Road, | Infusion 100mg/Vial 14,600 below 30°C
Lahore Each Lyophilized vial contains: TP
Remdesivir ...... 100mg Rs.12410 ($
(As per Innovator’s specifications) 76.98) per
Vial

e Campaign manufacturing of Remdesivir in already approved section for biological drugs of M/s BF
Biosciences is allowed as per decision of Authority taken in its 84" meeting held on 01% June, 2020
and Appellate Board taken in its 151% sitting held on 16™ January, 2019 with same terms &
conditions as decided by the Appellate Board in its aforementioned sitting.

o Registration Board further directed to communicate above decision to secretary Appellate Board for
appraisal of the Board.

3. | M/s Bosch Pharmaceuticals | Remivir Injection 100mg As Per PRC | 24 months/Store
(Pvt.) Ltd. Plot No. 209, Sector | Each Lyophilized vial contains: below 30°C
23, Korangi Indsutrial Area, | Remdesivir ...... 100mg
Karachi, Pakistan (As per Innovator’s specifications)

4. | M/s Bosch Pharmaceuticals | Besivir Injection 100mg As Per PRC | 24 months/Store
(Pvt.) Ltd. Bosch House 221- | Each Lyophilized vial contains: below 30°C

223, Sector 23, Korangi | Remdesivir ...... 100mg
Industrial ~ Area,  Karachi, | (As per Innovator’s specifications)

Pakistan
5. | M/s Bio Labs Pvt. Ltd. Plot # | Biovir IV Injection 100mg As Per | 24 months/Store
145,  Industrial  Triangle, | Each Lyophilized vial contains: DRAP’s below 30°C
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Kahuta Road, Islamabad Remdesivir ...... 100mg Pricing
(As per Innovator’s specifications) Policy

6. | M/s MTI Medical Pvt Ltd. Remdevir  Lyophilized Injection | As Per SRO | 24 months/Store
586-587 Sundar Industrial | 100mg/Vial below 30°C
Estate, Lahore, Pakistan Each Lyophilized vial contains:

Remdesivir ...... 100mg
(As per Innovator’s specifications)

7. | M/s Sami Pharmaceuticals Pvt | Remdes  Lyophilized Injection | -- 24 months/Store
Limited. F-95, S.I.T.E, 100mg below 30°C
Karachi, Pakistan Each Lyophilized vial contains:

Remdesivir ...... 100mg
(As per Innovator’s specifications)

b) Approved registration of following products of Remdesivir Injectable solution 5mg/ml
(Emergency use authorization) for applicants having manufacturing facility of liquid
injectable Vial (General) section with cold chain storage facility in quarantine, finished
goods store and distribution channel to ensure storage of drug product between 2 — 8°C.
The process for verification of cold chain storage facility shall be initiated immediately
after approval of minutes and registration letters shall be issued after verification.

Sr. Name of applicant / Brand Name Pack Size Shelf life &

No manufacturer Applied Formulation / composition Demanded recommended

Finished Product specification Price storage
conditions

1. M/s Allmed Pvt. Ltd. Plot No. | Remvir concentrated solution for | As Per SRO | 12 months/
590, Sundar Industrial Estate, | Infusion 100mg 2-—8°C.
Lahore, Pakistan Each vial contains:

Remdesivir ...... 100mg
(As per Innovator’s specifications)

2. M/s BF Biosciences Ltd. 5- | Remidia Liquid Solution for Infusion | MRP Rs. 12 months/
Km,Sundar Raiwind Road, | 20ml 14,600 2-8°C.
Lahore Each vial contains: TP Rs.

Remdesivir ...... 100mg 12410 %
(As per Innovator’s specifications) 76.98)  per
Vial

e Campaign manufacturing of Remdesivir in already approved section for biological drugs of M/s BF
Biosciences is allowed as per decision of Authority taken in its 84" meeting held on 01* June, 2020
and Appellate Board taken in its 151 sitting held on 16" January, 2019 with same terms &
conditions as decided by the Appellate Board in its aforementioned sitting.

e Registration Board further directed to communicate above decision to secretary Appellate Board for
appraisal of the Board.

3. M/s Vision Pharmaceuticals. | Remedy  Solution  for  Injection | As Per SRO | 12 months/
Plot # 22,23, Industrial | 100mg/20ml 2-8°C.
Triangle, Kahuta  Road, | Each vial contains:

Islamabad Remdesivir ...... 100mg

(As per Innovator’s specifications)

4. M/s  Macter International | Rememac Injection Smg/ml As Per PRC | 12 months/
Limited. F-216, S.L.T.E, | Each vial contains: 2 -8°C.
Karachi, Pakistan Remdesivir ...... 100mg

(As per Innovator’s specifications)

5. M/s Whsfield | Ramyr Liquid Injection 5mg/ml As Per SRO | 12 months/
Pharmaceuticals. Each vial contains: 2-8°C.

Plot # 122, Block A, Phase V, | Remdesivir ...... 100mg

Hattar Industrial Estate, Hattar | (As per Innovator’s specifications)

6. M/s Hilton Pharma Pvt Ltd. Hildesvir Injection 5mg/ml As Per DPC | 12 months/
Plot No. 13-14, Sector 15, | Each vial contains: 2-—8°C.
Korangi Industrial  Area, | Remdesivir ...... 100mg
Karachi, Pakistan (As per Innovator’s specifications)
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7. M/s  Ameer &  Adnan | Ramvir Infusion 5Smg/ml As per PRC | 12 months/
Pharmaceutical Pvt. Ltd. Each vial contains: 2-8°C.
Plot No.47, Sundar Industrial | Remdesivir ...... 100mg
Estate, Lahore (As per Innovator’s specifications)

c) Rejected following registration applications of Remdesivir bulk lyophilized powder
(ready to fill in vials) 100mg as applied way of manufacturing method is not approved by
any reference regulatory authority and since the exemption of Form 5F & out of queue
consideration granted by the Authority is applicable to only those dosage forms as
authorized by the reference regulatory authorities hence its safety, efficacy and quality is
not fully determined.

Sr. No Name of applicant / manufacturer Brand Name, Applied Formulation / composition

Finished Product specification
1. M/s Horizon Healthcare (Pvt) Ltd. Remvir for Injection 100mg
Plot No.35-A, Small Industrial Estate, | Each vial contains:
Taxila, Pakistan Remdesivir Lyophilized Sterile powder ...... 100mg
2. M/s Vision Pharmaceuticals. Viso-Rem for Injection 100mg
Plot # 22,23, Industrial Triangle, Kahuta | Each Vial Contains:
Road, Islamabad Remdesivir...100mg
3. M/s Welwrd Pharmaceuticals. Remdi-Wrd Injection 5mg/ml
Plot # 3, Block A, Phase I-11, Industrial | Each Vial Contains:
Estate Hattar, KPK Remdesivir...100mg
4, M/s OBS Pakistan Private Limited. C- | Remvid Injection 100mg
14, S.I.T.E, Karachi, Pakistan contract | Each Vial Contains:
manufacturing by M/s Radiant Pharma | Remdesivir...100mg
Pvt Ltd, 43-E Sunder Industrial Estate,
Lahore
5. M/s Pharmasol (Pvt) Ltd. Plot No. 549, | Remdisol Injection 100mg
Sundar Industrial Estate, Raiwind Road, | Each Vial Contains:
Lahore Remdesivir Lyophilized Powder for Infusion...100mg
6. M/s Tabros Pharma Pvt Ltd. Remz IV Injection 100mg
L-20/B,Sector-22, Federal B Industrial | Each Vial Contains:
Area, Karachi Remdesivir...100mg
7. M/s English Pharmaceuticals Industries. | Codesvir Infusion 100mg
Link Kattar Bund Road, Thokar Niaz | Each 20ml Contains:
Baig, Multan Road, Lahore Remdesivir...100mg
8. M/s Wenovo Pharmaceuticals. Wemeda Injection 5mg/mi
Plot # 31& 32 Punjab Small Industrial | Each Vial Contains:
Estate Taxila Pakistan Remdesivir...100mg
9. M/s Whnsfeild Pharmaceuticals. Ramyr Dry Powder Injection 100mg
Plot # 122, Block A, Phase V, Hattar | Each Vial (20ml) Contains:
Industrial Estate, Hattar Remdesivir...100mg
10. | M/s Genix Pharma Pvt Ltd. Remvir for Injection 100mg
44,45-B, Korangi Creek Road, Karachi, | Each Vial Contains:
75190, Pakistan Remdesivir...100mg
11. | M/s Weather Folds Pharmaceuticals. Plot | Remida Injection 5mg/mi
# 69, Phase-Il, Industrial Estate, Hattar Each ml Contains:
Remdesivir...5mg
12. | M/s Pharmevo Private Limited. Resvir Injection 100mg
Plot # A-29, North Western Industrial Each Vial Contains:
Zone, Port Qasim, Karachi Remdesivir Powder Concentrate for Injection/Infusion
Contract manufacturingby | ....... 100mg
M/s Genix Pharma Pvt Ltd.
44,45-B, Korangi Creek Road, Karachi,
75190, Pakistan
13. | M/s Winbrains Research Laboratories. Remdiza Injection 100mg

Plot No. 69/1, Block B, Phase I-II,

EachVial Contains:
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Industrial Estate, Hattar, Pakistan

Remdesivir ....... 100mg

14. | M/s CCL Pharmaceuticals Pvt Ltd. 62 | Remi Lyophilized Powder for Injection 100mg
Industrial Estate, Kot Lakhpat,Lahore EachVial Contains:
Contract manufacturing By Remdesivir.....100mg
M/s Vision Pharmaceuticals. Plot #
22,23, Industrial Triangle, Kahuta Road,
Islamabad
15. | M/s Neutro Pharma Pvt Ltd, 9.5-Km, | Medvir-19 100mg Injection
Sheikhupura Road, Lahore. Each Vial contains :
Remdesivir ..... 100mg
16. | M/s Radiant Pharma Pwvt Ltd, 43-E | Medvir-19 100mg Injection

Sunder Industrial Estate, Lahore.

Each Vial contains :
Remdesivir ..... 100mg

d) Deferred following registration applications of Remdesivir till contract manufacturer
develop the product and initiate stability studies and present at least 3 months stability
data for initial consideration of their cases of contract manufacturing by Registration

Board.
Sr. Name of applicant / manufacturer Brand Name Pack Size
No Applied Formulation / composition | Demanded Price
Finished Product specification
a. Lyophilized Powder for Injection 100mg (manufactured by way of lyophilization)

1. M/s The Nextar Pharma Private Limited. | Hildesvir Injection 100mg As per DPC
Plot No. E-58, North Western Industrial | Each Lyophilized vial contains:
Zone, Port Qasim, Pakistan Remdesivir ...... 100mg
Contract manufacturing by
M/s Bio Labs Pvt Ltd. Plot # 145,
Industrial ~ Triangle, Kahuta Road,
Islamabad

2. M/s Focus & Rulz Pharmaceuticals Pvt Desivir Injection 100mg IV As per PRC
Ltd. 44-Industrial Triangle Kahuta Road, | Each Lyophilized vial contains:
Islamabad Remdesivir ...... 100mg
Contract manufacturing by
M/s Bio Labs Pvt Ltd. Plot # 145,
Industrial ~ Triangle, Kahuta Road,
Islamabad

3. M/s Bio Mark Pharmaceuticals. Remdesivir IV Injection 100mg As Per PRC
Plot No. 527, Sundar Industrial Estate, | Each Lyophilized vial contains:
Lahore contract manufacturing by Remdesivir ...... 100mg
M/s Bio Labs Pvt Ltd.
Plot # 145, Industrial Triangle, Kahuta
Road, Islamabad

4, M/s Hilton Pharmaceuticals, Plot No.13, | Hildesvir Injection 100mg As per SRO
Sector 15, Korangi, Karachi contract | Each Lyophilized vial contains:
manufacturing by M/s Nabigasim | Remdesivir ...... 100mg
Industries Ltd, 17/24, Korangi Industrial
Area, Korangi Highway, korangi,
Karachi

5. M/s Pharm Evo Pvt Ltd, A-29, North | Redvir Injection 100mg As per SRO
West Industrial Zone, Light Industrial | Each Lyophilized vial contains:
Zone, Port Qasim, Karachi. contract | Remdesivir ...... 100mg
manufacturing by M/s Nabigasim
Industries Ltd, 17/24, Korangi Industrial
Area, Korangi Highway, korangi,
Karachi

Applications for “Liquid Injection”
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6. M/s CCL Pharmaceuticals Pvt Ltd. 62 | Remi Solution For | As per SRO
Industrial Estate,Kot Lakhpat,Lahore Injection100mg/20mi
Contract manufacturing By Each Lyophilized vial contains:

M/s Vision Pharmaceuticals. Plot # | Remdesivir ...... 100mg
22,23, Industrial Triangle, Kahuta Road,
Islamabad
e) Rejected following registration application of Remdesivir Injectable solution 5mg/ml
(Emergency use authorization) for applicant not having manufacturing facility of liquid
vial injectable
Sr. Name of applicant / manufacturer Brand Name
No Applied Formulation / composition
Finished Product specification
1. M/s Horizon Healthcare (Pvt) Ltd. Plot No.35-A, | Remvir Injection 5mg/mi
Small Industrial Estate, Taxila, Pakistan Each 20ml Vial Contains:
Remdesivir ...... 100mg
f) Deferred following product of Remdesivir Injectable solution 5mg/ml (Emergency use
authorization) for confirmation of evidence of approval of required manufacturing facility
i.e., “Liquid injectable Vial (General) section” from Licensing Division.
Sr. Name of applicant / manufacturer Brand Name
No Applied Formulation / composition
Finished Product specification
1. M/s Weather Folds Pharaceuticals, Remida Liquid Injection 5mg/ml
Plot No.62/2, Phase-II Industrial Estate Hattar. | Each Vial (20ml) Contains:
Remdesivir ....... 100mg
1. Finished Import:

a. Approved following registration applications of Remdesivir Lyophilized Powder for
Injection 100mg (Emergency use authorization) for following cases. As
manufacturing sites of imported finished products are inspected for GMP purpose. As
during current pandemic situation, inspection abroad is not possible thus Registration
Board recommended case for exemption of inspection may be referred to DRAP’s
Authority for its consideration. If approved by DRAP’s Authority then every
imported lot of Remdesivir will be subjected to quality tests performed by CDL
Karachi on priority basis.

Sr. Name of applicant / manufacturer Brand Name Pack Size Shelf life &

No Applied Formulation / Demanded recommended

composition Price storage
Finished Product specification conditions

1. | M/s The Searle Company Limited. F- | Bemsivir IV Injection 100mg | As Per SRO Shelf life 24
319 S.I.T.E. Karachi, Pakistan Each Lyophilized  vial months / Store
Import from contains: below 30°C
M/s Beximco Pharmaceuticals Itd, | Remdesivir ...... 100mg
126, Kathaldia, Auchpara, tongi- | (As per Innovator’s
1711, Ghazipiur, Bangladesh specifications)

2. | M/s OBS Healthcare Pvt Limited. | Ninavir IV Infusion 100mg MRP: Shelf life 24
Plot No. 10 & 25, Sector 20, Korangi | Each Lyophilized vial | Rs.25,000/01 | months /Store
Indsutrial Area, Karachi,-74900 contains: Vial Per Pack | below 30°C
Import from Remdesivir ...... 100mg
M/s Incepta Pharmaceuticals Limited.

Dewan Idris Road, Bara Rangamatia,
Zirabo, Ashulia, Savar, Dhaka-1341,
Bangladesh

e Rejected registration application of Cipremi 100mg Injection (Remdesivir Lyophilized
Powder for Injection 100mg) applied by M/s A.J. Mirza Pharma (Pvt.) Ltd. 1% floor,
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Shafi court, Civil lines Karachi manufactured by M/s Cipla Ltd. Plot No. m-61, M-62 &

M-63,

Verna Industrial Estate, Verna-Goa, India, as firm failed to submit any document

confirming approval / authorization status of Remdesivir by Indian regulatory authority /
Government even for Indian market rather firm has provided a copy of letter for
permission to manufacture “Remdesivir for Injection 100mg/vial” for export purpose
only. However, they have not yet manufactured this product as it is under production
expected to be marketed in last week June/1® week of July.

Moreover applicant could not share any data regarding development of any batch for

their d

omestic market.

All approved registrations are subject to following conditions:

Vi.

Vii.

vii

iX.

Xi.

Xii.

Remdesivir APl / drug substance shall only be procured from
sources/manufacturers having valid APl manufacturing license / GMP certificates
by respective drug regulatory authority and concurrent accelerated and real time
stability study data of API as per the conditions of zone IV-A.

. Registration of Remdesivir is subject to performance of product development,

process validation and concurrent real time and accelerated stability study of drug
product for the first three commercial batches as per zone IVA climatic
conditions.

iii. This medicine will only be supplied to healthcare facilities dealing with COVID-

19 Patients under strict supervision of a qualified specialist physician.

Registration of Remdesivir (Emergency Use Authorization) shall remain valid
upto current COVID-19 pandemic situation and shall be reviewed regularly in line
with its regulatory status by reference regulatory authorities.

The firm shall conduct stability studies at monthly interval during the initial six
months and submit the data to P.E&R Division DRAP on quarterly basis.

The firm shall immediately inform respective FID for taking sample of 1% three
commercial batches for its testing to be performed by CDL on priority basis.

Firm shall ensure that the Remdesivir drug product shall be accompanied with the
authorized labeling is distributed to hospitals and healthcare facilities as directed
by Registration Board, consistent with the terms of this letter.

I. Firm shall ensure the appropriate storage and cold chain facility during
manufacturing and distribution cycle.

Firm shall ensure that terms & conditions of this registration are made available to
all relevant stakeholders (Government Agencies, Authorized distributors,
Healthcare facilities, Healthcare providers).

Firm will report monthly to National Pharmacovigilance Centre, Pharmacy
Services Division DRAP, serious adverse events and all medication errors
associated with the use of the authorized Remdesivir that are reported to the firm
during the pandemic.

The firm shall maintain complete records of distribution of Remdesivir (i.e. lot
numbers, Quantity, Receiving site, receipt date) and will be provided to any
government organization (if required).

Product will be recalled in case of any quality issues or any adverse decision by
the reference regulatory authorities regarding safety/efficacy of Remdesivir
injection or as decided by Registration Board.

Following applications has been received on Form-5/Form 5-D instead of Form 5-F as per details
mentioned against each.

S. Name of applicant Brand composition Diary no. Date /Fee &
No. Name Date/ form
922. | M/s Pharmevo Private | Evomec Each Tablet Contains: Dy.No. 5586 dated
Limited. Plot # A-29, North | Tablet Ivermectin...12mg 06/04/2020Rs. 20,000/-
Western Industrial Zone, Port | 12mg dated 06-04-2020 Form 5
Qasim, Karachi
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023. | M/s Pharmevo Private | Evomec Each Tablet Contains: Dy.No. 5585 dated
Limited. Tablet 6mg [[vermectin...6mg 06/04/2020Rs. 20,000/-
Plot # A-29, North Western dated 06-04-2020 Form 5
Industrial Zone, Port Qasim,
Karachi

924. | M/s Pharmevo Private | Evomec Each Tablet Contains: Dy.No. 5584 dated
Limited. Tablet 3mg |lvermectin...3mg 06/04/2020Rs. 20,000/-
Plot # A-29, North Western dated 06-04-2020 Form 5
Industrial Zone, Port Qasim,
Karachi

925. | M/s Don Valley | Pravostat  [Each Film Coated Dy.No. 5546 dated
Pharmaceuticals Pvt. Ltd. Tablet Tablet Contains: 06/04/2020Rs. 20,000/-
31-km, Main Ferozpur Road, | 40mg Pravastatin dated 02-04-2020 Form 5
Lahore Sodium...40mg

926. | M/s Global Pharmaceuticals | Norm Each Tablet Contains: Dy.No. 6246 dated
Pvt Ltd, Plot # 204-205, | Tablet 6mg [[vermectin...6mg 08/04/2020Rs. 20,000/-
Industrial  Triangle, Kahuta dated 08-04-2020 Form 5
Road, Islamabad

027. | M/s CCL Pharmaceuticals | Mecvir Each Tablet Contains: Dy.No. 5936 dated
(Pvt.) Ltd. 62-Industrial Estate, | Tablet 6mg [Ivermectin...6mg 07/04/2020Rs. 20,000/-
Kot Lakhpat, Lahore dated 07-04-2020 Form 5

028. | M/s CCL Pharmaceuticals | Mecvir Each Tablet Contains: Dy.No. 5937 dated
(Pvt.) Ltd. 62-Industrial Estate, | Tablet 3mg [Ivermectin...3mg 07/04/2020Rs. 20,000/-
Kot Lakhpat, Lahore dated 07-04-2020 Form 5

929. | M/s Scotmann | Helpy Oral [Each 5ml Contains: Dy.No. 7613 dated
Pharmaceuticals. Suspension |Paracetamol...120mg 15/04/2020Rs. 20,000/-
5-D, 1-10/3, Industrial Area, | 120mg/5ml dated 15-04-2020 Form 5
Islamabad

930. | M/s Scotmann | Helpy Oral [Each 5ml Contains: Dy.No. 7614 dated
Pharmaceuticals. Suspension |Paracetamol...250mg 15/04/2020Rs. 20,000/-
5-D, 1-10/3, Industrial Area, | 250mg/5ml dated 15-04-2020 Form 5
Islamabad

931. | M/s Linear Pharma Iver Tablets [Each Tablet Contains: Dy.No. 6562 dated
Plot # 18, Street # S-4,|3mg [vermectin...3mg 09/04/2020Rs. 20,000/-
National  Industrial  Zone, dated 09-04-2020 Form 5
RCCI Rawat, Islamabad

0932. | M/s Next Pharmaceutical | Nextvet Each Tablet Contains: Dy.No. 6153 dated
Products Private Limited. Tablet 3mg [[vermectin...3mg 08/04/2020Rs. 20,000/-
Plot No. 44 A-B, Sundar dated 08-04-2020 Form 5
Industrial Estate, Lahore

933. | M/s Glitz Pharma Glitquon Each 5ml Contains: Dy.No. 6757 dated
Plot No 2610. Industrial | Suspension |Atovaquone...750mg 10/04/2020Rs. 20,000/-
Triangle. Kahuta Road, | 750mg/5ml dated 09-04-2020 Form 5
Islamabad

934. | M/s Ferozsons Laboratories | lverso Each Tablet Contains: Dy.No. 6200 dated
Ltd. Tablets Ivermectin...3mg 07/04/2020Rs. 20,000/-
P.O Ferozsons, Amangarh, | 3mg dated 08-04-2020 Form 5
Nowshera-Khyber
Pakhtunkhwa

035. | M/s Glitz Pharma Glitquon Each Film Coated Dy.No. 6756 dated
Plot No 2610. Industrial | Tablet Tablet Contains: 10/04/2020Rs. 20,000/-
Triangle. Kahuta Road, |Atovaquone...250mg dated 09-04-2020 Form 5
Islamabad Proguanil...100mg
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036. | M/s Wilson’s Parmaceuticals. | Fen-Plus Each Film Coated Dy.No. 9977 dated
387-388,1-9/3, Industrial Area, | 801mg Tablet Contains: 05/05/2020Rs. 20,000/-
Islamabad Tablet Pirfenidone...801mg dated 05-05-2020 Form 5

037. | M/s Wilson’s Parmaceuticals. | Fen 267mg [Each Film Coated Dy.No. 9976 dated
387-388,1-9/3, Industrial Area, | Tablet Tablet Contains: 05/05/2020Rs. 20,000/-
Islamabad Pirfenidone...267mg dated 05-05-2020 Form 5

038. | M/s Wilson’s Parmaceuticals. | Fen 267mg [Each Capsule Contains: | Dy.No. 9975 dated
387-388,1-9/3, Industrial Area, | Capsule Pirfenidone...267mg 05/05/2020Rs. 20,000/-
Islamabad dated 05-05-2020 Form 5

039. | M/s Werrick Pahrmaceuticals. | Pulm Each capsule contains: | Dy.No. 9979 dated
216-217,1-10/3, Industrial | Capsules  |Pirfenidone....267mg 05/05/2020Rs. 20,000/-
Avrea, Islamabad 267mg dated 05-05-2020 Form 5

040. | M/s Werrick Pahrmaceuticals. | Pulm Each tablet contains: Dy.No. 9980 dated
216-217,1-10/3, Industrial | Tablets Pirfenidone....801mg 05/05/2020Rs. 20,000/-
Avrea, Islamabad 801mg dated 05-05-2020 Form 5

941. | M/s Werrick Pahrmaceuticals. | Ezitab Each tablet contains: Dy.No. 8131 dated
216-217,1-10/3, Industrial | Tablets Telmisartan....20mg 20/04/2020Rs. 20,000/-
Area, Islamabad 20mg dated 20-04-2020 Form 5

042. | M/s Werrick Pahrmaceuticals. | Pulm Each tablet contains: Dy.No. 9976 dated
216-217,1-10/3, Industrial | Tablets Pirfenidone....267mg 05/05/2020Rs. 20,000/-
Area, Islamabad 267mg dated 05-05-2020 Form 5

043. | M/s Werrick Pahrmaceuticals. | Worth Each capsule contains: | Dy.No. 8130 dated
216-217,1-10/3, Industrial | Capsules  |Duloxetine as Hcl 20/04/2020Rs. 20,000/-
Area, Islamabad 20mg enteric coated dated 20-04-2020 Form 5

pellets...20mg

944. | M/s Nabigasim Industries Pvt | Revina Each tablet contains: Dy.No. 8764 dated
Ltd. 17/24, Korangi Industrial | Tablet 3mg [[vermectin...300mg 23/04/2020Rs. 20,000/-
Area, Karachi, Pakistan dated 22-04-2020 Form 5

045. | M/s Zanctok Pharmaceuticals | Ze-Lol Each ml Contains: Dy.No. 11924 dated
Laboratories Pvt Ltd. Liquid Choloroxylenol...4.8% | 29/05/2020Rs. 20,000/-

F/5 Site Hyderabad, Pakistan

dated 29-05-2020 Form 5

Decision: Registration Board deferred above cases and directed the firms to apply on Form-5F.
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B. Division of Biological Evalautaion & Research (B. E & R)

1. Permission of exemption from the Drugs Labelling & Packaging Rules, 1986 for
Actemra 80mg (Reg. No. 083134) & Actemra 400mg (Reg. No. 083136) at the time of
import applied by M/s Roche Pakistan Limited, Karachi granted by circulation of
agenda to members of Registration Board.

M/s Roche Pakistan Limited, Karachi applied for the exemption from the Drugs
Labelling & Packaging Rules, 1986 at the time of import for their already registered products
Actemra 80mg (Reg. No. 083134) & Actemra 400mg (Reg. No. 083136). The firm submitted
that we all are informed that there is no targeted drug for COVID-19 and it is only being treated
symptomatically and supportively. The “Clinical Management Guidelines for Covid-19
Infections” (issued by NHSRC, Govt. of Pakistan) has mentioned one of their registered
products, Actemra (tocilizumab), as an important drugs for COVID-19 management, which has
exponentially increased its demand and they have been receiving the requests for the said drug
from miscellaneous medical institutions and hospitals (of which some notable are SIUT, AKUH
and DOW) for the urgent supply of it.

Since, the said product is imported from their principal F. Hoffmann-La Roche Ltd., Basel,
Switzerland and due to high demand of this product from all over the world, it will take them at
least six months to import the shipment on local (Pakistan make-up) label, which includes Urdu
text, local MRP and local registration number. The shipment will be received in parts.

The firm has submitted the following documents:

a. Fee challan of Rs. 10000/-

b. Copies of purchase orders & e-mails for supply of Actemra.

Moreover, the online available news show that Roche has announced that the US Food and Drug
Administration (FDA) has formally approved its phase 3 trial of Actemra in severely ill COVID-
19 patients, who have been hospitalized with pneumonia. The trial — named COVACTA — will
recruit around 330 patients around the world, with an expected start date sometime in early
April. The primary and secondary endpoints will include assessing clinical status, mortality,
mechanical ventilation and intensive care unit variables in the patient population. Despite a
number of clinical trials evaluating Actemra already ongoing across the world, Genentech has
maintained that the COVACTA study is pivotal because there are still no well-controlled studies
and limited published evidence on the safety or efficacy of the drug in COVID-19.
(https://www.pmlive.com/pharma_news/fda_approves_roches actemra_covid-

19 trial 1329887)

The firm has requested to grant them exemption from the Drugs Labelling & Packaging Rules,
1986 for Actemra 80mg (Reg. No. 083134) & Actemra 400mg (Reg. No. 083136) at the time of
import.

In this context, it is submitted that the above products have already been registered as per
following details:

Reg. Name of Manufacturer Brand Name & Composition Pack Size
No.
083134 | M/s Utsunomiya Plant of Chugai | Actemra 80mg 1’s Vial
Pharma Manufacturing Co., Ltd., | (Concentrate for Solution for Infusion)
16-3, Kiyohara  Kogyodanchi, | Each vial(4ml) contains:
Utsunomiya-city, Tochigi, Japan Tocilizumab (Genetical
Recombination)....... 80 mg
083136 | M/s Utsunomiya Plant of Chugai | Actemra 400mg 1’s Vial
Pharma Manufacturing Co., Ltd., | (Concentrate for Solution for Infusion)
16-3, Kiyohara  Kogyodanchi, | Each vial(20ml) contains:
Utsunomiya-city, Tochigi, Japan Tocilizumab (Genetical
Recombination)....... 400 mg
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It is submitted that initially the firm applied for permission for Actemra 200mg (Reg. No.
083135). Accordingly, the case was considered in 294™ meeting of Registration Board wherein
the Board decided as follows:

“Registration Board deliberated the case in light of prevailing COVID-19 emergency situation
and considered Clinical Management Guidelines for COVID-19 Infections issued by M/o
NHSR&C, requirements of Actemra 200mg by leading medical institutions of the country
(AKUH, SIUT, Indus, HMC, DOW etc) for management of their COVID-19 patients and Rule 3
of Drugs (Labeling & Packing) Rules, 1986 and decided as under:

a. Acceded to request of the firm for import of registered Actemra 200mg, Reg. No. 083135 in
Standard Export Packs.

b. The firm shall make necessary arrangement for local printing of MRP and Registration
Number at least on secondary packing before sale of drug, at any licensed premises having.
Firm shall be responsible for providing requisite cold chain facility during local printing process
under supervision of relevant experts of manufacturing and Quality Assurance. Complete batch
processing record shall be maintained for aforementioned process.

c. Actemra 200mg, Reg. No. 083135 shall be supplied only to medical institutions for use under
strict medical supervision of relevant experts / Registered Medical Practitioner and shall not be
sold either to retail pharmacies or whole sale market.

d. Complete import, sale / supply and printing record shall be maintained and will be provided if
required by DRAP.

e. This permission shall be valid for three (03) months only. During this period, M/s Roche shall
make efforts for future import of finished product as per requirements of Drugs (Labeling &
Packing) Rules, 1986.”

The firm then submitted that due to high demand of Actemra 20myg, it is not available for
supply and requested to extend the above permission for 2000 packs each of Actemra 80mg
(Reg. No. 083134) & Actemra 400mg (Reg. No. 083136).

It was evident from the above that the said products are included in the “Clinical
Management Guidelines for Covid-19 Infections” (issued by NHSRC, Govt. of Pakistan) and
approval has already been granted for one strength of Actemra i.e 200mg in 294™ meeting of
Registration Board and then the firm had requested for extension of the permission for
Actemra 80mg (Reg. No. 083134) & Actemra 400mg (Reg. No. 083136). Due to current
situation of COVID 19, the meeting of registration Board was not held, therefore, being the
matter of public interest the agenda was being circulated for the approval from members of
Registration Board so that permission may be granted to the firm at the earliest. The following
comments were received on whatsapp from members of Registration Board:

Name of Member Comments

Dr. RafeegAlam Agreed
Dr Noor us Saba Agreed
Dr. HafsaKaramElahi Agreed
Abdullah Agreed

Maj. Gen. Tahir Mukhtar

Agreed Please

DrQurban

Agreed as proposed, please.

Iftikhar ch

Agreed in the public interest but now according to the decision of supreme court
Lock down is over so regular meeting of the registration board is the need of the
hour and we must hold meetings.

Email

Respected Abdullah sahib

Asslamoallikum

I have given my consent to you through WhatsApp as you desired.i agree in the
public interest in prevailing covid 19 situation but now after the decision of
supreme court and ease of Lock down we have to hold regular meeting of board
for discussion and decisions.

I hope you will note and consider my request.
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Dr. Amanullah

Assalam-u-Alaikum to all my fellow members ,

Submitted my points of concern

1) Is the product in question is safe .

2) Is the product has completed its all required trial phases and declared safe for
human use .

3) At the time of approval in 294 registration board meeting I can’t remember that
product is discussed about its trial phase(s) and in the past | remember that Board
has never approved any product which has not completed it’s all trial phases and if
I’m not wrong in case of Dengue we have not approved the product due to
incomplete studies and in Philippine the same Dengue product was banned due to
deaths noted so is the case here if studies are incomplete we may not allow and
even registration of the product approved in 294 -M may be suspended till the
time the study is completed.

3) | have already shown my serious concerned about 294 registration board
meeting which was on line rather it was Off-line meeting because we were not
able to participate due to poor communication system from DRAP and every thing
was in hurry .

4) Approval through E-mail and Whattsapp is not appropriate because it’s a matter
of human lives so the DRAP may not compromise for holding such meetings and
taking approval on email / Whattsapp and on line .

If my points are addressed and the product is safe for human consumption then it’s
ok otherwise it is not approved from my side.

M. Aslam Dear Abdullah can we approved any item on whatsapp or proceed the registration
Board meeting on WhatsApp? If yes then | have no objection.

Kindly share relevant section of DRAP Act for the purpose of taking approval of
any medicine or consent of members on any drug via email. Otherwise all process
will be unlawful. Things must be done in proper manner SMCr.

Dr. Obaid Dear Members as matter is of high public health importance due to potential use
of instant medicine in COVID-19 management & no other alternate is registered
as well, thus opinion of members is hereby solicited.

Date of Registration Board meeting will be shared immediately after Eid holidays.

Mujtaba IPO DR sb
The matter is critical and may kindly be discussed in next meeting for approval
which is appropriate forum.

Regards
Adnan Rizvi FDA approved phase 3 clinical trial not management of Covid19.

It is blockbuster drug of Roach is an immunosuppressive agent, exclusively use in
Acrthritis.

It has many side effects one of the most common is upper respiratory tract
infection (10%) and common Cold.

It's much expensive drug.

FDA approved for trial not treatment/management of Covid19.

Not agreed

For any further approval please call proper meeting of Registration Board as flight
operation is also started.

We had given exemption in one strength it is enough we should wait the next
meeting of Registration Board or until the FDA approve for the treatment of
Covid19 rather clinical trial.

Dear sir firstly FDA approve the Acterna in the treatment of Covid19 now it is on
phase 3 clinical trial then put this matter in upcoming meeting.

Otherwise not, our peoples are not guniea pigs

Strongly agreed with the concern of DrAmanullah
It was online rather it was Off-line.

Khalid Javed KPK

If rules allow approval in such a manner then | agree with the proposal.

Muzzammil DTL Punjab

Strongly agreed with drammansb
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After above comments, the Director PE&R/Chairman Reg. Board explained the case
keeping in view the Covid-19 public health urgency situation. Later on, all members agreed the
approval of case through Whatsapp group as tabulated under:

Dr. Obaidullah

Reference queries in previous messages, | want to clarify that Actemra 80mg
and 400mg are both registered drugs vide No. 083134 and 084136. Product is
approved by almost all reference regulatory authorities including USFDA and
EMA for various indications.

After emergence of COVID-19, national clinical management guidelines for
COVID-19 infections has been issued where it is categorically mentioned as
treatment option (see page 6). Same treatment option has been adopted by
various reference countries including USA, Spain, Italy, Ireland and various
non-reference countries aswell.

As per information provided by M/s Roche, presently Actemra orders are
pending from SKMCH&RC, DOW, PIMS, LGH, DG Health KPK &
Baluchistan, CMH Quetta, Faroog Hospital Lhr, Hameed Lateef Lhr, QIH
Islamabad, BehriaLhr, AKUH, SIUT and Indus karachi being used for
COVID-19 management exclusively to treat extensive and bilateral lung
disease or severely ill patients with elevated IL-6 levels.

In 294th meeting, it was decided to exempt Urdu version only with certain
conditions for already registered drugs. DRAP proposal is to follow same
pathway for Actemra 80mg and 200mg with same conditions.

Firm informed that 8 packs of Actemra 200mg and 10 packs of 80mg are
available in stocks throughout country.

As per information provided by M/s Roche and non-approval at this stage,
DRAP’s apprehend that product Actemra will not be available for use in
management of COVID-19 infection in above hospitals and can have
devastating and life threatening effects as well.

As far as query regarding approval through WhatsApp/ email is concerned,
definitely it has never been practiced in past as Pakistan And health related
organisations as well has never faced such Public health emergency situation.

If members consented for granting approval as per details in agenda then we
will issue Urdu exemption letter

All proceedings are only done to save COVID patients in such extraordinary
public health urgency situation Across the globe including Pakistan.

Dr. Qurban

Clarification is much appreciated; Agreed.

Gh. Mujtaba

Yes clarification is appropriated and Agreed with Dr. Obaid sb proposal.

DrRafigAlam

I endorsed the justification given by Dr. Obaid

Maj. Gen. Tahir

I strongly endorse the clarification and Recomend Approval

Dr Noor us Saba

In novel pandemic situations priority is to save lives with all possible methods.
Therefore with this timely decision DRAP will project itself as a responsible
organisation. All members are requested to grant the approval.

DrRafigAlam

Agreed

Exemption from Urdu printing should be granted for three months in present
scenario of urgency

Khalid Javed KPK

| totally agree with DrOdaid clarification. keeping in view present scenerio |
strongly recommend for its approval.

M Aslam Law

Dear Obaid sb when a thing is to be done in a particular manner, it must be
done in that way and not authorize any deviation there from will render the
action as illegal and unlawful. Reliance is placed a judgement of the Supreme
Court in case Tehsil Nazim TMA, Okara versus Abbas Ali and others reported
as 2010 SCMR p 1437.

Solution in this situation is that Board may take the measures but in the next
meeting take retrospective approval of the said medicine

DrHafsa

Agreed

Muzzamil

| endorse
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DrAkram

Keeping in view the established indication of drug i.e adult arthritis and side
efects as mentuoned by Mradnan and dramanullah relaxation of rules in hurry
may not not advisable. Better deliberate thoroughly. It is not the only drug

which is IL-6 inhibitor alternate available.
I suggest call a meeting in person following SOPs.

Accordingly, the approval was granted and letter was issued on 21-05-2020. Chairman
Registration Board further advised to include the case in forth coming Registration Board for
concurrence.

Decision: Registration Board acknowledged the above approval. Registration Board
further extended the already granted permissions regarding import of
standard export packs and local printing of MRP and registration number on
at least secondary packaging for Actemra 80mg, 200mg and 400mg for nine
(09) months from the date of permissions.

2. Application for permission of import of Actemra 400mg/20ml from M/s Genetech
Inc., 4625 NE Brookwood Parkway, Hillsboro, OR 97124, USA applied by M/s
Roche Pakistan Limited, Karachi.

M/s Roche Pakistan Limited, Karachi applied for the permission to import Actemra
400mg/2ml from M/s Genetech Inc., 4625 NE Brookwood Parkway, Hillsboro, OR 97124, USA.
The firm submitted that considering the unfortunate pandemic situation of COVID-19 and the
fact that Actemra is in extremely high-demand throughout the world, their global supply chain is
unable to fulfil the demands of many international markets from the existing manufacturing
facility (Chugai Pharma Manufacturing Co Ltd, 16-3 Kiyohara-Kogyodanchi, Utsunomiya,
Japan). Therefore, Roche has initiated the production of additional batches of Actemra
400mgvial in their Genentech’s Hillsboro (HTO) site, located at 4625 NE Brookwood Parkway,
Hillsboro, OR97124, United States. This operation is being carried out on an interim basis only
in order to mitigate the potential Actemra supply disruptions due to the exponentially increasing
demand.

The firm further submitted that it is worthy to mention here that Actemra is already the part of

COVID-19 management as per the following local guidelines:

e Clinical Management Guidelines for COVID-19 Infections, issued by the Federal Govt.
e Clinical Management Guidelines for COVID-19 Infections, issued by the Punjab Govt.

Moreover, it is also the part of clinical management guidelines in the following notable
countries/hospitals:

e China (Wuhan guidelines) e Lebanon

e US(NIH) e Egypt

o ltaly o lsrael

e Spain e International Pulmonologist’s Consensus Group
e Ireland on COVID-19

e Russia e US Hospitals — University of Michigan/Yale
e Poland Medical Center/Swedish Hospital

e Saudi Arabia e US Organization Guidance — ASHP, Compendia
e Qatar

While Roche Pakistan Limited has been able to meet most of the immediate demand through a
variety of measures, looking ahead to the mid-to-long term, demand is expected to increase
further. So far, we have the pending supply orders from following hospitals:

Karachi ¢ Baharia Hospital
e Tabba Heart Institute e National Hospital
e SIUT e PKLI
e Ziauddin Hospital e Mayo Hospital
Lahore e Lahore General Hospital
o Al-Shafi Hospital e Hameed Latif
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e University of Lahore Teaching Hospital e Fatima Memorial Hospital
¢ KEMU e Imran Adrees Hospital
e Govt. Kot Khawaja Saeed Teaching Hospital Faisalabad
e Jinnah Hospital Lahore e General Hospital
e Surgimed Hospital e Family Care Hospital
Doctors Hospital & Medical Centre Islamabad/Rawalpindi
e Shifa International
e PIMS

Considering the above-mentioned facts and status, we request your special approval to avail the
opportunity of importing Actemra 400mg vial from Hillsboro manufacturing site in the United
States. Currently there are only 95 packs available in stock for Actemra 80mg vial, which will be
consumed by today, Monday 1st June, and the next expected shipment contains a very limited
number of packs as compared to the market demand.

For this purpose, we are submitting a set of available administrative and technical documents (as
mentioned in the attached checklist), the same against which the US FDA has allowed the
manufacturing and release of Actemra 400mg vial from Hillsboro site. We have tried our level
best to provide the maximum documents which would establish the credibility and validity of the
site. It is worthy to note that the said site is already the existing approved site for our product
Herceptin (trastuzumab) 440mg vial, hence, the credibility and authenticity of the new site is
already established and accepted by the DRAP.

Moreover, M/s Roche Pakistan Limited, Karachi has submitted the following commitments:

e To ensure that the quality of the finished product will not be compromised. The finished
product will be manufactured at Genentech Inc., 4625 NE Brookwood Parkway,
Hillsboro, OR 97124, United States, which operates in accordance with FDA GMP
guidelines and have been inspected by US and Japanese health authorities.

e A minimum of 3 consecutive batches of drug product (ca. 40,000 vials per batch) will be
released in accordance with an ongoing process verification protocol.

e The first 3 batches will be placed in long term (2-8°C) and accelerated stability (25°C),
according to the stability protocol. The shelf life initially claimed is 6 months at 2-8°C.
The shelf life will be extended in accordance to the stability protocol. Each extension will
not be more than twice the time points available, for a maximum 12 months.

e The vials are shorter and wider compared to the commercial material and the vial cap is
dark blue (instead of red).

e The batches imported from the Hillsboro site shall only be used for the treatment of
COVID-19 patients, and not in any other indication of the product.

The firm has submitted the following documents:

a. Fee Challan of Rs. 50000/-

b. Copies of orders from different institutes/ hospitals.

c. Copy of email from Mr. Robert G. Kosko, Jr., Pharm D, MPH, Commander USPHS
Senior Programme Management Officer, FDA/CDER/Drug Shortage Staff regarding no
objection to Roche/ Genetech’s distribution within the U.S. of following:

Actemra (Tocilizumab) mg/ml lot number 3378172

The email further states that this discretion is contingent on the following points:

I It does not extend beyond the product and lot number specified above.

ii. Roche/ Genetech will distribute a Dear Healthcare provider letter to alert
prectitioners to the differences between the two configurations of Actemra
400mg/20ml which will be on the market at the same time.

In this context, it is submitted that the aforementioned product was initially registered as per

following details:

Reg. Name of Manufacturer Brand Name & Composition Pack Size
No.

083136 | M/s Utsunomiya Plant of | Actemra 400mg 1’s Vial
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Chugai Pharma | (Concentrate for Solution for Infusion)
Manufacturing Co., Ltd., 16-3, | Each vial(20ml) contains:

Kiyohara Kogyodanchi, | Tocilizumab (Genetical
Utsunomiya-city, Tochigi, | Recombination)....... 400 mg
Japan

Now, the firm submitted that Actemra is in extremely high-demand throughout the world, their
global supply chain is unable to fulfil the demands of many international markets from the existing
manufacturing facility (Chugai Pharma Manufacturing Co Ltd, 16-3 Kiyohara-Kogyodanchi,
Utsunomiya, Japan). Therefore, Roche has initiated the production of additional batches of Actemra
400mg vial in their Genentech’s Hillsboro (HTO) site, located at 4625 NE Brookwood Parkway,
Hillsboro, OR97124, United States. The firm has requested to grant the permission to import Actemra
400mg/20ml from M/s Genetech Inc., 4625 NE Brookwood Parkway, Hillsboro, OR 97124,
USA. Moreover, the new site has already been approved for another product Herceptin 440mg
(Reg. No. 032130) in 276™ meeting of Registration Board.

Decision: Registration Board deliberated the case in the light of prevailing COVID-19
emergency situation, shortage of availability of Actemra from already
approved manufacturing site and approvals of EMA & USFDA for
additional site & new container closure system and decided as under:

a. Approved the addition of M/s Genetech Inc., 4625 NE Brookwood
Parkway, Hillsboro, OR 97124, USA as manufacturing Site for Actemra
400mg/20ml (Reg. No. 083136)

b. Approved the addition of new container closure system wherein the vials
will be shorter and wider compared to the commercial material and the
vial cap is dark blue instead of red.

c. Complete import, sale and supply record shall be maintained and will be
provided if required by DRAP.

d. The shelf life of the product manufactured at Hillsboro site shall be 06
months.

This permission shall be valid for nine (09) months from the date of issuance of approval

letter.
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Item No. 111 Division of Pharmaceutical Evaluation & Registration

Pharmaceutical Evaluation Cell (PEC)

Evaluator PEC-1 (Mr. Farooq Aslam)
Evaluator PEC-11 (Mr. Ammar Ashraf Awan)
Evaluator PEC-111 (Mr. Muhammad Haseeb Tariq)
Evaluator PEC-1V (Ms. Farzana Raja)
Evaluator PEC-V (Ms. Igra Aftab)

Evaluator PEC-VI (Mr. Umar Latif)
Evaluator PEC-VII (Ms Sidra Khalid)
Evaluator PEC-VIII (Ms. Haleema Sharif)
Evaluator PEC-1X (Mr. Hanifullah)
Evaluator PEC-XI (Mr. Farhadullah)
Evaluator PEC-XII (Ms Saima Hussain)
Evaluator PEC-XI11 (Ms Mehwish Javed)

Evaluator PEC-XIV (Mr. Muhammad Ahsan Hafiz)
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Evaluator PEC-XII

Case No. 1: Registration of Vitamin-Mineral Formulations

Registration of vitamin-mineral formulations are pending for deliberations and decision

regarding consideration as Drug or otherwise. Registration of formulations containing Vitamin-

mineral was discussed in 291* meeting of Registration Board and following decision has been

taken:

291% Meeting of Registration Board:

Vitamin Policy was placed in 291% meeting of Registration Board and following decision has

been taken:
Decision: Registration Board deliberated the decision of the Policy Board and the
Authority for Vitamin Policy and decided that:-
i. Those vitamins and minerals above RDA as defined in the Vitamin Policy (18"
meeting of Policy Board) will be considered as drug. If any one of the ingredient of
multiple ingredient dosage form falls above RDA, it will be considered as a drugs.
ii. Those combinations already having registration in Pakistan and marketing proof of
availability of 5-7 years in market with no reported adverse reactions, shall be
considered as reference for safety and efficacy of these combinations.
iii. For new combinations, availability in already defined reference regulatory
authorities will be considered as a reference.
iv. For already submitted dossier, applicant will be given 3 months time for
amendment / correction in their applied formulations in light of above recorded
decision and submission of differential fee and registration application.
v. Registration dossiers will be considered on FIFO basis from date of completion of
dossiers including all codal formalities.
e In this regard, following is submitted for the consideration of Registration board:

1. Those Vitamins and minerals above Recommended Daily Allowance (RDA) up to
Tolerable upper intake level (UL) may be considered as drug.

2. If any ingredient in the vitamin and mineral formulation is above UL, then it may
allow only, if it is available in already defined Reference Regulatory Agencies, for
intended therapeutic purpose, otherwise the Firm has to revise its formulation.
Furthermore single ingredient vitamins for certain disease conditions may be
registered with therapeutic claim as per approved Reference Regulatory Agencies.

3. Point (ii) of decision of Registration Board needs further deliberation regarding the
documents required for consideration as reference.

4. As per direction given in point (iv) of above mentioned decision of Registration
Board, circular has been issued vide letter no. F.291-DRB/2019(PE&R) dated 14"
January,2020 for the information/compliance of all Pharmaceutical
Manufacturer/Importer of Pakistan.However as per record no such
amendment/correction has recived in the given timeline.

5. Applicant firm shall give reference of conversion of units (e.g. IU to mcg/mg or vice
versa) and equivalency in elemental form as required in RDA or UL table.

6. The pharmaceutical companies shall ensure the availability of requisite
manufacturing & testing facilities including atomic absorption spectrophotometer.

7. Renewal application of already registered drug will be considered in the light of
above given submission.

Decision: Registration Board deliberated in detail on the above points and decided to
approve following futher points in addition to aforesaid decision of
Regisatration Board in its 291° meeting.

1. Those Vitamins and minerals above Recommended Daily Allowance (RDA) up
to Tolerable upper intake level (UL) shall be considered as drug for registration
purpose.
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If any ingredient in the vitamin and mineral formulation is above UL, then it
shall be allowed only, if it is available in already defined Reference Regulatory
Agencies, for intended therapeutic purpose, otherwise the applicant firm shall

Single ingredient vitamin for certain disease conditions shall be registered with
New formulations shall be considered if approved by Reference Regulatory
Multivitamin/minerals injectable shall be registered, if they are approved by

Applicant firm shall give reference of conversion of units (e.g. 1U to mcg/mg or
vice versa) and equivalency in elemental form as required in RDA or UL table.
The applicant firm shall ensure the availability of requisite manufacturing &
testing facilities like atomic absorption spectrophotometer for test purposes.

For Point (ii) of decision of Registration Board in 291% meeting, following

I Name of product, Registration No and composition for confirmation of
generic status alongwith unit carton of available formulation..
ii. For Adverse Drug Reaction, Pharmacy Services Division will be

Registration Board noted the information that circular has been issued vide
letter no. F.291-DRB/2019(PE&R) dated 14" January,2020 for the
information/compliance of all Pharmaceutical Manufacturer/Importer of
Pakistan. However as per record, no such amendment/correction has been
received in the given timeline. Registration Board extended the timeline for
further six month for amendment / correction in the applied formulations from
date of issuance of new circular in light of above recorded decision and

2.
have to revise its formulation in line with RRA.
3.
therapeutic claim in line with Reference Regulatory Agencies.
4,
Authorities.
5.
Reference Regulatory Authorities.
6.
1.
8.
documents will be required for consideration.
approached to provide the data.
9.
submission of differential fee and registration application.
10.

For consideration of renewal application of already registered vitamin-mineral

formulations following will be the criteria:

I All those formulations which are in line with above guidelines will be
granted the renewal as per delegation already approved by Registration
Board.

ii. In those formulations which donot fulfill the above criteria, cases will be
placed before Registration Board for consideration.

In the light of above, following registration applications of vitamin and mineral formulation have
been considered by Regisration Board and decided accordingly as mentioned against each:

1.

Name and address of manufacturer /
Applicant

M/s.  Werrick Pharmaceuticals,|-10/3,Industrial ~ Area,
Islamabad

Brand Name +Dosage Form + Strength

HIGH C-D Tablets (Effervescent Tablet) Orange Flavor

Diary No. Date of R& | & fee

(Duplicate Dossier )Dy. N0.148 dated 18/03/2009 Rs.8,000/-
Differential fee (Photocopy) of Rs.12,000/- submitted on
26/10/2017

Composition

Each tablet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O
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Approval Status of Product in

Reference
Regulatory Authorities

Quantity of vitamin and mineral in the applied formulation is
between RDA and UL according to the decision of
Registration Board in its 291* meeting.

Me-too Status

CaC-1000 Plus Effervescent Tablet by M/s. GSK OTC (Pvt.)
Ltd. Petaro Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the

recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XI1I)

Vitamin D3 used in the formulation is above UL, as the upper
tolerable intake level of vitamin D is 10000IU (250mcg)
while the used amount is 4000mcg same amount is used in
me-t0o0.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for

justification of existing formulation

of CaC-1000 Plus Effervescent Tablet for quantity of

Vitamin D3 as it is upper tolerable intake level (UL).

Name and address of manufacturer /
Applicant

M/s.  Werrick
Islamabad

Pharmaceuticals,|-10/3,Industrial ~ Area,

Brand Name +Dosage Form + Strength

HIGH C-D Sachet (Orange Flavor)

Diary No. Date of R& | & fee

(Duplicate Dossier )Dy.188 No.dated 19/12/2008
Differential fee (Photocopy) of Rs.12,000/- submitted on
26/10/2017

Composition

Each Sachet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in

Reference
Regulatory Authorities

Quantity of vitamin and mineral in the applied formulation is
between RDA and UL according to the decision of
Registration Board in its 291* meeting.

Me-too Status

CaC-1000 sachet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the

recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XI1I)

1. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.
2. Vitamin D3 used in the formulation is above UL, as the

upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred for Evidence of
(generic / me-too status) alongwith re

applied formulation/drug already approved by DRAP
istration number, brand name and name of firm.

Name and address of manufacturer /
Applicant

M/s.  Werrick Pharmaceuticals,1-10/3,Industrial
Islamabad

Area,

Brand Name +Dosage Form + Strength

HIGH C-D Tablets (Mango Flavor) (Effervescent Tablet)

Diary No. Date of R& | & fee

Dy. No. 6423 dated 08/04/2020 Rs.20,000/-

Composition

Each tablet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations
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Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s,20’s &30’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Plus Effervescent Tablet by M/s. GSK OTC (Pvt.)
Ltd. Petaro Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018,
recommended for the grant of GMP Certificate.

the panel

Remarks of the Evaluator. AD(PEC-
XII)

1. Application is received on Form-5 instead of Form 5-F.

2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

Name and address of manufacturer /
Applicant

M/s.  Werrick
Islamabad

Pharmaceuticals,|-10/3,Industrial ~ Area,

Brand Name +Dosage Form + Strength

HIGH C-D Tablets (Lemon Flavor) (Effervescent Tablet)

Diary No. Date of R& | & fee

Dy. No. 6423 dated 08/04/2020 Rs.20,000/-

Composition

Each tablet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

Approval Status of Product in
Reference Regulatory Authorities

As per S.R.O & Pack: 10°5,20’s &30’s

Me-too Status

CaC-1000 Plus Effervescent Tablet by M/s. GSK OTC (Pvt.)
Ltd. Petaro Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the

recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XII)

1. Application is received on Form-5 instead of Form 5-F.

2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

Name and address of manufacturer /
Applicant

M/s.  Werrick
Islamabad

Pharmaceuticals,1-10/3,Industrial ~ Area,

Brand Name +Dosage Form + Strength

HIGH C-D Tablets (Cola Flavor) (Effervescent Tablet)

Diary No. Date of R& | & fee

Dy. No. 6423 dated 08/04/2020 Rs.20,000/-

Composition

Each tablet contains:
Calcium Lactate Gluconate....1000mg

Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
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Vitamin D3 .....4mg
Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s,20’s &30’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Plus Effervescent Tablet by M/s. GSK OTC (Pvt.)
Ltd. Petaro Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the

recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XI1I)

1. Application is received on Form-5 instead of Form 5-F.

2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

Name and address of manufacturer /
Applicant

M/s. Werrick Pharmaceuticals Industrial

Islamabad

,1-10/3, Area,

Brand Name +Dosage Form + Strength

HIGH C-D Sachet (Lemon Flavor)

Diary No. Date of R& | & fee

Dy. No. 6423 dated 08/04/2020 Rs.20,000/-

Composition

Each Sachet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

Approval Status of Product in
Reference Regulatory Authorities

As per S.R.O & Pack: 10’s

Me-too Status

CaC-1000 Sachet by M/s. GSK OTC (Pvt.) Ltd. Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the panel
recommended for the grant of GMP Certificate.

Remarks of the Evaluator. AD(PEC-
X1

1. Application is received on Form-5 instead of Form 5-F.

2. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.

3. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.

Name and address of manufacturer / | M/s. Werrick Pharmaceuticals ,1-10/3, Industrial Area,
Applicant Islamabad
Brand Name +Dosage Form + Strength | HIGH C-D Sachet (Mango Flavor)
Diary No. Date of R& | & fee Dy. No. 6423 dated 08/04/2020 Rs.20,000/-
Composition Each Sachet contains:
Calcium Lactate Gluconate....1000mg
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Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Sachet by M/s. GlaxoSmithKline OTC (Pvt.) Ltd.,
Petaro

GMP Status

Last inspection report dated 09/11/2018, the

recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XI1I)

1. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.

2. Application is received on Form-5 instead of Form 5-F.

3. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.

Name and address of manufacturer /
Applicant

M/s.  Werrick
Islamabad

Pharmaceuticals,|-10/3,Industrial ~ Area,

Brand Name +Dosage Form + Strength

HIGH C-D Sachet (Cola Flavor)

Diary No. Date of R& | & fee

Dy. No. 6423 dated 08/04/2020 Rs.20,000/-

Composition

Each Sachet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Sachet by M/s. GSK OTC (Pvt.) Ltd. Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the panel
recommended for the grant of GMP Certificate.

Remarks of the Evaluator. AD(PEC-
XII)

1. Application is received on Form-5 instead of Form 5-F.

2. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.

3. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.

Name and address of manufacturer /| M/s.  Werrick  Pharmaceuticals,|-10/3,Industrial ~ Area,
Applicant Islamabad
Brand Name +Dosage Form + Strength | HIGH-C 1000 Sugar Free Sachet
Diary No. Date of R& | & fee (Duplicate Dossier)Dy. No.1606 dated 18/01/2011
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Differential Fee (Photocopy) of Rs.12,000/- submitted by the
firm dated 08/04/2020

Composition

Each Sachet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

Calvin-C 500 Sachets by M/s. Bloom Pharmaceuticals

GMP Status

Last inspection report dated 09/11/2018, the panel

recommended for the grant of GMP Certificate.

Remarks of Evaluator. AD(PEC-XII)

Decision: Approved with innovator’s specificatins. Fee shall be verified as per procedure adopted

in 285™ meeting.

Applicant

10. Name and address of manufacturer / | M/s.  Werrick  Pharmaceuticals,|-10/3,Industrial  Area,
Applicant Islamabad
Brand Name +Dosage Form + Strength | CALTAB-D TABLET (CHEWABLE TABLET SUGAR
FREE) (Mix Fruit Flavor)
Diary No. Date of R& | & fee Dy. No. 6420 Dated 08/04/2020 Rs.20,000/-
Composition Each tablet contains:
Calcium Carbonate....1250mg
Vitamin D3.....1251U
Pharmacological Group Vitamin and mineral formulations
Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O & Pack: 10’s, 20’s & 30’s
Approval Status of Product in
Reference Regulatory Authorities
Me-too Status Qalsan D Chewable Tablet by M/s. GSK OTC (Pvt.) Ltd.,
Petaro Road,Jamshoro
GMP Status Last inspection report dated 09/11/2018, the panel
recommended for the grant of GMP Certificate.
Remarks of the Evaluator. AD(PEC- |1. Application is received on Form-5 instead of Form 5-F.
XI0) 2. Firm applied with manufacturer specifications while the
me-too product has given the Registration with USP
Specifications. However the product is non-
Pharmacopeial.
Decision: Deferred for submission of application on Form 5-F and consideration on turn.
11. Name and address of manufacturer / | M/s. Werrick Pharmaceuticals, 1-10/3, Industrial Area,

Islamabad

Brand Name +Dosage Form + Strength

CALTAB-D TABLET (CHEWABLE TABLET SUGAR
FREE) (Mango Flavor)

Diary No. Date of R& | & fee

Dy. No. 6421 Dated 08/04/2020 Rs 20,000/-

Composition

Each tablet contains:
Calcium Carbonate....1250mg
Vitamin D3.....125IU

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s, 20’s & 30’s

Approval  Status of Product in
Reference Regulatory Authorities
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Me-too Status

Qalsan D Chewable Tablet by M/s. GSK OTC (Pvt.) Ltd.,
Petaro Road,Jamshoro

GMP Status

Last inspection report dated 09/11/2018, the
recommended for the grant of GMP Certificate.

panel

Remarks of the Evaluator. AD(PEC-
XII)

1. Application is received on Form-5 instead of Form 5F.
2. Firm applied with manufacturer specifications while the
me-too product has given the Registration with USP

Specifications. However the product is non-
Pharmacopeial.
Decision: Deferred for submission of application on Form 5-F and consideration on turn.
12. Name and address of manufacturer / | M/s. Werrick Pharmaceuticals, 1-10/3, Industrial Area,
Applicant Islamabad
Brand Name +Dosage Form + Strength | Nutrition-Z Tablet
Diary No. Date of R& | & fee (Duplicate Dossier) Dy. N0.398 Dated 01/11/2011 Rs.8,000/-
Differential fee (Photocopy) of Rs.12,000/- has been
submitted on 08/04/2020
Composition Each tablet contain:
Zinc (As Zinc Sulphate)...22.5mg
Tocopherol (Vitamin E).....30IU
Ascorbic Acid (Vitamin C)....500mg
Folic Acid.....150mcg
Thiamine HCI (Vitamin B1)....15mg
Riboflavin (Vitamin B2).....15mg
Nicotinamide.....100mg
Pyridoxine HCI (Vitamin B6).....20mg
Cyanocobalamin(Vitamin B12)....12mcg
Pantothenic Acid (as Calcium Pantothenate)....20mg
Pharmacological Group Vitamin and mineral formulations
Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O & Pack: 10’s, 20’s & 30’s
Approval Status of Product in
Reference Regulatory Authorities
Me-too Status Surbex-Z Tablet by M/s. Abbott Laboratories
GMP Status Last inspection report dated 09/11/2018, the panel
recommended for the grant of GMP Certificate.
Remarks of Evaluator. AD(PEC-XII)
Decision: Approved with innovator’s specificatins. Fee shall be verified as per procedure adopted
in 285™ meeting.
13. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical, I-9, Industrial Area,
Applicant Islamabad

Brand Name +Dosage Form + Strength

Calcee-D Tablet (Effervescent Tablet) (orange Flavor)

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy. No.157 Dated 18/03/2009 Rs.8,000/-

Differential fee (photocopy) of Rs.12,000/- has been
submitted on 26/10/2017
Composition Each tablet contains:
Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
Vitamin D3 .....4mg
Vitamin B6.....10mg
Pharmacological Group Vitamin and mineral formulations
Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O & Pack: 10’s
Approval Status of Product in
Reference Regulatory Authorities
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Me-too Status

CaC-1000 Plus Tablet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status

Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.

Remarks of the Evaluator. AD(PEC-
XII)

Vitamin D3 used in the formulation is above UL, as the upper
tolerable intake level of vitamin D is 10000IU (250mcg)
while the used amount is 4000mcg same amount is used in
me-too also.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

Applicant

14. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical,I-9,Industrial Area, Islamabad

Applicant

Brand Name +Dosage Form + Strength | Calcee-D Sachet (Orange Flavor)

Diary No. Date of R& | & fee (Duplicate Dossier) Dy. No.....dated 19/12/2008 Rs.8,000/-
Differential fee (Photocopy) of Rs.12,000/- submitted on
26/20/2017

Composition Each Sachet contains:
Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg
Vitamin B6.....10mg

Pharmacological Group Vitamin and mineral formulations

Type of Form Form 5

Finished Product Specification Manufacturer Specification

Pack Size & Demanded Price As per S.R.O

Approval Status of Product in

Reference Regulatory Authorities

Me-too Status CaC-1000 Sachet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.

Remarks of the Evaluator. AD(PEC- 1. Me Too (CaC-1000 Sachet) product mentioned by

XI0) the firm in Form 5 is available with different

composition.

2. Vitamin D3 used in the formulation is above UL, as
the upper tolerable intake level of vitamin D is
100001U (250mcg) while the wused amount is
4000mcg same amount is used in me-too also.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.

15. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical,1-9,Industrial Area, Islamabad

Brand Name +Dosage Form + Strength

Calcee-D Tablet (Mango Flavor) (Effervescent Tablet)

Diary No. Date of R& | & fee

Dy. No. 6415 dated 08/04/2020 Rs.20,000/-

Composition

Each tablet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg

Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification
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Pack Size & Demanded Price

As per S.R.O & Pack: 10’s,20’s &30’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Plus Tablet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status

Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.

Remarks of the Evaluator. AD(PEC-
XI1I)

1. Application is received on Form-5 instead of Form 5F.

2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

Applicant

16. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical,I-9,Industrial Area, Islamabad
Applicant
Brand Name +Dosage Form + Strength | Calcee-D Tablet (Lemon Flavor) (Effervescent Tablet)
Diary No. Date of R& | & fee Dy. No. 6413 dated 08/04/2020 Rs.20,000/-
Composition Each tablet contains:
Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg
Vitamin B6.....10mg
Pharmacological Group Vitamin and mineral formulations
Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O & Pack: 10’5,20’s &30’s
Approval Status of Product in|....
Reference Regulatory Authorities
Me-too Status CaC-1000 Plus Tablet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro
GMP Status Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.
Remarks of the Evaluator. AD(PEC- |1. Application is received on Form-5 instead of Form 5-F.
XI1I) 2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too.
Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.
17. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical,I-9,Industrial Area, Islamabad

Brand Name +Dosage Form + Strength

Calcee-D Tablet (Cola Flavor) (Effervescent Tablet)

Diary No. Date of R& | & fee

Dy. No. 6414 dated 08/04/2020 Rs.20,000/-

Composition

Each tablet contains:

Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg

Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg

Vitamin B6.....10mg
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Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s,20’s &30’s

Approval Status of Product in
Reference Regulatory Authorities

Me-too Status

CaC-1000 Plus Tablet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status

Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.

Remarks of the Evaluator. AD(PEC-
XII)

1. Application is received on Form-5 instead of Form 5-F.

2. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred as the quantity of Vitamin D3 used in the composition is above upper
tolerable intake level (UL). Furthermore Registration Board directed M/s. GSK OTC for
justification of existing formulation of CaC-1000 Plus Effervescent Tablet for quantity of
Vitamin D3 as it is upper tolerable intake level (UL). Application is required to be submitted on
Form5F and will be considered on its turn.

18. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical,I-9,Industrial Area, Islamabad
Applicant
Brand Name +Dosage Form + Strength | Calcee-D Sachet (Lemon Flavor)
Diary No. Date of R& | & fee Dy. No. 6417 dated 08/04/2020 Rs.20,000/-
Composition Each Sachet contains:
Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg
Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg
Vitamin B6.....10mg
Pharmacological Group Vitamin and mineral formulations
Type of Form Form 5
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O & Pack: 10’s
Approval Status of Product in
Reference Regulatory Authorities
Me-too Status CaC-1000 Sachet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro
GMP Status Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance
Remarks of the Evaluator. AD(PEC- |1. Application is received on Form-5 instead of Form 5-F.
XI1) 2. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.
3. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.
Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.
19. Name and address of manufacturer / | M/s. Wilson’s Pharmaceutical, I-9, Industrial Area,
Applicant Islamabad
Brand Name +Dosage Form + Strength | Calcee-D Sachet (Cola Flavor)
Diary No. Date of R& | & fee Dy. No. 6416 dated 08/04/2020 Rs.20,000/-
Composition Each Sachet contains:
Calcium Lactate Gluconate....1000mg
Calcium Carbonate....327mg
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Vitamin C (Ascorbic Acid).....500mg
Vitamin D3.....4mg
Vitamin B6.....10mg

Pharmacological Group

Vitamin and mineral formulations

Type of Form

Form5

Finished Product Specification

Manufacturer Specification

Pack Size & Demanded Price

As per S.R.O & Pack: 10’s

Approval Status of Product
Reference Regulatory Authorities

in

Me-too Status

CaC-1000 Sachet by M/s. GSK OTC (Pvt.) Ltd. Petaro
Road,Jamshoro

GMP Status

Last inspection report dated 24/01/2018, by Area FID rated
the firm operating at a very good level of GMP compliance.

Remarks of the Evaluator. AD(PEC-

XII)

1. Application is received on Form-5 instead of Forssm 5F.
2. Me Too (CaC-1000 Sachet) product mentioned by the
firm in Form 5 is available with different composition.

3. Vitamin D3 used in the formulation is above UL, as the
upper tolerable intake level of vitamin D is 100001U
(250mcg) while the used amount is 4000mcg same
amount is used in me-too also.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm and then
submission on requiste form and will be considered on turn.

20.

Name and address of manufacturer /

Applicant

M/s.Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.No.393 dated 30/4/2011 Rs.8,000/-
Differential fee (Photocopy) of Rs.42,000/-submitted on
02/09/2015

Composition

Each tablet contains:

Vitamin A (29% as Beta Carotene).....35001U
Vitamin C (as Ascorbic Acid)....60mg

Vitamin D (as Cholecalciferol).....1000IU

Vitamin E (as D-Alpha Tocophenyl Acetate)....30IU
Vitamin K (as Phytonadione)....25mcg

Thiamin (as Thiamine Mononitrate)....1.5mg
Riboflavin....1.7mg

Niacin (as Niacinamide).....20mg

Vitamin B6 (as Pyridoxine HCI)....2mg

Folic Acid....400mcg

Vitamin B12 (as Cyanocobalmine)....6mcg
Biotin...... 30mcg

Pantothenic acid (as Calcium Pantothenate)...10mg
Calcium (as Calcium Carbonate)...200mg

Iron (as Ferrous Fumarate)....18mg

Phosphorus (as Di Basic Calcium Phosphate)...20mg
Iodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide)....50mg

Zinc (as Zinc Oxide)....11mg

Selenium (as Sodium Selenate).....55mcg

Copper (as cupric Sulphate)....0.5mg

Manganese (as Manganeese Sulphate)....2.3mg
Chromium (as Chromium Picolinate)....35mcg
Molybdenum (as Sodium Molybdate).....45mcg
Chloride (as Potassium Chloride)....72mg
Potassium (as Potassium Chloride)....80mg

Nickel (as Nickelous Sulphate)...... Smcg

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

|211




Silicon (as Silicon Dioxide)...2mg
Vanadium (as Sodium Metavanadate).....10mcg
Tin (as Stannous Chloride).....10mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Firm provide the evidence of Centrum Tablet Wyeth
Pharma, USA which could not be verified.

Me-too Status

Firm did not provide the evidence of me too product

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator and Response
of the Firm AD(PEC-XII)

o Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by the
firm or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by  Pfizer  (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as drug it
comes under food supplements. Firm also submitted the
reference of TGA Australia.

o Reference of TGA Australia, as provided by the firm
has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

21.

Name and address of manufacturer /
Applicant

M/s.Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Ultra Men’s Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.No.390 dated 30/4/2011 Rs.8,000/-
Differential fee(photocopy) of Rs.42,000/-submitted on
02/09/2015

Composition

Each tablet contains:

Vitamin A (29% as Beta Carotene).....35001U
Vitamin C (as Ascorbic Acid)....90mg

Vitamin D (as Cholecalciferol).....1000IU

Vitamin E (as D-Alpha Tocophenyl Acetate)....451TU
Vitamin K (as Phytonadione)....60mcg

Thiamin (as Thiamine Mononitrate)....1.2mg
Riboflavin....1.3mg

Niacin (as Niacinamide).....16mg

Vitamin B6 (as Pyridoxine HCl).....2mg

Folic Acid....200mcg

Vitamin B12 (as Cyanocobalmine)....6mcg
Biotin...... 40mcg

Pantothenic acid (as Calcium Pantothenate)...15mg
Calcium (as Calcium Carbonate)...210mg

Iron (as Ferrous Fumarate)....8mg

Phosphorus (as Di Basic Calcium Phosphate)...20mg
Iodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide)....100mg

Zinc (as Zinc Oxide)....11mg

Selenium (as Sodium Selenate).....100mcg
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Copper (as cupric Sulphate)....0.9mg
Manganese (as Manganeese Sulphate)....2.3mg
Chromium (as Chromium Picolinate)....35mcg
Molybdenum (as Sodium Molybdate).....50mcg
Chloride (as Potassium Chloride)....72mg
Potassium (as Potassium Chloride)....80mg
Nickel (as Nickelous Sulphate)...... Smcg
Silicon (as Silicon Dioxide)...2mg

Vanadium (as Sodium Metavanadate).....10mcg
Tin (as Stannous Chloride).....10mcg
Lycopene.....600mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Ultra Men’s Tablet by Wyeth Pharma USA, which
could not be verified.

Me-too Status

Firm did not provide the evidence of Me-Too product.

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XI1I)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by
the firm or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by Pfizer (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as
drug it comes under food supplements. Firm also
submitted the reference of TGA Australia.

o Reference of TGA Australia, as provided by the
firm has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

22.

Name and address of manufacturer /
Applicant

M/s.Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Performance Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier)Dy.No0.394 dated 30/04/2011 Rs.8,000/-
Differential fee (Photocopy) of Rs.42,000/-submitted on
02/09/2015

Composition

Each tablet contains:

Vitamin A (29% as Beta Carotene).....800mcg
Vitamin C (as Ascorbic Acid)....120mg
Vitamin D (as Cholecalciferol)....5mcg
Vitamin E (as D-Alpha Tocophenyl Acetate)....26.8mg
Vitamin K (as Phytonadione)....25mcg
Thiamin (as Thiamine Mononitrate)....4.2mg
Riboflavin.....4.8mg

Niacin (as Niacinamide)...... 36mg

Vitamin B6 (as Pyridoxine HCI).....6mg

Folic Acid....400mcg

Vitamin B12 (as Cyanocobalmine)....18mcg
Biotin...... 40mcg
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Pantothenic acid (as Calcium Pantothenate)...10mg
Iron (as Ferrous Fumarate)....14mg

lodine (as Potassium lodide)....150mcg

Zinc (as Zinc Oxide)....7.5mg

Selenium (as Sodium Selenate).....70mcg
Copper (as cupric Sulphate)....700mcg
Manganese (as Manganeese Sulphate).....4mg
Chromium (as Chromium Picolinate)....120mcg
Molybdenum (as Sodium Molybdate).....75mcg
Ginkgo Biloba.....60mcg

Ginseng Extract.....50mg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Performance Tablet by Wyeth Pharma USA,
which could not be verified.

Me-too Status

Firm did not provide evidence of Me-Too product.

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XI1I)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by
the firm, or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by Pfizer (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as
drug it comes under food supplements. Firm also
submitted the reference of TGA Australia.

o Reference of TGA Australia, as provided by the
firm has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

23.

Name and address of manufacturer /
Applicant

M/s. Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Silver Ultra Women Tablets

Diary No. Date of R& | & fee

(Duplicate Dossier )Dy.N0.391 dated 30/4/2011 Rs.8,000/-
Differential fee (Photocopy) of Rs.42,000/-submitted on
02/09/2015

Composition

Each tablet contains:

Vitamin A (43% as Beta Carotene).....3500IU
Vitamin C (as Ascorbic Acid)....100mg
Vitamin D (as Cholecalciferol)....1000IU
Vitamin E (as D-Alpha Tocophenyl Acetate)....351U
Vitamin K (as Phytonadione).....50mcg
Thiamin (as Thiamine Mononitrate).....1.1mg
Riboflavin...... 1.1mg

Niacin (as Niacin amide)...... 14mg

Vitamin B6 (as Pyridoxine HCI).....5mg
Folic Acid....400mcg

Vitamin B12 (as Cyanocobalamin)....50mcg
Biotin...... 30mcg
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Pantothenic acid (as Calcium Pentothenate)...5mg
Calcium (as Calcium Carbonate)...... 300mg

Iron (as Ferrous Fumarate).....8mg

Phosphorus(as Di Basic Calcium Phosphate)...20mg
Iodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide).....100mg
Zinc (as Zinc Oxide).....15mg

Selenium (as Sodium Selenite).....22mcg

Copper (as cupric Sulphate)....0.5mcg
Manganese (as Manganese Sulphate).....2.3mg
Chromium (as Chromium Picolinate).....52mcg
Molybdenum (as Sodium Molybdate).....50mcg
Chloride (as Potassium Chloride)....72mg
Potassium (as Potassium Chloride)....80mg
Nickel (as Nickelous Sulphate)...... Smcg

Silicon (as Silicon Dioxide)...2mg

Vanadium (as Sodium Metavanadate).....10mcg
Lutein....300mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Silver Ultra Women’s Tablet by Wyeth Pharma
USA, which could not be verified.

Me-too Status

Firm did not provide evidence of Me-Too product.

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XI1I)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by
the firm, or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by Pfizer (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as
drug it comes under food supplements. Firm also
submitted the reference of TGA Australia.

o Reference of TGA Australia, as provided by the
firm has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

24.

Name and address of manufacturer /
Applicant

M/s. Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Silver Ultra Men Tablets

Diary No. Date of R& | & fee

(Duplicate Dossier )Dy.No. 392 dated 30/4/2011 Rs.8,000/-
Differential fee(photocopy)of Rs.42,000/-submitted on
02/09/2015

Composition

Each tablet contains:

Vitamin A (29% as Beta Carotene).....3500IU
Vitamin C (as Ascorbic Acid)....120mg

Vitamin D (as Cholecalciferol)....1000IU

Vitamin E (as D-Alpha Tocophenyl Acetate)....601U
Vitamin K (as Phytonadione).....60mcg
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Thiamin (as Thiamine Mononitrate).....1.5mg
Riboflavin...... 1.7mg

Niacin (as Niacin amide)...... 20mg

Vitamin B6 (as Pyridoxine HCI).....6mg

Folic Acid....300mcg

Vitamin B12 (as Cyanocobalamin)....100mcg
Biotin...... 30mcg

Pantothenic acid (as Calcium Pentothenate)...10mg
Calcium (as Calcium Carbonate)...... 210mg
Phosphorus(as Di Basic Calcium Phosphate)...20mg
Iodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide).....75mg
Zinc (as Zinc Oxide).....15mg

Selenium (as Sodium Selenite).....21mcg
Copper (as cupric Sulphate)....0.5mcg
Manganese (as Manganese Sulphate).....4mg
Chromium (as Chromium Picolinate).....60mcg
Molybdenum (as Sodium Molybdate).....50mcg
Chloride (as Potassium Chloride)....72mg
Potassium (as Potassium Chloride)....80mg
Nickel (as Nickelous Sulphate)...... Smcg
Silicon (as Silicon Dioxide)...2mg

Vanadium (as Sodium Metavanadate).....10mcg
Lutein....300mcg

Lycopene...... 600mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Silver Ultra Men’s Tablet by Wyeth Pharma USA,
which could not be verified.

Me-too Status

Firm did not provide evidence of Me-Too product

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XI1I)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by
the firm, or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firmin their reply stated that Centrum is a brand of
multivitamins produced by Pfizer (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as
drug it comes under food supplements. Firm also
submitted the reference of TGA Australia.

e Reference of TGA Australia, as provided by the
firm has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

25.

Name and address of manufacturer /
Applicant

M/s. Genix Pharma (Private) Limited 44,45-B, Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Kids Complete Tablets

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.No.397dated 30/04/2011 Rs.8,000/-
Differential fee (photocopy)of Rs.42,000/-submitted on
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02/09/2015

Composition

Each tablet contains:

Vitamin A (53% as Beta Carotene).....15001U
Vitamin C (as Ascorbic Acid)....60mg

Vitamin D (as Cholecalciferol)....400IU

Vitamin E (as D-Alpha Tocophenyl Acetate)....13.51U
Vitamin K (as Phytonadione).....10mcg

Thiamin (as Thiamine Mononitrate).....1.5mg
Riboflavin...... 1.7mg

Niacin (as Niacin amide)...... 20mg

Vitamin B6 (as Pyridoxine HCI).....2mg

Folic Acid....400mcg

Vitamin B12 (as Cyanocobalamin)....6mcg
Biotin...... 45mcg

Pantothenic acid (as Calcium Pentothenate)...10mg
Calcium (as Calcium Carbonate)...... 108mg

Iron (as Ferrous Fumarate)....18mg

Phosphorus(as Di Basic Calcium Phosphate)...50mg
lodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide).....40mg

Zinc (as Zinc Oxide).....15mg

Copper (as cupric Sulphate)....2g

Manganese (as Manganese Sulphate).....Img
Chromium (as Chromium Picolinate).....20mcg
Molybdenum (as Sodium Molybdate).....20mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Kids complete Tablet by Wyeth Pharma USA,
which could not be verified.

Me-too Status

Firm did not provide evidence of Me-Too

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XII)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by
the firm or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firmin their reply stated that Centrum is a brand of
multivitamins produced by Pfizer (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as
drug it comes under food supplements. Firm also
submitted the reference of TGA Australia.

e Reference of TGA Australia, as provided by the
firm has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

26.

Name and address of manufacturer /
Applicant

M/s. Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Silver Tablets

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.N0.398 dated 30/4/2011 Rs.8,000/-
submitted
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Differential fee (photocopy)of Rs.42,000/-submitted on
02/09/2015

Composition Each tablet contains:

Vitamin A (40% as Beta Carotene).....25001U
Vitamin C (as Ascorbic Acid)....60mg

Vitamin D (as Cholecalciferol)....1000IU
Vitamin E (as D-Alpha Tocophenyl Acetate)....50IU
Vitamin K (as Phytonadione).....30mcg
Thiamin (as Thiamine Mononitrate).....1.5mg
Riboflavin...... 1.7mg

Niacin (as Niacin amide)...... 20mg

Vitamin B6 (as Pyridoxine HCI).....3mg

Folic Acid....400mcg

Vitamin B12 (as Cyanocobalamin)....25mcg
Biotin...... 30mcg

Pantothenic acid (as Calcium Pentothenate)...10mg
Calcium (as Calcium Carbonate)...... 220mg
Phosphorus(as Di Basic Calcium Phosphate)...20mg
Iodine (as Potassium lodide)....150mcg
Magnesium (as Magnesium Oxide).....50mg
Zinc (as Zinc Oxide).....11mg

Selenium (as Sodium Selenite).....19mcg
Copper (as cupric Sulphate)....0.5mg
Manganese (as Manganese Sulphate).....2.3mg
Chromium (as Chromium Picolinate).....50mcg
Molybdenum (as Sodium Molybdate).....45mcg
Chloride (as Potassium Chloride)....72mg
Potassium (as Potassium Chloride)....80mg
Nickel (as Nickelous Sulphate)...... Smcg
Silicon (as Silicon Dioxide)...2mg

Vanadium (as Sodium Metavanadate).....10mcg
Lutein....250mcg

Lycopene...... 300mcg

Pharmacological Group Vitamin and mineral Supplements

Type of Form Form 5-D

Finished Product Specification Manufacturer Specification

Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference | Centrum Silver Tablet by Wyeth Pharma USA, which could
Regulatory Authorities not be verified.

Me-too Status Firm did not provide evidence of Me-Too product

GMP Status Last inspection report dated 10/04/2019, by Area FID rated

the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC- |e Evidence of Me Too product which are already

XI0) registered in Pakistan is required to be submitted by the
firm, or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.

e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by  Pfizer  (formerly
Wyeth).Centrum is worldwide available product, further
internationally vitamins are not treated as drug it comes
under food supplements. Firm also submitted the
reference of TGA Australia.

e Reference of TGA Australia, as provided by the firm
has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
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authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm

27.

Name and address of manufacturer /
Applicant

M/s. Genix Pharma (Private) Limited 44,45-B,Korangi
Creek Road, Karachi

Brand Name +Dosage Form + Strength

Viltplex Cardio Tablets

Diary No. Date of R& | & fee

(Duplicate  Dossier) Dy.N0.396 dated
Rs.8,000/- submitted. Differential fee
Rs.42,000/-submitted on 02/09/2015

30/04/2011
(photocopy)of

Composition

Each tablet contains:

Vitamin A (29% as Beta Carotene).....17501U
Vitamin C (as Ascorbic Acid)....30mg

Vitamin D (as Cholecalciferol)....200IU

Vitamin E (as D-Alpha Tocophenyl Acetate)....151U
Vitamin K (as Phytonadione).....12.5mcg
Thiamin (as Thiamine Mononitrate).....0.75mg
Riboflavin...... 0.85mg

Niacin (as Niacin amide)...... 10mg

Vitamin B6 (as Pyridoxine HCI).....2.5mg

Folic Acid....200mcg

Vitamin B12 (as Cyanocobalamin)....100mcg
Biotin...... 15mcg

Pantothenic acid (as Calcium Pentothenate)....5mg
Calcium (as Calcium Carbonate)...... 54mg

Iron (as Ferrous Fumarate).....3mg
Phosphorus(as Di Basic Calcium Phosphate)...40mg
lodine (as Potassium lodide)....75mcg
Magnesium (as Magnesium Oxide).....20mg

Zinc (as Zinc Oxide).....3.75mg

Selenium (as Sodium Selenite).....10mcg

Copper (as cupric Sulphate)....0.35mg
Manganese (as Manganese Sulphate).....1mg
Chromium (as Chromium Picolinate).....60mcg
Molybdenum (as Sodium Molybdate).....37.5mcg
Chloride (as Potassium Chloride)....29mg
Potassium (as Potassium Chloride)....32mg
Boron....... l6émcg

Nickel (as Nickelous Sulphate)...... 2.5mcg

Tin (as stannous Chloride)....5mcg

Vanadium (as Sodium Metavanadate).....5mcg
Phytosterols....400mcg

Lycopene...... 300mcg

Pharmacological Group

Vitamin and mineral Supplements

Type of Form Form 5-D
Finished Product Specification Manufacturer Specification
Pack Size & Demanded Price As per S.R.O

Approval Status of Product in Reference
Regulatory Authorities

Centrum Cardio Tablet by Wyeth Pharma USA, which
could not be verified.

Me-too Status

Firm did not provide evidence of Me-Too product.

GMP Status

Last inspection report dated 10/04/2019, by Area FID rated
the firm operating at an acceptable level of compliance with
cGMP guidelines.

Remarks of the Evaluator. AD(PEC-
XI1I)

e Evidence of Me Too product which are already
registered in Pakistan is required to be submitted by the
firm, or in case of new combination evidence of
availability of formulation in Reference Regulatory
Authorities is required.
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e Firm in their reply stated that Centrum is a brand of
multivitamins  produced by  Pfizer  (formerly
Wyeth).Centrum is worldwide available product,
further internationally vitamins are not treated as drug it
comes under food supplements. Firm also submitted the
reference of TGA Australia.

o Reference of TGA Australia, as provided by the firm
has different composition.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board (M-277) in case of
new combination OR Evidence of applied formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand name and name of firm.

28.

Name and address of Manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

Multibar Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.No. 12332 Dated : 06/03/2019

Rs.20,000/-

Composition

Each film coated tablet contains:
Vitamin A ....4000 IU
Beta Carotene ....1000 [U
Vitamin D .....400 IU
Vitamin E ....30 IU
Vitamin C ....90mg
Vitamin B1....3mg
Vitamin B2....3.4mg
Vitamin B6.....3mg
Vitamin B12....9mcg
Pantothenic Acid.....10mg
Folic Acid .....0.4mg
Biotin....30mcg
Niacin.....20mg

Iron....... 27mg

lodine...... 150mcg
Magnesium.....100mg
Copper.....2mg
Zinc.....15mg
Manganese.....5mg
Selenium.....10mcg
Molybdenum...... 15mcg
Chromium.....15mcg
Potassium.....7.5mg
Chloride....... 7.5mg

Pharmacological Group

Vitamin and Mineral Formulation

Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price 30’s; Rs. 630/-

60’s ; Rs. 1260/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Theragran Ultra, GSK

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

e Quantity of iodine used in Me-Too is 150mg while
the firm used 150mcg, clarification required from
the firm in this regard.
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e In USP Monograph assay of chloride is not
included, so justification is required for using USP
Specs.

e Firm submitted the evidence QC Equipment list
which is the part of DML renewal inspection report

and list includes Atomic Absorption
Spectrophotometer duly signed by the concerned
DRAP Officer.

Decision: Deferred for consideration of

application on its turn.

29.

Name and address of Manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

Multiwel Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy No.12334 (06 /3/2019) Rs. 20,000/-

Composition

Each tablet contains:

Vitamin A....800mcg (2667 1U)
Vitamin D..... Smcg (200 IU)
Vitamin E ....10mg

Vitamin C.....60mg

Thiamin (Vitamin B1).....1.4mg
Riboflavin (Vitamin B2) .....1.6mg
Niacin.....18mg

Pyridoxine (Vitamin B6)..... 2mg
Vitamin B12....1mcg

Folacin (Folic acid).....200mcg
Biotin .....0.15mg

Pantothenic acid.....6mg
Calcium.....80mg

Iron.....14mg
Magnesium.....50mg
Zinc.....7.5mg

Iodine .....150mcg
Chromium.....25mcg
Selenium.....25mcg

Pharmacological Group

Vitamins and Minerals formulation

Type of Form

Form 5

Finished Product Specification

The firm has claimed USP specifications.

Pack size & Demanded Price

30’s; Rs. 225/-
45’s ; Rs. 350/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Revitale, GSK,

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Firm submitted the evidence QC Equipment list which is
the part of DML renewal inspection report and list includes
Atomic Absorption Spectrophotometer duly signed by the
concerned DRAP Officer.

Decision: Deferred for consideration of

application on its turn.

30.

Name and address of Manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

Z-Grow Tablet

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.No.13611 (07/03/2019) Rs.20,000/-

Composition

Each film coated tablet contains:

Zinc USP (as zinc Sulphate)....22.5mg
Vitamin E....30IU

Vitamin C....500mg

Folic acid.....150mcg
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Vitamin B1.....15mg

Vitamin B2....15mg

Nicotinamide....100mg

Vitamin B6....20mg

Vitamin B12....12mcg

Pantothenic acid USP (as calcium Pantothenate)....20mg

Pharmacological Group

Multivitamins

Type of Form Form 5
Finished Product Specification The firm has claimed USP specifications.
Pack size & Demanded Price 20’s; Rs. 240/-

30’s; Rs. 350/-

60’s ; Rs. 700/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Surbex-Z, Abbott Laboratories

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Firm submitted the evidence QC Equipment list which is
the part of DML renewal inspection report and list includes
Atomic Absorption Spectrophotometer duly signed by the
concerned DRAP Officer.

Decision: Deferred for consideration of

application on its turn.

Applicant

31. Name and address of manufacturer / | M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Applicant Karachi
Brand Name +Dosage Form +Strength Nutrabar Syrup
Diary No. Date of R& | & fee (Duplicate Dossier) Dy No.7498 (04/07/2017) Rs.20,000/-
Composition Each 4ml contains:
Thiamine HCI (B1) USP ....2.0mg
Riboflavin (B2).... BP 2.0mg
Niacinamide USP .....10.0mg
Pyridoxine HCI (B6) USP.... 0.2mg
Pantothenic acid (as D-Panthenol USP) ....2.0mg
Choline USP ....20.0mg
Inositol USP .....10.0mg
Vitamin B12 USP .....5.0mcg
Pharmacological Group Multivitamins
Type of Form Form 5
Finished Product Specification The firm has claimed Manufacturer’s specifications.
Pack size & Demanded Price 120 ml; Rs. 80/- or as per DRAP’s Pricing Policy
Approval status of productin | ........
Reference Regulatory Authorities
Me-too status Lederplex, Wyeth
GMP status Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.
Remarks of the Evaluator AD(PEC-XII) | In Me-too choline is used in the form of Choline
Dihydrogen citrate, while the COA submitted by the firm
mentioned that choline is in the form of L+Choline
Bitartrate.
Decision: Deferred for revision/correction of salt form of choline from L-Choline Bitartrate to
Choline Dihydrogen citrate as per generic product along with submission of revised Form 5 and
applicable fee.
32. Name and address of Manufacturer /| M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,

Karachi

Brand Name +Dosage Form +Strength

Lysobar Syrup

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy No. 3448 (22 /05/2017) Rs.20,000/-

Composition

Each 5ml contains:
Thiamine HCI ....4.16mg
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Riboflavin....1.66mg

Pyridoxine HCI .....1mg
Niacinamide.....18.0mg
D-Panthenol....2.5mg
Cyanocobalamine....8.33mcg

Ascorbic Acid.....75mg

Inositol.....5mg

Lysine Monohydrochloride...... 33.33mg

Pharmacological Group

Vitamins and Amino Acid Formulation

Type of Form

Form5

Finished Product Specification

The firm has claimed Manufacturer’s specifications.

Pack size & Demanded Price

120 ml; Rs. 100/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Lysovit Syrup, Pfizer

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Decision: Approved with innovator’s specificatins. Fee shall be verified as per decision of 285th

Registration Board meeting

33.

Name and address of manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

V-Day Syrup

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy.N0.13607 (07/3/2019) Rs.20,000/-

Composition

Each 10ml contains:
Amino acids:
Glutamic acid.....3mg
L-Lysine.....10mg
L-Ornithine .....5mg
Methionine.....5mg
L-Aspartate.....5mg
Calcium...... 15mg
Chromium.....5mcg
Cobalt.....25mcg

Copper.....Img
lodine.....50mcg
Iron.....10mg

Manganese.....2mg
Magnesium...... 30mg
Molybdenum.....5mcg

Potassium...... 2mg
Selenium.....3mcg
Zinc...... Smg

Vitamin A...... 0.9mg
Vitamin B1.....1.5mg
Vitamin B2.....1.2mg
Vitamin B6...... Img
Vitamin B12.....3mcg
Vitamin C...... 50mg
Vitamin D....... 10mcg
Vitamin E...... 3mg
Nicotinamide......... 10mg
Panthenol....... Smg
Folic acid.....0.1mg

Inositol....... Smg
Biotin....50mcg
Lecithin ....... 10mg
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Choline....... 10mg

Pharmacological Group

Multivitamins

Type of Form

Form5

Finished Product Specification

The firm has claimed Manufacturer’s specifications.

Pack size & Demanded Price

120 ml; Rs. 225/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Regnum Syrup by M/s. Novamed Pharma (Pvt.) Ltd.

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Firm submitted the evidence QC Equipment list which is
the part of DML renewal inspection report and list includes
Atomic Absorption Spectrophotometer duly signed by the
concerned DRAP Officer.

In Me-Too product quantity of lodine is 50 mg which is
above UL, while in applied formulation 50mcg of iodine is
used.

Decision: Deferred for consideration of

application on its turn.

34.

Name and address of manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

(Duplicate Dossier) Visip-M Syrup

Diary No. Date of R& | & fee

Dy No.12333Dated :06/03/2019 Rs.20,000/-

Composition

Each 5 ml contains:

Vitamin A....0.9mg (3000 IU)

Vitamin D .....10mcg (400 IU)

Vitamin B1...... 1.5mg

Vitamin B2.....1.2mg

Vitamin C...... 50mg

Nicotinamide...... 10mg

Iron(as ferrous gluconate )....... 3mg
Iodine (as potassium iodide)...... 75mcg
Calcium(as calcium carbonate &

calcium lactate

Vitamin B12......... 3mcg

Magnesium (as magnesium Gluconate).... 3mg
Panthenol........ Smg

Manganese (as manganese Gluconate) ....0.5mg
Zinc (as zinc glucoheptonate)....... 0.5mg
Choline....... Smg

Inositol....... Smg

Pharmacological Group

Vitamins and Minerals Formulation

Type of Form

Form 5

Finished Product Specification

The firm has claimed Manufacturer’s specifications.

Pack size & Demanded Price

120 ml; Rs. 170/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Vidalyin — M Syrup, Abbott Laboratories

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Firm submitted the evidence QC Equipment list which is
the part of DML renewal inspection report and list includes
Atomic Absorption Spectrophotometer duly signed by the
concerned DRAP Officer.

Decision: Deferred for consideration of application on its turn.
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35.

Name and address of manufacturer /
Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

Visip-L Syrup

Diary No. Date of R& | & fee

(Duplicate Dossier) Dy No. 3446 (22.05.2017) Rs. 20,000/-

Composition

Each 5 ml contains:
Vitamin A...... 0.9mg
Vitamin D .........10mcg
Vitamin B1....1.5mg
Vitamin B2......... 1.2mg
Vitamin B 6.....1.0mg
Vitamin B12.....3.0mcg
Vitamin C....50mg
Nicotinamide....10mg
Choline....... 5.0mg
Inositol...... 5.0mg
Lysine Monohydrochloride........ 300.0mg

Pharmacological Group

Multivitamins

Type of Form

Form5

Finished Product Specification

The firm has claimed Manufacturer’s specifications.

Pack size & Demanded Price

120 ml; Rs. 150/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Vidalyin — L Syrup, Abbott Laboratories

GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Quantity of vitamin A mentioned on Form-5 is 0.9mcg
while the quantity mentioned in master formulation is
0.9mg and same quantity is used in Me-Too product.
Correction/ amendment of composition on Form-5 is
required.

Firm submitted the evidence QC Equipment list which is
the part of DML renewal inspection report and list includes
Atomic Absorption Spectrophotometer duly signed by the
concerned DRAP Officer.

Firm submitted the fee of Rs.5,000/- dated 11-06-2020 for
the correction of quantity of Vitamin A on Form-5.

Decision: Deferred for submission of remaining fee for correction in composition.

36.

Name and address of
manufacturer / Applicant

M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Karachi

Brand Name +Dosage Form +Strength

Visip Drops

Composition

Each 0.6 ml contains:
Vitamin A.....1.5mg
Vitamin D...... 10mcg
Vitamin B1.....1.5mg
Vitamin B2...... 1.2mg
Vitamin C........ 50mg
Nicotinamide......... 10mg
Vitamin B6...... 0.5mg

Diary No. Date of R& | & fee (Duplicate Dossier) Dy. No. 3447 Dated : 22/05/2017
Rs.20,000/-

Pharmacological Group Multivitamins Formulation

Type of Form Form 5

Finished Product Specification

The firm has claimed Manufacturer’s specifications.

Pack size & Demanded Price

10 ml; Rs. 80/- or as per DRAP’s Pricing Policy

Approval status of product in
Reference Regulatory Authorities

Me-too status

Vidalyin Drops, Abbott Laboratories
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GMP status

Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.

Remarks of the Evaluator AD(PEC-XII)

Decision: Approved. Fee shall be verified as per decision of 285th Registration Board meeting

37. Name and address of manufacturer /| M/s Barrett Hodgson Pakistan (Private) Ltd. F/423, SITE,
Applicant Karachi
Brand Name +Dosage Form +Strength Visip Syrup
Diary No. Date of R& | & fee (Duplicate Dossier)Dy.No. 3650 (23.05.2017) Rs.20,000/-
Composition Each 5 ml contains:
Vitamin A .....0.9mg
Vitamin D...... 10mcg,
Vitamin B1........ 1.5mg
Vitamin B2....... 1.2mg
Vitamin B6.....1.0mg
Vitamin B12 ....3.0mcg
Vitamin C....... 50mg
Nicotinamide...... 10mg
Pharmacological Group Multivitamins
Type of Form Form 5
Finished Product Specification The firm has claimed Manufacturer’s specifications.
Pack size & Demanded Price 120 ml; Rs. 100/- or as per DRAP’s Pricing Policy
Approval status of product in .
Reference Regulatory Authorities
Me-too status Vidalyin Syrup, Abbott Laboratories
GMP status Last GMP inspection was conducted on 29-03-2019 and the
report concludes satisfactory level of GMP compliance.
Remarks of the Evaluator AD(PEC-XII)
Decision: Approved with innovator’s specificatins. Fee shall be verified as per decision of 285th
Registration Board meeting
38. Name and address of manufacturer / | AJM Pharma, Plot No. 44, sector No. 27 korangi Inustrial

Applicant

Area Karachi

Brand Name +Dosage Form + Strength

Uspan-D Tablet

Diary No. Date of R& | & fee

Dy. No. 1289 dated 03/05/2017 Re. 20,000/-

Composition

Each film coated tablet contains:

Vitamin D....................... 400 IU

Ossein mineral complex...... 830mg corresponding to;
Calcium............c.ocoeneee. 177.6mg
Phosphorus......................82.2mg

Residual mineral salts...... 24.9mg
Collagen..............c.oeene. 224mg

Other proteins................ 66.4mg

Trace elements (F, Mg, Fe, Zn, Cu, Ni) corresponding to
440mg of hydroxyapatite

Pharmacological Group

Mineral complex/vitamin

Type of Form

Form5

Finished Product Specification

Mfg specs

Pack Size & Demanded Price

Rs. 225/- per pack of 3x10’s

Approval Status of Product in
Reference Regulatory Authorities

Could not be confirmed

Me-too Status

Ossopan 800 Tablets by M/s Eli Lilly, Reg. No. 036422

GMP Status

Same as for the previous case

Remarks of the Evaluator.

The firm has applied for In-House specifications and the
product is not present in available pharmacopoeia (USP,
BP,IP, JP).
The firm has submitted an undertaking that the atomic
absorption spectrophotometer will be purchased before start
of manufacturing of the product. Alternate brand names:
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Boni-D
Bone Plus

Previous Decision

Registration Board in its 293" meeting decided as follows:
1. Evidence of purchase of Atomic Absorption
Spectrophotometer.
2. Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.

Remarks of evaluator: AD(PEC-XII)

Firm has provided the evidence of Me-Too product
registered in Pakistan from past 5-7 years i.e. Ossopan 800
Tablets by M/s Eli Lilly, Reg. No. 036422

Decision: Deferred for the evidence of purchase of Atomic Absorption Spectrophotometer.

Applicant

39. Namt_e and address of manufacturer / M/s Jinnah Pharmaceuticals, 13- Km, Lahore.

Applicant

Brand Name +Dosage Form + Strength | Dewcal Sachet
Each sachet contains:

Composition Cglcium Lactate Gluconate...... 1000mg
Vitamin C ..........oooiiiiiiin, 500mg
Calcium Carbonate.................. 327mg

Diary No. Date of R& | & fee Dy. No. 9046, 28-09-2016;Rs.20,000 (28-09-2016)

Pharmacological Group Calcium Supplement with high potency Vitamin C

Type of Form Form -5

Finished product Specification Manufacturers

Pack size & Demanded Price 1x 10’s & as per SRO

Approval status of product in Reference

Regulatory Authorities.

Me-too status ZF-C 1000 Sachet of M/s Zafa, Karachi (Reg. # 070744)

GMP status Not provided
e The applied formulation is not available in the
reference regulatory authorities as sachet. Instead

. tablet dosage form is approved in MHRA.

Previous remarks of the Evaluator e The latest GMP inspection report is not provided by firm.
o Letter was issued to the firm on 3rd May, 2018 and
reminder has been issued on 10th July, 2018.

Previous decision Deferred in 284th DRB meeting for further deliberation.
e The applied formulation is non- pharmacopoeial.
e Firm has General Sachet section as mentioned in the
submitted section approval letter.
. e Firm has submitted its latest GMP inspection report
Evaluation by PEC dated 03-05-2019 and concludes renewal of DML.
e The applied formulation is not available in the
reference regulatory authorities as sachet. Instead
tablet dosage form is approved in MHRA.
Registration Board in its 291* decided as follows:

Previ .. Deferred as the applied formulation is not available in the

revious decision o

reference regulatory authorities as sachet. Instead tablet
dosage form is approved in MHRA.

. Firm has provided the evidence of Me-Too product ZF-C
Evaluation by PEC AD(PEC-XII) 1000 Sachet of MJs Zafa, Karach (Reg. # 0707p44)
Decision: Approved with innovator’s specificatins.

40. Name and address of Manufacturer/ | M/s Novamed Pharmaceuticals (Pvt) Ltd. 28-km,Ferozepur

Road, Lahore

Brand Name + Dosage Form + Strength

Nerin- B Ampoule

Composition

Each 3 ml ampoule Contains:
Thiamine hydrochloride...100mg
Pyridoxine hydrochloride... 100mg
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Cyanocobalamin.... 1000mcg

Diary No. Dof R & | & Fee

Dy No. 8933 ; 17-07-17: Rs.20,000

Pharmacological group

Vitamin Supplement

Type of Form

Form5

Finished product Specifications

Manufacturer’s Specifications

Pack Size & demanded price

25’s: As per SRO

Approval status of product in reference
regulatory authorities

Approved in Germany (as provided by the firm)

Me-too status

Neurobion of Martin Dow (001486) (pharmaguide)

GMP Status

GMP Certificate issued on 03-01-2018 with following
sections:

1- Tablet section (Non-Antibiotic, Antibiotic &
Psychotropic)

2- Capsule Section (Non Antibiotic, Antibiotic &
Cephalosporin)

3- Oral Liquid section (Non Antibiotic)

4- Dry powder for oral suspension section(Non
Antibiotic, Antibiotic & Cephalosporin)

5- Liquid Inject able section (Vial and Ampoule) (Non
Antibiotic,)

6- Dry powder inject able section (Cephalosporin)

7- Cream/ Ointment / Gel (General)

8- Eye Drops (General)

9- Tulle Dressing (General).

Remarks of Evaluator

Previous decision

Registration Board in its 288™ meeting decided as under:
Deferred for confirmation of approval status of reference
regulatory authorities and generic status.

Evaluation BY PEC AD(PEC-XII)

Firm provide the evidence of Me-too product. Neurobion
Injection of M/s.Martin Dow (001485).

Product is registered in the name of M/s. P&G Health
Germany GmbH (approved in Germany).

Decision: Approved with innovator’s s

ecificatins

A1,

Name and address of manufacturer /
Applicant

M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,
Korangi Industrail Area, Karachi, Pakistan

Brand Name +Dosage Form + Strength

Ossemin-D 830 mg +400 IU Tablets

Composition

Each Film Coated Tablet Contains:
Ossein Mineral Complex........... 830mg
Corresponding to :

Calcium........... 177.6mg*

Collagen ............. 224mg

Other Proteins......... 66.4mg

Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 440mg Hydroxyapatite.
Vitamin D..........ooooiil, 400 IU

Diary No. Date of R& | & fee

Dy.No 4417, 06-02-2018, Rs. 20,000/-, 06-02-2018

Pharmacological Group

Calcium supplement + Vitamin D

Type of Form Form-5

Finished product Specification In-house

Pack size & Demanded Price 30°s, 100‘s; As per DPC
Approval status of product in Reference N/A

Regulatory Authorities.

Me-too status

Osnate-D Tablet of M/s AGP Limited

GMP status

GMP Inspection conducted on 24-01-2018 concluded that
the firm was operating at a very good level of GMP
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compliance at the time of inspection.

Remarks of the Evaluator.

Previous Decision

Registration Board in its 290" meeting decided as under:
e Evidence of availability of atomic absorption
spectrophotometer

¢ Evidence of applied formulation/drug already approved by
DRAP (generic/me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID
that firm has atomic absorption Spectrophotometer.

2. Firm provide the evidence of Me-too product Osnate-D
Tablet registered in the name of M/s. AGP Limited
(Reg.no. 055948)

Decision: Approved with innovator’s s

ecificatins

Applicant

42. Name and address of manufacturer / | M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,
Applicant Korangi Industrail Area, Karachi, Pakistan
Brand Name +Dosage Form + Strength | Ossemin-D 250mg+400 1U/5ml Suspension
Each 5ml Contains:
Ossein Mineral Complex............ 250mg
Corresponding to :
Calcium........... 53.5mg*
Phosphorus......... 24.8mg*
Composition Residual Mineral Salts...... 7.5mg
Collagen ............. 67.5mg
Other Proteins......... 20 mg
Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 133mg Hydroxyapatite.
VitaminD..........................e 400 U
Diary No. Date of R& | & fee Dy.No 4416, 06-02-2018, Rs. 20,000/-, 06-02-2018
Pharmacological Group Calcium supplement + Vitamin D
Type of Form Form-5
Finished product Specification In-house
Pack size & Demanded Price 60ml, 120ml; As per DPC
Approval status of product in Reference N/A
Regulatory Authorities.
Me-too status Osmin-D3 Suspension of Himont Pharma
GMP Inspection conducted on 24-01-2018 concluded that
GMP status the firm was operating at a very good level of GMP
compliance at the time of inspection.
Remarks of the Evaluator.
Registration Board in its 290" meeting decided as under:
o |Evidence of availability of atomic absorption
. - spectrophotometer
Previous Decision Evidence of applied formulation/drug already approved by
DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.
1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID
. that firm has atomic absorption Spectrophotometer.
Evaluation by PEC AD(PEC-XII) 2. Firm provide the evidence of Me-too product Osmin —
D3 Suspension registered in the name of M/s. Himont
Pharmaceuticals (Reg.no. 064857)
Decision: Approved with innovator’s specificatins
43, Name and address of manufacturer / | M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,

Korangi Industrail Area, Karachi, Pakistan

Brand Name +Dosage Form + Strength

Ossemin-D 400mg+400 1U/5ml Suspension
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Composition

Each 5ml Contains:
Ossein Mineral Complex.............. 400mg

Corresponding to :

Calcium........... 85.6mg*

Phosphorus......... 39.6mg*

Residual Mineral Salts...... 12mg

Collagen ............. 108mg

Other Proteins......... 32mg

Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 212mg Hydroxyapatite.
Vitamin D............................ . 400 TU

Diary No. Date of R& | & fee

Dy.No 4411, 06-02-2018, Rs. 20,000/-, 06-02-2018

Pharmacological Group

Calcium supplement + Vitamin D

Type of Form Form-5

Finished product Specification In-house

Pack size & Demanded Price 60ml, 120ml; As per DPC
Approval status of product in Reference N/A

Regulatory Authorities.

Me-too status

Osnate-D suspension of AGP Limited

GMP status

GMP Inspection conducted on 24-01-2018 concluded that
the firm was operating at a very good level of GMP
compliance at the time of inspection.

Remarks of the Evaluator.

Previous Decision

Registration Board in its 290™ meeting decided as under:
o |Evidence of availability of atomic absorption
spectrophotometer

o/ |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID that
firm has atomic absorption Spectrophotometer.

2. Firm provide the evidence of Me-too product Osnate-D
Suspension registered in the name of M/s. AGP Limited
(Reg.no. 070854)

Decision: Approved with innovator’s s

ecificatins

A4,

Name and address of manufacturer /
Applicant

M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,
Korangi Industrail Area, Karachi, Pakistan

Brand Name +Dosage Form + Strength

Ossemin 250mg/5ml Suspension

Composition

Each 5ml Contains:

Ossein Mineral Complex.................... 250mg
Corresponding to :

Calcium........... 53.5mg*

Phosphorus......... 24.8mg*

Residual Mineral Salts...... 7.5mg

Collagen ............. 67.5mg

Other Proteins......... 20 mg

Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 133mg Hydroxyapatite.

Diary No. Date of R& | & fee

Dy.No 4412, 06-02-2018, Rs. 20,000/-, 06-02-2018

Pharmacological Group

Calcium supplement

Type of Form Form-5

Finished product Specification In-house

Pack size & Demanded Price 60ml, 120ml; As per DPC
Approval status of product in Reference N/A

Regulatory Authorities.

Me-too status

Osmin suspension of Himont Pharma
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GMP status

GMP Inspection conducted on 24-01-2018 concluded that
the firm was operating at a very good level of GMP
compliance at the time of inspection.

Remarks of the Evaluator.

Previous Decision

Registration Board in its 290™ meeting decided as under:
e |Evidence of availability of atomic absorption
spectrophotometer

o |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID that
firm has atomic absorption Spectrophotometer.

2. Firm provide the evidence of Me-too product Osmin
Suspension registered in the name of M/s. Himont
Pharmaceuticals (Reg.no. 064854)

Decision: Approved with innovator’s s

ecificatins

A45.

Name and address of manufacturer /
Applicant

M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,
Korangi Industrail Area, Karachi, Pakistan

Brand Name +Dosage Form + Strength

Ossemin 400mg/5ml Suspension

Composition

Each 5ml Contains:

Ossein Mineral Complex.............. 400mg
Corresponding to :

Calcium........... 85.6mg*
Phosphorus......... 39.6mg*

Residual Mineral Salts...... 12mg

Collagen ............. 108mg

Other Proteins......... 32mg

Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 212mg Hydroxyapatite.

Diary No. Date of R& | & fee

Dy.No 4414, 06-02-2018, Rs. 20,000/-, 06-02-2018

Pharmacological Group

Calcium supplement

Type of Form Form-5

Finished product Specification In-house

Pack size & Demanded Price 60ml, 120ml; As per DPC
Approval status of product in Reference N/A

Regulatory Authorities.

Me-too status

OMC suspension of Genix Pharma

GMP status

GMP Inspection conducted on 24-01-2018 concluded that
the firm was operating at a very good level of GMP
compliance at the time of inspection.

Remarks of the Evaluator.

Previous Decision

Registration Board in its 290™ meeting decided as under:
e Evidence of availability of atomic absorption
spectrophotometer

o Evidence of applied formulation/drug already approved by
DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID that
firm has atomic absorption Spectrophotometer.

Firm provide the evidence of Me-too product OMC
Suspension registered in the name of M/s. Genix Pharma

N

(Reg.no. 067652)

Decision: Approved with innovator’s specificating
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applicant

46. Name and address of manufacturer / | M/s Hilton Pharma Pvt Ltd., Plot No. 13-14, Sector 15,
Applicant Korangi Industrail Area, Karachi, Pakistan
Brand Name +Dosage Form + Strength | Ossemin 500mg/5ml Suspension
Each 5ml Contains:
Ossein Mineral Complex................. 500mg
Corresponding to :
Calcium........... 107mg*
. Phosphorus......... 49.5mg*
Composition Residual Mineral Salts...... 15mg
Collagen ............. 134.9mg
Other Proteins......... 40mg
Trace elements....... FI, Mg, Fe, Zn, Cu, and Ni.
*Corresponding to approximately 265 mg Hydroxyapatite.
Diary No. Date of R& | & fee Dy.No 4415, 06-02-2018, Rs. 20,000/-, 06-02-2018
Pharmacological Group Calcium supplement
Type of Form Form-5
Finished product Specification In-house
Pack size & Demanded Price 60ml, 120ml; As per DPC
Approval status of product in Reference N/A
Regulatory Authorities.
Me-too status Esegrow Forte suspension of Barret Hodgson
GMP Inspection conducted on 24-01-2018 concluded that
GMP status the firm was operating at a very good level of GMP
compliance at the time of inspection.
Remarks of the Evaluator.
Registration Board in its 290" meeting decided as under:
o |Evidence of availability of atomic absorption
Previous Decision spectrophotometer
o |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.
1. Firm provide the copy of GMP inspection report dated
10-07-2019, in which it is mentioned by the area FID
. that firm has atomic absorption Spectrophotometer.
Evaluation BY PEC AD(PEC-XII) 2. Firm provide the evidence of Me-too product Esegrow
Forte Suspension registered in the name of M/s. Barrett
Hodgson (Reg.no. 067652) which could not be verified.
Decision: Deferred for evidence of applied formulation already appoved by DRAP.
A7, Name and address of manufacturer /| M/s Amson Vaccines & Pharma (Pvt) Ltd. Plot No. 154,

Insdustrial Triangle, Kahuta Road, Islamabad Pakistan.

Brand Name + Dosage Form + Strength

Oss0-D Suspension 60ml / 120ml

Composition

Each 5ml Contains
Ossien Mineral Complex (Microcystalline Hydroxyapatite
complex)...400mg + Vitamin D ... 4001U

Diary No. Date of R&1 & fee

Duplicate dossier

Pharmacological Group

Minerals And Electrolytes

Type of Form

Form-5

Finished product and specification

AMSON SPECS

Pack size and demanded price

60ml /120ml in PET bottle/AS per policy of DRAP

Approval status of product in reference
regulatory authorities

Me too status

Osnate D Suspension AGP Limited (Reg.n0.070854)

Remarks of the evaluator

Previous Decision

Registration Board in its 289" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by Registration Board in its 275th meeting.
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Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me Too product Oshate D
suspension by M/s. AGP Limited (Reg.no. 070854)

Decision: Deferred for the evidence of purchase of Atomic Absorption Spectrophotometer.

A48.

Name and address of manufacturer /
Applicant

M/s. Aries Pharmaceuticals, Peshawar

Brand Name +Dosage Form + Strength

Oscom-D Tablets

Diary No. Date of R& | & fee

Each tablet contains:-
Ossein Mineral Complex....830mg
VitaminD ............ 4001U

Composition

Dy No. 793: 16-08-2012, Rs.8000/- 15-8-2012 Rs.12,000/-
17-07-2014

Pharmacological Group

(Mineral supplements)

Type of Form

Form5

Finished product Specification

Firm has claimed Mfg specs

Pack size & Demanded Price

3x10’s: As Per SRO

Approval status of product in Reference
Regulatory Authorities.

Me-too status

Bonmin tablet by S.J. & G Fazul Ellahie

GMP status

Last inspection report 03-08-2016 Stated grant of additional
section and renewal of DML.

Previous remarks of the Evaluator.

International availability is not confirmed

Previous decision(s)

Deferred for submission of complete composition of ossein
mineral complex and confirmation of availability of atomic
absorption spectrophotometer (M-267).
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/approved by the Registration Board (M-277).
Registration Board deferred the case for further delibration.
(M-285)

Evaluation by PEC

Evaluation by PEC

Firm has submitted following documents:

o Last GMP inspection report dated 10-3-2017 confirms
presence of atomic absorption and also recommended
grant of additional section.

o Approval status in reference regulatory authorities could
not be confirmed

e Detailed formulation as

Each tablet contains

Vitamin D........... 400 IU

Ossein Mineral Complex........... 830mg

Corresponding to

Calcium........ 177.6mg

Phosphorous....82.2mg

Residual Mineral Salt...... 249mg

Collagen....... 224mg

Other proteins........ 66.4mg

Trace elements F, Mg, Fe, Zn, Cu, Ni.

Corresponding to approximately 440mg hydroxyapatite
“Ossopan 600mg Film coated tablet approved in ANSM
France”.

Firm has submitted GMP inspection report dated 04-06-
2018 confirming satisfactory compliance to GMP

Previous Decision

Registration Board in its 286™ meeting decided as under:
Deferred for evidence of approval of applied formulation in
Reference Regulatory Authorities/Agencies which were
adopted by the Registration Board.

Evaluation by PEC AD(PEC-XII)

1. Firm provide the evidence of Me-too product
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Bonmin Tablet Registered in the name of M/s. S.J.
&G. Fazul Ellahie (Reg.n0.070532).

Decision: Approved with innovator’s s

ecificatins

Applicant

A9. Nam(_e and address of manufacturer / M/s. Aries Pharmaceuticals, Peshawar
Applicant
Brand Name +Dosage Form + Strength | Oscom Tablets 830mg
Composition Each tablet contains:-
Ossein Mineral Complex.......... 830mg
. Dy.#782 (16-8-2012), Rs.8000/-, 15-8-2012, Rs.12,000/-,
Diary No. Date of R& | & fee 17-07-2014
Pharmacological Group Mineral supplements
Type of Form Form-5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 3x10’s, As Per SRO
Approval status of product in Reference N/A
Regulatory Authorities.
Me-too status Osnate-800 tablet by AGP Ltd
GMP status Firm has _supmitted_ GMP inspection report dated 04-06-
2018 confirming satisfactory compliance to GMP.
Previous remarks of the Evaluator.
Deferred for submission of complete composition of ossein
Previous decision(s) mineral complex and confirmation of availability of atomic
absorption spectrophotometer. (M-267)
e Detailed formulation as
Each tablet contains
Ossein Mineral Complex........... 830mg
Corresponding to
Calcium........ 177.6mg
Phosphorous....82.2mg
Residual Mineral Salt...... 24.9mg
Evaluation by PEC Collagen....... 224mg
Other proteins........ 66.4mg
Trace elements F, Mg, Fe, Zn, Cu, Ni.
Corresponding to approximately 440mg hydroxyapatite.
“Ossopan 600mg Film coated tablet approved in ANSM
France”.
Firm has submitted GMP inspection report dated 04-6-2018
confirming satisfactory compliance to GMP.
Registration Board in its 286" meeting decided as under:
Previous Decision Deferred for evidence of approya_l of applig:d form_ulation in
Reference Regulatory Authorities/Agencies which were
adopted by the Registration Board.
Firm provide the evidence of Me-too product Osnate 800
Evaluation by PEC AD(PEC-XII) Tablet Registered in the name of M/s. AGP Lid.
(Reg.n0.009087).
Decision: Approved with innovator’s specificatins
50. Name and address of manufacturer /| M/s International Pharma Labs. Raiwind Road, Bhobtian

Chowk, Defence Road, 1-km Towards Kahna, Lahore.

Brand Name +Dosage Form + Strength

I-Cal C Sachet

Composition

Each Sachet Contains:
Calcium Lactate.......... 3.24gm
Calcium Carbonate......... 0.300gm

Diary No. Date of R& | & fee

Dy. No 31029-A 14-09-2018 Rs.20,000/- 14-09-2018

Pharmacological Group

Mineral supplements

Type of Form Form-5
Finished product Specification Manufacturer Specifications
Pack size & Demanded Price 10’s; Rs. 75/-
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25’s; Rs. 187.5/-
50’s; Rs. 375/-

Approval status of product in Reference
Regulatory Authorities.

N/A

Me-too status

Calc-M-Forte Sachet of M/s Medimarker's, Hyderabad
(Reg.#048612)

GMP status

Inspection conducted on 19th Dec., 2017 & 2™ Mar,
2018.

Renewal of DML and grant of additional sections. Panel
recommends renewal of DML and grant of additional
sections.

Remarks of the Evaluator

Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.

Previous Decision

Registration Board in its 285" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting

Evaluation by PEC AD(PEC-XII)

Evidence of Me-Too product provided by the firm,is not
verifiable.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

51.

Name and address of manufacturer /
Applicant

M/s International Pharma Labs. Raiwind Road, Bhobtian
Chowk, Defence Road, 1-km Towards Kahna, Lahore.

Brand Name +Dosage Form + Strength

I-Cal C 1000 Sachet

Composition

Each Sachet Contains:
Calcium Lactate....... 578gm

Diary No. Date of R& | & fee

Calcium Carbonate....... 327gm
Calcium Gluconate....... 422mg"
Dy.No 31029-B  dated 14-09-2018  Rs.20,000/-

Dated 14-09-2018

Pharmacological Group

Mineral supplements

Type of Form Form-5

Finished product Specification Manufacturer Specifications
10’s; Rs. 75/-

Pack size & Demanded Price 25’s; Rs. 187.5/-
50’s; Rs. 375/-

Approval status of product in Reference N/A

Regulatory Authorities.

Me-too status N/A

GMP status

Inspection conducted on 19th Dec., 2017 & 2nd March,
2018

Renewal of DML and grant of additional sections.
Panel recommends renewal of DML and grant of
additional sections.

Remarks of the Evaluator

e Evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting.
e Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith
registration number, brand name and name of firm

Previous Decision

Registration Board in its 285" meeting decided as under:

Deferred for following:
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.
e Evidence of applied formulation/drug already approved
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by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm

Evaluation by PEC AD(PEC-XII)

Firm did not provide the evidence of applied
formulation/drug already approved by DRAP (generic / me-
too status) alongwith registration number, brand name and
name of firm

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

Applicant

52. Name and address of manufacturer /| M/s International Pharma Labs. Raiwind Road, Bhobtian
Applicant Chowk, Defence Road, 1-km Towards Kahna, Lahore.
Brand Name +Dosage Form + Strength | 1-Cal Vit Sachet

Each Sachet Contains:
Composition Calc@um Lactate........ 1000mg
Calcium Carbonate........ 327mg
Vitamin C.......... 500mg
Diary No. Date of R& | & fee Dy.No 31029-C (14-09-2018) Rs.20,000/- 14-09-2018
Pharmacological Group Mineral supplements
Type of Form Form-5
Finished product Specification Manufacturer Specifications
. . 10’s; Rs. 75/- 25’s; Rs. 187.5/-
Pack size & Demanded Price 50°s Rs. 375/
Approval status of product in Reference
Regulatory Authorities. | 77
Me-too status Calwell Sachet of M/s Well & Well Pharma (Reg.#068899)
Inspection conducted on 19th Dec., 2017 & 2nd March,
2018
GMP status Renewal of DML and grant of additional sections.
Panel recommends renewal of DML and grant of
additional sections.
e Evidence of approval of applied formulation in
Remarks of the Evaluator reference regulatory authorities/agencies which were
adopted by Registration Board in its 275™ meeting.
Registration Board in its 286" meeting decided as under:
. .. Deferred for evidence of approval of applied formulation in
Previous Decision i . .
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting.
Evaluation by PEC AD(PEC-XI1) Me Top_ product mentioned by the firm has different
composition
Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.
53. Name and address of manufacturer /| M/s International Pharma Labs. Raiwind Road, Bhobtian

Chowk, Defence Road, 1-km Towards Kahna, Lahore.

Brand Name +Dosage Form + Strength

I-Cal Vit Plus Sachet

Each Sachet Contains:

Composition Calc?um Lactate......... lgm
Calcium Carbonate......... 600mg
Vitamin C.......... 1000mg
. Dy.No 31029-D dated 14-09-2018 Rs.20,000/-
Diary No. Date of R& | & fee Dated 14-09-2018
Pharmacological Group Mineral supplements
Type of Form Form-5
Finished product Specification Manufacturer Specifications
10’s; Rs. 75/-
Pack size & Demanded Price 25’s; Rs. 187.5/-
50’s; Rs. 375/-
Approval status of product in Reference N/A
Regulatory Authorities.
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Me-too status

CXT-3 2.6 g Sachet of M/s Wnsfeild Pharmaceutical
(Reg.#075591)

GMP status

Inspection conducted on 19th Dec., 2017 & 2nd March,
2018

Renewal of DML and grant of additional sections.
Panel recommends renewal of DML and grant of
additional sections.

Panel recommends renewal of DML and grant of

additional sections.

Remarks of the Evaluator

Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.

Previous Decision

Registration Board in its 286™ meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting.

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me-too product CXT-3 2.69
Sachet Registered in the name of M/s.  Wnsfield
Pharmaceuticals Hattar (Reg.n0.075591).

Decision: Approved with innovator’s specificatins

54.

Name and address of manufacturer
/Applicant

M/s International Pharma Labs. Raiwind Road, Bhobtian
Chowk, Defence Road, 1-km Towards Kahna, Lahore.

Brand Name +Dosage Form + Strength

I-Vitacal Plus Sachet

Each Sachet Contains:
Calcium Carbonate....... 0.327gm

Composition Calcium Lactate........ Igm
Ascorbic Acid........ 100mg
Dy.No  31029-E  dated  14-09-2018  Rs.20,000/-

Diary No. Date of R& | & fee

Dated 14-09-2018

Pharmacological Group

Mineral supplements

Type of Form

Form-5

Finished product Specification

Manufacturer Specifications

Pack size & Demanded Price

Pack size not submitted, Rs.134.2/-;
Pack size not submitted, Rs.335.5/-;
Pack size not submitted, Rs.671/-.

Approval status of product in Reference
Regulatory Authorities.

N/A

Me-too status

Max-V Sachet by M/s Alliance Pharma (Reg#043770)

GMP status

Inspection conducted on 19th Dec., 2017 & 2nd March,
2018. Renewal of DML and grant of additional sections.
Panel recommends renewal of DML and grant of
additional sections.

Remarks of the Evaluator

e Evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275" meeting.
e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) alongwith
registration number, brand name & name of firm as
submitted reference is of different composition.

Previous Decision

Registration Board in its 286™ meeting decided as under:
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.
e Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.
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Evaluation by PEC AD(PEC-XII)

Me Too product mentioned by the frim has different
composition.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

P xgg}?c;nrld address of Manufacturer / M/s Islam Pharmaceuticals,7 km, Pasrur Road, Sialkot

Brand Name +Dosage Form +Strength Calcim Sachet 1000/500/327 mg
Each Sachet Contains:

Composition Calcium Lactate gluconate...1000mg
Vitamin C...500mg
Calcium Carbonate...327mg

Diary No. Date of R&I & fee DyN0.29193;31-08-2018; Rs. 20,000/-

Pharmacological Group Calcium + Vitamin Supplement

Type of Form Form-5

Finished Product Specification Manufacturer’s Specifications

Pack Size & Demanded Price 10’s: As per SRO

Approval status of_p_roduct in Reference Could not be confirmed

Regulatory Authorities

Me-too status High-C 1000 Sachet of Werrick Pharmaceuticals

GMP status New License (letter issuance date: 29th August 2018)
Evidence of approval of applied formulation in reference

Remarks of Evaluator regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting.
Registration Board in its 285" meeting decided as under:
Deferred for evidence of approval status of applied

Previous Decision formulation in reference regulatory authorities/agencies
which were adopted by Registration Board in its 275"
meeting.
Firm provide the evidence of Me-too product High-C 1000

Evaluation by PEC AD(PEC-XII) Sachet Registered in the name of M/s. Werrick
Pharmaceuticals, Islamabad (Reg.n0.016036).

Decision: Approved with innovator’s specificatins

56. Name and address of manufacturer /| Zeta Pharmaceuticals Plot # 494-A, Sunder Industrial

Applicant

Estate, Multan Road Lahore

Brand Name +Dosage Form + Strength

Ze-Cal Sachet

Composition

Each sachet contains:

Calcium lactate gluconate.......... 1000mg
Vitamin C......... 500mg

Calcium carbonate....... 327mg

Diary No. Date of R& | & fee

Dy No. 28150: 17.08.2018 PKR 20,000/-: 17.08.2018

Pharmacological Group

Calcium supplement

Type of Form

Form5

Finished Product Specification

The firm has claimed Innovator’s specs

Pack size & Demanded Price

10’s, Rs. 73.00/-

Approval status of product in Reference
Regulatory Authorities.

Not confirmed

Me-too status

Calwell Sachet by Well & Well Pharma (Pvt) Ltd.,
Islamabad Reg. No. 68899

GMP status

The firm has granted Additional Section (Sachet, General)
on the basis of inspection dated 28.05.2018

Remarks of the Evaluator.

¢[10Id Form 5

o[ |Proof of International availability of the FPP with same
compositions is needed

o |Complete Testing procedure is needed

Previous Decision

Registration Board in its 285™ meeting decided as under:
Deferred for evidence of approval of applied formulation in
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reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275thmeeting.

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me-too product Calwell
Sachet Registered in the name of M/s. Well & well
Pharmaceuticals, Islamabad (Reg.n0.068899).

Decision: Approved with innovator’s specificatins

Name and address of manufacturer /
Applicant

57. Name and address of manufacturer /| Zeta Pharmaceuticals Plot # 494-A, Sunder Industrial
Applicant Estate, Multan Road Lahore
Brand Name +Dosage Form + Strength | Ze-Cal Plus Sachet
Each sachet contains:
Calcium lactate Glycerophosphate .......... 373.3mg
Calcium carbonate.......... 156.7
Calcium pentothenate....... 15mg
Composition Vitamin C.......... 100mg
Vitamin Bl.......... 15mg
Vitamin B2.......... 15mg
Vitamin B6.......... 10mg
Vitamin B3.......... 50mg
Diary No. Date of R& | & fee Dy No. 28151: 17.08.2018 PKR 20,000/-: 17.08.2018
Pharmacological Group Calcium Supplement + Vitamins
Type of Form Form 5
Finished Product Specification The firm has claimed Innovator’s specs.
Pack size & Demanded Price 20’s, Rs. 230/-
Approval status of_p_roduct in Reference Not confirmed
Regulatory Authorities.
Me-too status Not confirmed
GMP status The firm has g'ranted _Additional Section (Sachet, General)
on the basis of inspection dated 28.05.2018
¢ Old Form 5
¢ The firm has revised the composition without submission
Remarks of the Evaluator. of fee.
¢ Proof of International availability and me-too product
with same compositions is needed
Registration Board in its 285™ meeting decided as under:
¢ Evidence of applied formulation/drug already approved by
DRAP (generic / me-too status) alongwith registration
Previous Decision number, brand name and name c_)f firm e Evidence of
approval of applied formulation in reference regulatory
authorities/agencies which were declared/ approved by
Registration Board
o Submission of fee for revision of formulation.
e Firm did not provide the Evidence of applied
formulation/drug  already approved by DRAP
Evaluation by PEC AD(PEC-XII) (generic/me-too status) alongwith registration number,
brand name and name of firm
e Fee isrequired for revision of formulation.
Decision: Deferred for submission of following:
e Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm
e Submission of fee for revision of formulation.
58. M/s City Pharmaceutical Laboratories, Plot No. 12-A,

Sector 5, 1-5, New Serveyno-276, Korangi Industrial Area,
Karachi.

Brand Name +Dosage Form + Strength

Biomin Plus tablets

Composition

Each film coated tablet contains:
Thiamine mononitrate............... 50mg
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Pyridoxine hydrochloride............100mg
Cyanocobalamine ................... 100mg
Paracetamol........................... 250mg

Diary No. Date of R& | & fee

Dy. N0.1301; 23-09-2016; Rs.20,000/- (23-09-2016)

Pharmacological Group

Vitamin B + analgesic and anti-pyretic

Type of Form

Form-5

Finished product Specifications

Manufacturer’s specifications

Pack size & Demanded Price

10x10’s; Rs.190.00/-

Approval status of product in Reference
Regulatory Authorities

Me-too status (with strength and dosage
form)

GMP status

Last GMP inspection conducted on 06-03-2018 & report
concludes that firm is considered to be operating at
satisfactory level of compliance with GMP guidelines.

Remarks of the Evaluator

Evidence of approval of applied formulation in applied
strength in reference regulatory authorities/ agencies.
Evidence of generic/me-too already approved with DRAP.

Previous Decision

Registration Board in its 284" meeting decided as under:

o[ |Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.

e[ |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) along with registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

Firm did not provide the evidence of applied
formulation/drug already approved by DRAP (generic / me-
too status) along with registration number, brand name and
name of firm.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

59.

Name and address of manufacturer /
Applicant

M/s City Pharmaceutical Laboratories, Plot No. 12-A,
Sector 5, 1-5, New Serveyno-276, Korangi Industrial Area,
Karachi.

Brand Name +Dosage Form + Strength

B-C-Plex injection 2ml

Composition

Each 2ml ampoule contains:

Thiamine mononitrate............c............ 10mg
Riboflavin............ccceevievveieennn.n..02mg
Pyridoxine...............cccevvevieeiennne. . .05mg
Nicotinamide..........ccccceeereereennnn..... 75mg

Pantothenic acid............

Diary No. Date of R& | & fee

Dy. No0.1298; 23-09-2016; Rs.20,000/- (23-09-2016)

Pharmacological Group

Vitamin B compounds

Type of Form

Form-5

Finished product Specifications

Manufacturer’s specifications

Pack size & Demanded Price

2ml x 25’s; Rs.72.50/-

Approval status of product in Reference
Regulatory Authorities

Me-too status

GMP status

Last GMP inspection conducted on 06-03-2018 and
the report concludes that the firm is considered to be
operating at satisfactory level of compliance with
GMP guidelines.

Remarks of the Evaluator

Evidence of approval of applied formulation in the

applied strength in reference regulatory authorities/
agencies.
Evidence of generic/me-too already approved with DRAP.
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Registration Board in its 284™ meeting decided as under:
o[ |Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Previous Decision Registration Board in its 275th meeting.
o[ |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Firm did not provide the evidence of applied
formulation/drug already approved by DRAP (generic / me-
too status) alongwith registration number, brand name and
name of firm.

Evaluation by PEC AD(PEC-XII)

Decision: Deferred for the evidence of applied formulation/drug in already adopted refrence
regulatory authorities

Simz Pharmaceuticals (Pvt) Ltd., 574-575, Sunder
Name and address of manufacturer /| Industrial Estate, Raiwind Road, Lahore Contract
Applicant manufactured by Friends Pharma (Pvt) Ltd, 31-Km,
Ferozepur Road, Lahore

Brand Name +Dosage Form + Strength | Sunday Injection 5mg/1ml

Each ml contains:-

Composition Cholecalciferol (vitaminD3)...... 5mg
(vitamin-D analogue)
Diary No. Date of R& | & fee Dy No. 9399 31-7-2013 PKR 50000/- (31-7-2013)
Pharmacological Group Vitamin
Type of Form Form 5
Finished product Specifications
Pack size & Demanded Price 1ml ampoule As per SRO

Approval status of_p_roduct in Reference VITAMIN D3GOOD (ANSM France approved)
Regulatory Authorities

Me-too status Vitamin D3injection by Ameer Pharma

GMP status

Reminder 02-05-2018 Letter 04-4-2018

el atest GMP inspection report of the manufacturer which
should have been conducted within a period of last 1 year.
eDescription of container closure has not been submitted.
eDetail of already registered products on contract
manufacturing.

eEvidence of approval of manufacturing facility / section of
the manufacturer by Licensing division

eThe application on Form 5 has been submitted by M/s
Friends Pharma, while the applicant is M/s Simz Pharma.

Remarks of the Evaluator

Registration Board in its 284™ meeting decided as under:

Previous Decision Registration Board deferred the case for further deliberation

Deficiencies already communicated to the firm, further
product is approved in ANSM France and in Me-Too
600,000 1U(15mg) of cholecalciferol has used according to
the Registered product Data.

Evaluation by PEC AD(PEC-XII)

Decision: Deferred for submission of followings:

e L atest GMP inspection report of the manufacturer which should have been conducted within a
period of last 1 year.

e Description of container closure has not been submitted.

e Detail of already registered products on contract manufacturing.

e Evidence of approval of manufacturing facility / section of the manufacturer by Licensing
division

e The application on Form 5 has been submitted by M/s Friends Pharma, while the applicant is
M/s Simz Pharma.
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Applicant

61. Name and address of manufacturer /| M/s Pharmatec Pakistan (Pvt) Ltd., D-86/A, S.LT.E,
Applicant Karachi
Brand Name +Dosage Form + Strength | Osselex-F Suspension
Diary No. Date of R& | & fee Dy No. 149: 18-8-2014 PKR 20,000/-: 12-8-2014
Each 5ml contains:
Vitamin D...... 4001U
Ossein Mineral Complex....400mg (corresponding to)
Calcium.....85.59mg
Composition Phosphorous....... 39.61mg
Residual Mineral salts....... 12mg
Collagen...... 107.95mg
Other proteins...... 32mg
Trace elements (F, Mg, Fe, Zn, Cu & Ni) corresponds to
app 212mg Hydroxyapatite
Pharmacological Group Mineral complex with vitamin D
Type of Form Form 5
Finished Product Specification Firm has claimed in house specification
Pack size & Demanded Price 60ml: As per SRO
Approval status of_ product in Reference Could not be confirmed
Regulatory Authorities.
Me-too status Osnate D suspension by AGP
Last inspection report dated 30-04-18 with the remarks
GMP status level of gmp is rated as good.
“GMP Certificate issued on 15-12-2017”
Evidence of approval of applied formulation in reference
Remarks of the Evaluator. regulatory authorities is not provided.
Registration Board in its 284" meeting decided as under:
Previous Decision Registration Board deferred the case for further
deliberation.

. Firm provide the evidence of Me-Too product Osnate-D
Evaluation by PEC AD(PEC-XII) Suspension registered in the M/s. AGP Ltd (R.N0.070854)
Decision: Deferred for the evidence of availability of Atomic Absorption spectrophotometer.

62. Name and address of manufacturer / | M/s. Brookes Pharma (Pvt) Ltd, Plot No. 58-59 Sector No.

15 Korangi Industrial Area Karachi.

Brand Name +Dosage Form + Strength

Mincal-D Tablet

Composition

Each tablet contains:
Ossein Mineral complex...830mg
Vitamind............. 400 IU

Diary No. Date of R& | & fee

Dy.N0.398; Rs.20,000/- 07-05-2014 (Duplicate dossier)

Pharmacological Group

Minerals & Vitamins

Type of Form

Form5

Finished product Specifications

Manufacturers specification

Pack size & Demanded Price

30’s/ as per SRO

Approval status of product in
Reference Regulatory Authorities

Not found

Me-too status (with strength and
dosage form)

Osam-D Tablet Of M/s Getz Pharma

GMP status

Last inspection was conducted on 15-07-2019 with the
following remarks:

Based on the above observations the panel unanimously
recommends the firm for the grant of GMP Certificate for
export purpose.

Remarks of the Evaluator

Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting.

Previous Decision

Registration Board in its 283 meeting decided as under:
Deferred for evidence of approval of applied formulation in

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 242




reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting.

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me-Too product Osam-D
registered in the name of M/s. Getz Pharma, Karachi
(Reg.n0.061106)

Decision: Deferred for the evidence of availability of Atomic Absorption Spectrophotometer and

complete formulation.

Applicant

3. xgrr;}?cae:ﬂd address of manufacturer / Mass Pharma (Pvt.) Ltd, 17 km Ferozpur road, Lahore
Brand Name+Dosage Form + Strength EEE-400 SOFT GELATIN CAPSULE 400MG
Composition Each Soft Gelatin Capsule Contains

Alpha Tocopheryl Acetate ........ 400mg
Diary No. Date of R& | & fee Dy No0.26962; Dated: 29-12-2017
Pharmacological Group Fat Soluble Vitamin ,Antioxidant
Type of Form Form 5
Finished product Specification Manufacturers Specifications
Pack size & Demanded Price 3x10’s: Rs. 500/= per Pack
'Ig\sfpe r;\r/]acle Reséztll;?ory (Xuthcr))rrict)i%lft n Approved in US-FDA (EVION) (as provided by the firm)
Me-to0 status Zescap 400mg c_apsul_e of Zafa Pharmaceutical Laboratories
(Pvt) Ltd. (drug infosis)
Date of inspection: 11-09-2017.
GMP status Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Previous remarks of the Evaluator. Evidence of approval status of applied formulation in
reference agencies.
Deferred for evidence of approval of applied formulation in
Previous decision(s) reference regulatory authorijties/a_gencies V\{hic_h were
declared/approved by the Registration Board in its 275th
meeting.(M-279)
. The approval status in TGA, Australia submitted by the
Evaluation by PEC firm is in Vitamin E 400 1U softgel capsule.
Registration Board in its 283" meeting decided as under:
Deferred for evidence of approval of applied formulation in
Previous Decision reference regulatory authorities/agencies as adopted by
Registration Board in its 275th meeting as submitted
reference is not verifiable.
Firm provide the evidence of Me-Too product Zescap
. 400mg soft Gelatin Capsule registered in the name of M/s.
Evaluation by PEC AD(PEC-XII) Zafa Pharmaceuticals (Reg.n0.030626)
*1000mg is the UL of vitamin E as per (CRN &US loM)
Decision: Deferred for the evidence of of approval of applied formulation in reference regulatory
authorities/agencies as adopted by Registration Board in its 275th meeting.
64. Name and address of manufacturer /| M/s Mediate Pharmaceutical Pvt Ltd. Plot No. 150-151,

Sector 24, Korangi Industrial Area, Karchi, Pakistan

Brand Name +Dosage Form + Strength

Medbionta injection

Composition

Each 10 ml ampoule contains:
Ascorbic acid ... 500mg
Dexpanthenol ...... 25mg
Nicotinamide ....... 100mg
Vitamin B6 ...... 15mg
Vitamin B2 ...... 10mg
Vitamin A ....... 10,000IU
Vitamin B1 ..... 50mg
Vitamin E ..... Smg

Diary No. Date of R& | & fee

Dy. No. 6352, 15-06-2017, Rs. 20,000/- (15-06-2017)

Pharmacological Group

Vitamin supplement
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Type of Form

Form-5

Finished product Specification

Manufacturer specification

Pack size & Demanded Price

As per DRAP policy

Approval status of product in Reference
Regulatory Authorities.

Not verifiable

Me-too status

Multibionta Infusion Inj. of M/s Merck (Reg.# 004158)

GMP status

Last GMP inspection conducted on 04-03-2020, and report
concludes that M/s Mediate Pharmaceuticals P vt Ltd
Karachi was considered to be operating at an acceptable
level of compliance of GMP guidelines as on today.

Remarks of the Evaluator.

¢ Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275" meeting.
e Upon communication of above observation firm has
referred to following product:
“Multibionta Solution for infusion 10 ml Ampoule” of
M/s“Merck Serono Ltd.”
https://myhealthbox.eu/en/medicine/multibionta/4201734

e The above cited reference of product and weblink
submitted by firm could not be verified from any reference
regulatory authorities

Previous Decision

Registration Board in its 283" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting as
submitted reference could not be verified.

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me-Too Multibionta Solution
for Infusion registered in the name of M/s. Martin Dow
Marker Limited (Reg.n0.004158)

Decision: Deferred for the evidence of of approval of applied formulation in reference regulatory
authorities/agencies as adopted by Registration Board in its 275th meeting.

65.

Name and address of manufacturer
/Applicant

M/s Glitz Pharma , Plot No 265,Industrial Triangle,
KahutaRoad, Islamabad

Brand Name +Dosage Form + Strength

Chaien Syrup

Composition

Each 5 ml of syrup contains:

Pizotifen (as hydrogen maleate)............. 0.25 mg
Thiamine hydrochloride......... 0.875

Riboflavin phosphate....... 1.31mg

Pyridoxine hydrochloride........ 0.77mg
Nicotinamide............ 5.25mg

Diary No. Date of R& | & fee

Dy. No0.7436; 08-07-2015; Rs.20,000/- (06-07-2015)

Pharmacological Group

Vitamin

Type of Form

Not available

Finished product Specification

Manufacturer specifications

Pack size & Demanded Price

60ml, 90 ml, 120 ml & 240 ml; As per policy of MOH.

Approval status of product in Reference
Regulatory Authorities.

Not verifiable

Me-too status

Mosegor-V syrup of M/s Novartis Pharma.

GMP status

Last inspection report dated 16-01-2019, with the following
conclusion:

Keeping in view the observations noted during inspections
as narrated above, the panel is of the opinion that the firm
has rectified the observations noted in the previous panel
inspection conducted on 16™ January, 2019 and decided to
recommend the issuance of GMP certificate.

Remarks of the Evaluator.

Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were
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declared/approved by the Registration Board in its 275th
meeting as submitted reference is not verifiable.

Previous Decision

Registration Board in its 283" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting as
submitted reference is not verifiable

Evaluation by PEC AD(PEC-XII)

Me Too product mentioned by the firm has different
composition

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

66. Name and address of manufacturer /| M/s Valor Pharmaceuticals.124/A Industrial Triangle,
Applicant Kahuta Road Islamabad
Brand Name +Dosage Form + Strength | Evilar 600mg Soft Gel Capsule
Composition Each Soft Gel Capsule Contains:
Alpha tocopheryl acetate .....600mg
Diary No. Date of R& | & fee Dy.No 19253 dated 28-05-2018 Rs.20,000/- 25-05-2018
Pharmacological Group Vitamin
Type of Form Form-5
Finished product Specification Manufacture specs.
Pack size & Demanded Price 100’s; Rs. 720/-
Approval  status  of roduct in -
RE]Et)arence Regulatory Authc[;rities. Not verifiable
Me-to0 status Zescap 6_00mg capsule Of M/s Zafa Pharmaceutical
Laboratories (Pvt) Ltd. (Reg.#030627)
GMP status New section granted on 25-06-2018
o |Evidence of approval of applied formulation in reference
Remarks of the Evaluator. regulatory authorities/agencies which were declared
Japproved by the Registration Board in its 275" meeting.
Registration Board in its 283" meeting decided as under:
Deferred for evidence of approval of applied formulation in
Previous Decision reference regulatory authorities/agencies which were
adopted by the Registration Board in its 275th meeting as
submitted reference is not verifiable.
Firm provide the evidence of Me-Too Product Zescap
. 600mg Capsule (Reg.no. 030627) registered in the name of
Evaluation by PEC AD(PEC-XII) M/s. Zafa Pharmaceutical Laboratories, Karachi.
*1000mg is the UL of vitamin E as per (CRN &US loM)
Decision: Deferred for the evidence of approval of applied formulation in reference
regulatoryauthorities/agencies which were adopted by the Registration Board in its 275th
meeting.
b !:?)g]l?camd address of manufacturer / M/s Mafins Pharma A-5 S.I.T.E Super Highway, Karachi

Brand Name +Dosage Form + Strength

Betofox Tablet

Composition

Each film coated tablet contains:
Vitamin B1...... 100mg

Vitamin B6....... 100 mg
Vitamin B12.....200 mcg

Diary No. Date of R& | & fee

Dy.No.277, 15-02-2017, Rs.20,000/-

Pharmacological Group Vitamin
Type of Form Form-5
Finished Product Specification Manufacturer
Pack size & Demanded Price As per SRO
Approval status of product in Reference NA

Regulatory Authorities.

Me-too status

Spectra Tablets By Global Islamabad Reg.#. 066598

GMP status

Last GMP Inspection dated 5-10-17 with conclusive
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remarks ofgood cGMP compliance.

Remarks of Evaluator

e Latest GMP inspection report (which should have been
conducted within the period of last one year).
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board.

Previous Decision

Registration Board in its 282" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/ approved by the Registration Board in its 275"
meeting.

Evaluation by PEC AD(PEC-XII)

e Firm provide the evidence of Me-Too product Spectra
Tablet registered in the name of M/s. Global
Pharmaceuticals (Reg.n0.066598)

e Latest GMP inspection report (which should have been
conducted within the period of last three years).

Decision: Deferred for the submission of latest GMP inspection report (which should have been

conducted within the period of last thre

e year).

68.

Name and address of manufacturer /
Applicant

M/s Focus & Rules pharmaceuticals (Pvt) Ltd 44-
industrial triangle, Kahuta road, Islamabad

Brand Name +Dosage Form + Strength

Actibone capsules

Each capsule contains:-
Vit D3...0.005 mg

Composition Calcium Citrate...500mg
Magnesium Citrate........ 100 mg

Diary No. Date of R& | & fee 30-4-2015 Dy.N0.3095 Rs.12,000/- (21-4-15) Rs.8000/- (14
jun-2011)

Pharmacological Group Vitamin and Mineral Formulation

Type of Form Form-5

Finished product Specification

Innovator Specification

Pack size & Demanded Price

20, 10’s As per SRO

Approval status of product in
Reference Regulatory Authorities.

Evidence of approval of applied formulation in reference
regulatory authorities missing. Provided reference of
Natural factors, calcium and magnesium can’t be verified.

Me-too status

Evidence of applied formulation/drug already approved by
DRAP missing, Provided reference of GNC natural
Pakistan can’tbe verified.

GMP status

Latest GMP inspection dated 25/1/2018 showing Fair
cGMP compliance

Remarks of the Evaluator.

Previous Decision

Registration Board in its 282" meeting decided as under:
Deferred for following:
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were adopted by the
Registration Board in its 275th meeting.
o[ Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.
Application will be re-checked for
fee deposit date.

submission of

Evaluation by PEC AD(PEC-XII)

Firm did not provide Evidence of applied formulation/drug
already approved by DRAP (generic / me-too status)
alongwith registration number, brand name and name of
firm.

Decision: Deferred for the evidence o

f applied formulation/drug already approved by DRAP

(generic / me-too status) alongwith registration number, brand name and name of firm.
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Applicant

69. N M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50
ame and address of manufacturer / . . . .
; North Western Industrial Zone,Bin Qasim, Karachi,
Applicant Paki
akistan.
Brand Name +Dosage Form + Strength | Step- D Tablet
Each film coating tablet contains
Vitamin D......... 4001U
Ossien Mineral complex.....830mg
Corresponding to
Calcium.........ccoevveinennenn. 177.6mg
Composition Phosphorous................... 82.2mg
Residual Mineral Salt...... 24.9mg
Collagen...................... 224mg
Other proteins................ 66.4mg
Trace elements F, Mg, Fe, Zn, Cu, Ni.
Corresponding to approximately 440mg hydroxyapatite
Diary No. Date of R& | & fee Dy.N0.2925; 12-04-2017; Rs.20,000/- (10-04-2017)
Pharmacological Group Minerals and Electrolytes
Type of Form Form 5
Finished product Specifications Manufacture’s specification
Pack size & Demanded Price 3 x10’s ; As per DRAP policy
Approval status of product in N/A
Reference Regulatory Authorities
I(;/Ie-too status - (with — strength - and | . b Tablet Of M/s Getz Pharma
osage form)
GMP status Certificate of GMP Issued on 19-10-2019
1st letter: 19th February, 2018
) Reminder letter: 17th April, 2018
e Evidence of approval of applied formulation in reference
Remarks of the Evaluator regulatory authorities/agencies which were declared
/approved by Registration Board in its 275th meeting
e [Evidence of presence of Atomic Absorption
Spectrophotometer verified by FID
Registration Board in its 282" meeting decided as
under:
e Evidence of approval of applied formulation in reference
Previous Decision regulatory authorities/agencies which were declared
/approved by the Registration Board in its 275th meeting.
e FEvidence of presence of Atomic Absorption
Spectrophotometer verified by FID.
e Firm provide the evidence of Me-Too product
Osam-D registered in the name of M/s. Getz
Evaluation by PEC AD(PEC-XII) Pharma, Karachi (Reg.n0.061106).
e Evidence of presence of Atomic Absorption
Spectrophotometer verified by FID is still required.
Decision: Deferred for the evidence of availability of Atomic Absorption Spectrophotometer.
70. Name and address of manufacturer /| M/S Mediate Pharmaceuticals (Pvt) Ltd. Plot No #150-151

Sector 24 Korangi, Industrial Area Karachi, Pakistan

Brand Name +Dosage Form + Strength

Osin- D Suspension

Composition

Each 5ml contains:

Ossein Hydroxyapatite Compound (Anhydrous)....400mg
Equivalent to :

Calcium...85.59mg

Phosphorus....39.61mg

Residual Mineral Salt...12mg

Collagen....107.95mg

Other Protein...32mg

Vitamin D..4001U

Minutes of 295" Meeting of Registration Board (8-11 June, 2020)

| 247




(Fi, Mg, Fe, Zn, Cu, Ni)

Diary No. Date of R& | & fee

Dy.No.2211; 31-10-2016; Rs.20,000/- (31-10-2016)

Pharmacological Group

Minerals and Electrolytes

Type of Form

Form5

Finished product Specifications

Manufacture’s specification

Pack size & Demanded Price

As per SRO ;As per SRO

Approval status of product in
Reference Regulatory Authorities

N/A

Me-too status (with strength and
dosage form)

Osnate- D Suspension Of M/s AGP

GMP status

Last GMP inspection conducted on 04-03-2020, and report
concludes that M/s Mediate Pharmaceuticals P vt Ltd
Karachi was considered to be operating at an acceptable
level of compliance of GMP guidelines as on today.

Remarks of the Evaluator

) Ist letter: 15th February 2018
° Reminder letter: 07th March, 2018
e Latest GMP inspection report (which should have been
conducted within the period of last one year).
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by Registration Board in its 275th meeting
e FEvidence of presence of Atomic Absorption
Spectrophotometer verified by FID.

Previous Decision

Registration Board in its 282" meeting decided to defer the
case on the basis of  following reason:
e Latest GMP inspection report (which should have been
conducted  within  period of last one year).
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting
e Evidence of presence of Atomic Absorption
Spectrophotometer verified by FID.

Evaluation by PEC AD(PEC-XII)

e Firm provide the evidence of Me-Too product Osnate-D
Suspension by M/s. AGP Limited (Reg.n0.070854)

e Evidence of presence of Atomic Absorption
Spectrophotometer verified by FID.

Decision: Deferred for the evidence of purchase of Atomic Absorption Spectrophotometer.

71.

Name and address of manufacturer /
Applicant

M/s. Mediate Pharmaceuticals, 150-151, Sector 24, Korangi
Industrial Area, Karachi

Brand Name +Dosage Form + Strength

Osin-D Tablet

Composition

Each film coated tablet contains:
Ossein Mineral Complex...... 830mg
Equivalent to:

Calcium...177.6mg*
Phosphorus....82.2mg

Residual Mineral Salt...24.9mg
Collagen....224mg

Other Protein...66.4mg

(Fi, Mg, Fe, Zn, Cu, Ni)
*Corresponding to approximately 440mg Hydroxyapatite
Vitamin D.....400IU

Diary No. Date of R& | & fee

Dy. No. 2210, 31-10-2016 , Rs.20,000/- (31-10-2016)

Pharmacological Group

Minerals and Electrolytes

Type of Form

Form-5

Finished product Specification

Manufacturer

Pack size & Demanded Price

3x10’s, As per SRO

Approval status of product in Reference

Wellesse Calcium & Vitamin D3 Suspension, US
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Regulatory Authorities.

Me-too status

Osam D by Getz Pharmaceuticals

GMP status

Last GMP inspection conducted on 04-03-2020, and report
concludes that M/s Mediate Pharmaceuticals P vt Ltd
Karachi was considered to be operating at an acceptable
level of compliance of GMP guidelines as on today.

Remarks of the Evaluator.

° Ist letter: 15th February 2018
° Reminder letter: 07th March, 2018
e Latest GMP inspection report (which should have been
conducted

within the period of last one year).
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by Registration Board in its 275th meeting
e FEvidence of presence of Atomic Absorption
Spectrophotometer verified by FID.

Previous Decision

Registration Board in its 282" meeting decided to defer the
case on the basis of following  reason:
e Latest GMP inspection report (which should have been
conducted within the period of Ilast one year).
e Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting
e FEvidence of presence of Atomic Absorption
Spectrophotometer verified by FID.

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me-Too product Osam-D
registered in the name of M/s. Getz Pharma, Karachi
(Reg.n0.061106)

Evidence of availability of
spectrophotometer is required

atomic  absorption

Decision: Deferred for the evidence of purchase of Atomic Absorption Spectrophotometer.

72.

Name and address of manufacturer /
Applicant

M/s Danas Pharma. 312-Industrial Triangle, Kahuta Road,
Islamabad.

Brand Name +Dosage Form + Strength

Cynovit 500mcg Injection

Composition

Each 2ml ampoule contains:

Cyanocobalamin (vitamin b12).....500mcg

Diary No. Date of R& | & fee

Dy. No.788; 20-06-2017; Rs.20,000/- (15-6-2017)

Pharmacological Group

Vitamin b12

Type of Form

Form-5

Finished product Specification

USP

Pack size & Demanded Price

2mlx25’s, As per SRO

Approval status of product in Reference
Regulatory Authorities.

Could not be confirmed

Me-too status

Cyanocob 250 Injection

Each ml contains:-

Cyanocobalamin (Vitamin B12)....... 250mcg
Pack size 10ml, 50ml, 100ml

GMP status

The firm was granted GMP certificate based on inspection
conducted on 03-10-2017.

Remarks of the Evaluator.

Firm has sterile liquid injection (General and steroidal
ampoule, vials) section Approval in RRA could not be
confirmed. Me-too product has different pack size than the
applied product

Previous Decision

Registration Board in its 282" meeting decided to defer the
case on the basis of following:
o[ |Evidence of applied formulation/drug already approved
by DRAP (generic/me-too status) alongwith registration
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number, brand name and name of  firm.
o[ |Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status)
alongwith registration number, brand name and

Evaluation by PEC AD(PEC-XII) name of firm is required, as the provided Me-Too
product is not verifiable.

e Latest GMP inspection report (which should have
been conducted within the period of last three year).

Decision: Deferred for submission of followings:
o Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board.
e Latest GMP inspection report (which should have been conducted within the period of
last three year).

73.

Name and address of manufacturer /| M/s Danas Pharma. 312-Industrial Triangle, Kahuta Road,
Applicant Islamabad.

Brand Name +Dosage Form + Strength | Neuvita Tablet

Each Film Coated Tablet contains:

. Thiamine HCI (Vitamin B1)............... 100m,

Composition Pyridoxine HC% (Vitamin B)6) ............. 100mgg
Cyanocobalamin (Vitamin B12)......... 200mcg

Diary No. Date of R& | & fee 3338, 19-05-2017, 18-05-2017, 20,000/-

Pharmacological Group Vitamins

Type of Form Form-5

Finished product Specification In-house

Pack size & Demanded Price As per SRO

Approval status of product in Reference

Regulatory Authorities. Could not be confirmed.

Me-too status Neurobion of Neurobedoxin of schazoo labs

The firm was granted GMP certificate based on inspection

GMP status conducted on 03-10-2017.
Evidence of approval of applied formulation in reference
Remarks of the Evaluator. regulatory authority & me-too reference could not be

verified.

Registration Board in its 281* meeting decided as under:
Deferred for evidence of approval of applied formulation in
Previous Decision reference regulatory authorities/agencies as adopted by
Registration Board in its 275th meeting and evidence of
me-too status.

e Firm provide the evidence of Me-Too product
which has different composition.

e Latest GMP inspection report (which should have
been conducted within the period of last three year).

Evaluation by PEC AD(PEC-XII)

Decision:Deferred for submission of followings:
e Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm.
e Latest GMP inspection report (which should have been conducted within the period of
last three year).

Name_: and address of manufacturer / Ms. Sharex Labs, Sadigabad
Applicant

Brand Name +Dosage Form + Strength | Cynoplex Injection

Each 2ml contains:-
Composition Vitamin B1 BP ..... 10mg
Vitamin B2 BP ..... 2mg
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Vitamin B6 BP ..... Smg
Nicotinamide BP .... 75mg
Dexpanthanol BP ..... 5Smg

Diary No. Date of R& | & fee

Dy# 3271 (08-3-2011); Rs.8,000/- Form-5 Dy #1087
(29.05.2014) Rs. 12,000/~ (14-03-2013)

Pharmacological Group

Vitamin

Type of Form

Form-5

Finished product Specification

Pack size & Demanded Price

Pack size / 2ml x 25s Rs. 90/-

Approval status of product in Reference
Regulatory Authorities.

Me-too status

Amroplex injection of M/s Amros, Karachi (Reg.#042164)

GMP status

GMP inspection dated 29-03-2017 concluding satisfactory
GMP compliant status

Previous remarks of the Evaluator.

Deferred in 261st meeting for the submission of following
i. Inspection report

ii. Commitment as per decision of board

iii. Finished product specification is incomplete.

iv. Fee Rs. 8000/- and 12000/- is Photocopy

v.Approval status in reference country and Pakistan

Previous decision(s)

Deferred in 264th meeting for review of formulation and
evidence of submission of Fee of Rs.12,000/-

Evaluation by PEC

e The applied formulation is approved in Austria with
slight different composition. (MultiVit B-Forte injection) as
under:

“Each 2ml ampoule contains

Vitamin B1 ... 11mg

Vitamin B2 ... 3.8mg

Vitamin B6 ... Smg

Nicotinamide 110mg

Dexpanthenol ... 6 mg

Previous Decision

Registration Board in its 280™ meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies as approved by the
Registration Board in its 275th meeting as submitted
reference is of different composition.

Evaluation by PEC AD(PEC-XII)

e Me-Too product Amroplex Injection has different
composition.

o Latest GMP inspection report (which should have been
conducted within the period of last three year).

Decision:Deferred for submission of followings:
o Evidence of approval of applied formulation in reference regulatory authorities/agencies
as approved by the Registration Board in its 275th meeting
e Latest GMP inspection report (which should have been conducted within the period of

last three year).

74.

Name and address of manufacturer /
Applicant

The Searle company limited F-39 Site Karachi Pakistan.

Brand Name +Dosage Form + Strength

Frutum tablets

Composition

Each tablet contains:

Zinc Oxide eq to Zinc.....22.5mg

Vitamin A acetate eq to Vitamin A.....5000IU
Vitamin B1...... 2.25mg

Vitamin B2...... 2.6mg

Vitamin B6....... 3mg

Vitamin B12....... 9mcg

Vitamin C......... 90mg

Vitamin D........ 400IU
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Vitamin E Acetate 50% eq to Vitamin E...... 30IU
Nicotinamide....... 20mg

Biotin....... 150mcg

Calcium.....162mg

Phosphorus....... 125mg

Copper.....3mg

Folic Acid.....400mcg

Ferrous Fumarate eq to Iron...... 18mg

Potassium Idodide eq to Iodine....150mcg
Magnesium Oxide eq to Magnesium.....100mg
Manganese Sulphate monohydrate eg.to Manganese

............ 7.5mg
Calcium-D Pantothenate eq to Pantothenic Acid..10mg
Potassium Sulphate eq toPotassium........ 7.5mg

Diary No. Date of R& | & fee

Dy. No.170; 27-1-2017; Rs.20,000/- (26-1-2017)

Pharmacological Group

Vitamin & minerals

Type of Form

Form-5

Finished product Specification

Inhouse

Pack size & Demanded Price

30’s, As per DPC

Approval status of product in Reference
Regulatory Authorities.

Provided Reference could not be confirmed.

Me-too status

Provided Reference could not be confirmed

GMP status

Last inspection report 30-01-2019, with the conclusion that
the firm for continous improvement and people met, it is
concluded that the firm is operating at a Good level of GMP
compliance.

Remarks of the Evaluator.

International Reference in RRA and me-too status could
not be confirmed.

Previous Decision

Registration Board in its 279" meeting decided as under:
Deferred for following:
e [Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting.
o[ |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

Firm did not provide the evidence of applied
formulation/drug already approved by DRAP (generic / me-
too status) alongwith registration number, brand name and
name of firm.

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

75.

Name and address of manufacturer /
Applicant

Mass Pharma (Pvt.) Ltd, 17 km Ferozpur road, Lahore

Brand Name +Dosage Form + Strength

DEE 200K SOFT GELATIN CAPSULE 200,000 1U

Composition

Each Soft Gelatin Capsule Contains;
Vitamin D3 (Cholecalciferol)............ 200,000IU

Diary No. Date of R& | & fee

Diary N0.26960; 29-12-2017; Rs: 20,000/-

Pharmacological Group

Fat Soluble Vitamin

Type of Form

Form5

Finished product Specification

Manufacturers Specifications

Pack size & Demanded Price

1x1’s: Rs. 300/= per Pack

Me TOO Status

Approval status of product in Reference | FDA ( CALCITRIOL - LIFEEXTENSION)
Regulatory Authorities. EMA ( FULTIUM-D3)
Sunny D Of Scotmann

Solar-D Of Crystolite Pharmaceuticals Pakistan
Dx3 Of Macter Pharma
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Dneed Of Spectrum Healthcare

GMP status

Date of inspection: 11-09-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint

Remarks of the Evaluator.

Evidence of Me too is
evidence is not verifiable

required as the provided

Previous Meeting

Registration Board in its 279" meeting decided as under:
Deferred for following:
e [Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were declared/
approved by the Registration Board in its 275th meeting.
o[ |Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith registration
number, brand name and name of firm.

Evaluation by PEC AD(PEC-XII)

Me-Too provided by the firm is not verifiable

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board in its 275th

Applicant

meeting.
6. xgg}iaﬁd address of manufacturer / Mass Pharma (Pvt.) Ltd, 17 km Ferozpur road, Lahore
Brand Name +Dosage Form + Strength | VARIENCE SOFT GELATIN CAPSULE
Each Soft Gelatin Capsule Contains
Ferrous gluconate BP........................ 250mg
Maganese Sulfate Monohydrate USP....... 0.2mg
Composition Copper Sulphate BP................ocoeein 0.2mg
Vitamin C (Ascorbic acid), USP.............. 50mg
Folic Acid USP.........ooiiii Img
Vitamin B12 (Cyanocobalamin), USP.....7.5mcg
Diary No. Date of R& | & fee Diary No: 26953, 29-12-2017: Rs: 20,000/-
Pharmacological Group Multivitamin (Nutrition Supplement)
Type of Form Form 5
Finished product Specification Manufacturer’s Specifications
Pack size & Demanded Price 3x10’s: Rs. 200/= per Pack
Approval status of product in Reference Could not be confirmed
o (FDA ( SANGOBION ) EMA ( FORCEVAL) as
Regulatory Authorities. . -
provided by the firm)
Me-too status Sangobion of Merck Private Ltd.
Date of inspection: 11-09-2017.
GMP status Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Remarks of the Evaluator.
Registration Board in its 279" meeting decided as under:
Deferred for evidence of approval of applied formulation in
Previous Decision reference regulatory authorities/ agencies which were
declared/approved by Registration Board in its 275th
meeting.
Evaluation by PEC AD(PEC-XII) Me-Too provided by the firm in not verifiable
Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.
77. Name and address of manufacturer /

Mass Pharma (Pvt.) Ltd, 17 km Ferozpur road, Lahore

Brand Name +Dosage Form + Strength

VARIENCE-Z SOFT GELATIN CAPSULE

Each Soft Gelatin Capsule Contains

Zinc (as Zinc Sulfate), USP.................... 22.5mg
Composition Vitamin E (dI-Alpha Tocopheryl Acetate), USP.30 1U

Vitamin C (Ascorbic Acid), USP................ 500mg

Folic Acid, USP.................ccoeeine 150mcg
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Vitamin B1 (Thiamine Mononitrate), USP......15mg
Vitamin B2 (Riboflavin), USP............ 15mg
Nicotinamide, BP.................. 100mg

Vitamin B6 (Pyridoxine Hydrochloride), USP...20mg
Vitamin B12 (Cyanocobalamin), USP............12mcg
Pantothenic  Acid (as Calcium  D-Pantothenate),
USP....20mg

Diary No. Date of R& | & fee

Diary No: 26954, 29-12-2017: Rs: 20,000/-

Pharmacological Group

Multivitamin (Nutrition Supplement)

Type of Form

Form5

Finished product Specification

Manufacturer’s Specifications

Pack size & Demanded Price

2x10’s :Rs. 300/= per Pack

Approval status of product in Reference
Regulatory Authorities

FDA (POLYBION-Z)
EMA ( FORCEVAL-Z)

Me-too status

Polybion of Merck Privte Ltd.

GMP status

Date of inspection: 11-09-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint

Remarks of the Evaluator.

Previous Decision

Registration Board in its 279" meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/ approved by the Registration Board in its 275th
meeting.

Evaluation by PEC AD(PEC-XII)

Me-Too provided by the firm is not verifiable

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) alongwith registration number, brand name and name of firm.

78.

Name and address of manufacturer /
Applicant

M/s Perfect Pharma (Pvt) Ltd. 5-km, Manga Road,
Riawind, Lahore.

Brand Name +Dosage Form + Strength

VeerVit Syrup

Composition

Diary No: 25379, 20-12-2017, Rs: 20,000/-

Diary No. Date of R& | & fee

Each 5ml contains

Thiamine hydrochloride..........5mg
Riboflavin...............c.ooeeeni 1.66mg
Pyridoxine.............ccoeenvnnnn Img
Cyanocobalamin.................. 10mcg
Ascorbicacid..............ooeennl. 75mg
D-Pantothenol....................... 2.5mg
Inositol.........covevviiiiiiinniins Smg
Nicotinamide........................ 20mg

Lycine monohydrate (as HCI)....35mg

Pharmacological Group

Vitamin preparation/ amino acid

Type of Form

Form-5

Finished product Specification

Innovator’s specifications

Pack size & Demanded Price

120ml: Rs: 65.00/-

Approval status of product in Reference
Regulatory Authorities

Wellcosine by GSK Australia (The reference provided
by the firm could not be confirmed)

Me-too status

Wellcosine Syrup by M/s GSK (Reg#006662)

GMP status

Last inspection report dated 06-10-2016 & 29-10-2016,
the panel recommended the resumption /renewal
/additional section for Liquid section (General), cream/
ointment section (general) and external preparation
section (repacking) but the panel did not recommend
resumption/renewal of tablet (general / psychotropic)
and capsule (general) section.

Remarks of the Evaluator.

o |Approval status of product in Reference Regulatory
Authorities not confirmed.
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o |GMP inspection report is older than 1 year.

Previous Decision

Registration Board in its 278" meeting decided as under:
Deferred for submission of latest GMP inspection report
conducted within a period of last 1 year by DRAP.

Evaluation by PEC AD(PEC-XII)

e Firm provide the evidence the evidence of Me Too
product Wellcosine Syrup by M/s. GSK (Reg.no. 006662)
Latest GMP inspection report (which should have been
conducted within the period of last three year).

Decision: Approved.

79. Name and address of manufacturer /| M/s Inventor Pharma, Plot No. K/196, S.I.T.E, (SHW)
Applicant Phase-I1, Karachi
Brand Name +Dosage Form + Strength | Invit Injection 2000mcg/2ml
Composition Diary No: 15231, 15/09/2017, Rs: 20,000/-
. Each 2ml ampoule contains:-
Diary No. Date of R& | & fee Vitamin B12 (Cyanocobalamin)...2000mcg
Pharmacological Group Antianemic Preparation
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 2mlx25’s / As per SRO
Approval status of_ product in Reference Not confirmed
Regulatory Authorities
Me-too status Not Confirmed
GMP status 10-06-2017; New License
e[ 1Approval status of applied formulation in Reference

Remarks of the Evaluator. Regulatory Authorities not confirmed.
e[ /Me-too status not confirmed from available database.
Registration Board in its 277" meeting decided as under:
o[ Evidence of applied formulation/drug already approved
by DRAP (generic / me too status) alongwith registration

Previous Decision number, brand name & name of  firm.
e [Evidence of approval of applied formulation in reference
regulatory authorities/agencies which were
declared/approved by the Registration Board
Firm did not provide the Evidence of applied

Evaluation by PEC AD(PEC-XI1) formulation/drug a_Iready _apprqved by DRAP (generic / me
too status) alongwith registration number, brand name and
name of firm.

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory

authorities / agencies which were adopted by the Registration Board in its 275th meeting.

80. Name and address of manufacturer / | M/s Safe Pharmaceuticals, Karachi.

Applicant

Brand Name +Dosage Form + Strength

Safecare-D tablet

Composition

Each tablet contains:
Cholecalciferol (Vit D3)..... 50 mg

Diary No. Date of R& | & fee

Dy. N0.341; 14-03-2016; Rs.20,000/- (10-03-2016)

Pharmacological Group

Vitamin

Type of Form

Form 5

Finished product Specification

Manufacturer specifications

Pack size & Demanded Price

1’s x 3 ml; as per DRAP policy

Approval status of product in Reference
Regulatory Authorities.

Not verifiable

Me-too status

Not verifiable

GMP status

Last inspection report dated 04-03-2019 with the following
conclusion:

All the observations pointed out during inspection were
discussed with the management of the firm and they were
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committed to overcome before next periodic inspection.
Based on the above observations and keeping in view their
attitude for better compliance, their current compliance
level is rated as Good.

Remarks of the Evaluator.

e Evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/approved by the Registration Board in its
meeting shall be submitted.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status)
alongwith registration number, brand name and name
of firm shall be submitted.

Previous Decision

Registration Board in its 276™ meeting decided as under:

Deferred for following:

i. Evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/approved by the Registration Board.

ii. Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith
registration number, brand name and name of firm

Evaluation by PEC AD(PEC-XII)

Firm did not provide the Evidence of applied
formulation/drug already approved by DRAP (generic /
me-too status) alongwith registration number, brand name
and name of firm

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory
authorities / agencies which were adopted by the Registration Board in its 275th meeting.

81.

Name and address of manufacturer /
Applicant

M/s Medizan Laboratories Pvt. Ltd. 313, Industrial

Triangle, Kahuta Road Islamabad.

Brand Name +Dosage Form + Strength | ONC-D tablet

Composition Each film coated tablet contains:
Vitamin D.......... 400IU
Ossein mineral complex..."...830mg eq.to
Calcium........... 177.6mg

Phosphorous...... 82.2mg

Resid.mineral salts.... 24.9mg

Collagen ...... 224mg

Other proteins ...... 66.mg

Trace elements F,Mg,Fe,Ni,Cu,calculated on
anhydrous basis

Diary No. Date of R& | & fee

Dy. No. 514, 25-03-2016; Rs.20,000/- (24-03-2016)

Pharmacological Group

Vitamins, Minerals

Type of Form

Form-5

Finished product Specification

USP

Pack size & Demanded Price

1 x 10’s ; As decided by Ministry of Health

Approval status of product in Reference
Regulatory Authorities.

Not verifiable

Me-too status

Bonmin Tablet by M/s. SJ. & G.Fazal Elahi Pvt Ltd,
Karachi. (Reg. No. 070532)

GMP status

Last inspection conducted on 11-01-2019 with the
following conclusion:

Based on the areas inspected, the people met and the
documents reviewed, and considering the findings of the
inspection M/s Medizan Labs pvt Ltd, the panel
unanimously recommends the renewal of DML No0.00572.

Previous Remarks of the Evaluator.

e Evidence of approval of applied formulation by
reference regulatory authority shall be submitted.
e Copy of invoice has been submitted as evidence of
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availability of atomic absorption spectrophotometer.
e Last inspection report conducted within last one year by
DRAP shall be submitted.

Previous Decision of Registration Board

Registration Board in its 273 meeting deferred for
submission of latest GMP inspection report conducted
within last 1 year by DRAP.

Evaluation PEC

e Firm has submitted latest GMP inspection report
conducted on 20-11-2017 concluding acceptable level
of GMP compliance.

e Evidence of approval of applied formulation by
reference regulatory authority shall be submitted

Previous Decision

Registration Board in its 276™ meeting decided as under:
Deferred for evidence of approval of applied formulation in
reference regulatory authorities/agencies which were
declared/approved by the Registration Board

Evaluation by PEC AD(PEC-XII)

Firm provide the evidence of Me Too product Bonmin
Tablet Registered in the name of M/s. M/s. S J & G Fazal
Elahi Pvt Ltd, Karachi. (Reg. No. 070532)

Decision: Deferred for the evidence of purchase of Atomic Absorption Spectrophotometer.

82.

Name and address of manufacturer /
Applicant

M/s. Winthrox Laboratories Plot # K-219-A, SITE, Super
Highway Phase Il, Karachi

Brand Name +Dosage Form + Strength

Womic-D Tablet 830mg+4001U

Diary No. Date of R& | & fee

Diary No: 521, 17/11/2016 , Rs. 20,000/-

Composition Each Tablet contains:
Ossein MineralComplex...830mg
Vitamin D.................... 400 LU
Pharmacological Group Mineral + Vitamin
Type of Form Form-5
Finished Product Specification Mfg.

Pack size & Demanded Price

As per SRO / Pack size as per SRO

Approval status of product in Reference
Regulatory Authorities.

Wellese Calcium and Vitamin D3 Tablet by Botanical
Laboratories, USA.

Me-too status

Bonmin Tablet by M/s. S J & G Fazal Elahi, Karachi.

GMP status

09-10-2018 Routine GMP Inspection “overall
compliance level is rated as good.”

GMP

Remarks of Evaluator

Evidence of international availability provided by firm
could not be confirmed in reference regulatory authority.

Previous Decision

Registration Board in its 275" meeting decided as under:

Deferred for submission of following:

o Evidence of approval in reference regulatory authorities.

e Evidence of availability of atomic absorption
spectrophotometer

Evaluation by PEC AD(PEC-XII)

e Firm provide the evidence of Me Too product Bonmin
Tablet Registered in the name of M/s. S J & G Fazal
Elahi Pvt Ltd, Karachi. (Reg. No. 070532)

e Evidence of availability of atomic
spectrophotometer is required.

absorption

Decision: Deferred for confirmation of availability of Atomic absorption spectrophotometer
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Evaluator PEC-I

Case No.01:  Routine Applications (Human) for local manufacturing
83. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Onzaflox 3/25mg Capsules
Diary No. Date of R& | & fee Dy.No 40013 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Capsule Contains:
Olanzapine............ 3mg
Flouxetine as HCI....25mg
Pharmacological Group SSRI/Thienobenzodiazepine
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Symbyax 3mg/25 mg Capsules by Ms/ Eli Lilly, USA (USFDA
Reference Regulatory Authorities approved).
Me-too Status Olanco Capsules by Genome Pharma. (Reg. # 079388)
GMP Status Last inspection report dated 13-09-2018 concluded that the firm
was found to be GMP compliant.
Remarks of the Evaluator.
Decision: Approved.
84. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Onzaflox 6/25mg Capsules
Diary No. Date of R& | & fee Dy.No 40014 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Capsule Contains:
Olanzapine............ 6mg
Flouxetine as HCL...25mg
Pharmacological Group SSRI/Thienobenzodiazepine
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | SYMBYAX capsule by M/s Eli Lilly and Company. (USFDA
Reference Regulatory Authorities Approved)
Me-too Status Olanzo—F 6/25 Capsule by M/s Regal Pharma, Reg N0.81974
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
85. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.

Applicant

3 km, Murghzar Road,Saidu Sharif

Brand Name +Dosage Form + Strength

Onzaflox 12/25mg Capsules

Diary No. Date of R& | & fee

Dy.No 40015 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018

Composition

Each Capsule Contains:

Olanzapine.............. 12mg
Flouxetine as HCL.....25mg
Pharmacological Group Form 5
Type of Form USP
Finished Product Specification As per SRO

Pack Size & Demanded Price

SYMBYAX capsule 12/25 by M/s Eli Lilly and Company.
(USFDA Approved)

Approval Status of Product in
Reference Regulatory Authorities

Olanzo — F 12/25 Capsule by M/s Regal Pharmaceuticals, Reg
No. 81975

Me-too Status

Form5

GMP Status

Same as stated above

Remarks of the Evaluator.

Decision: Approved.
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Applicant

86. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Tranex 500mg Tablet
Diary No. Date of R& | & fee Dy.No 40000 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each film coated tablet contains:
Tranexamic Acid...500mg
Pharmacological Group Anti- fibrinolytic agent
Type of Form Form 5
Finished Product Specification BP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Menstralite 500mg Film coated tablet by M/s Waymade Plc
Reference Regulatory Authorities trading as Sovereign Medical (MHRA Approved
Me-too Status Traumax tablet (250mg&500mg) by M/s Siza International (Pvt)
Ltd, Reg. no. 24787
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
87. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Prebalin 150mg Capsule
Diary No. Date of R& | & fee Dy.No 40006 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Capsule Contains:
Pregabalin...150mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | LYRICA (pregabalin) Capsules 150mg by M/s PF Prism
Reference Regulatory Authorities (USFDA Approved)
Me-too Status Zeegap 150mg Capsules by M/s Hilton (Reg#047361)
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved with innovator’s specifications.
88. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Prebalin 100mg Capsule
Diary No. Date of R& | & fee Dy.No 40005 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Capsule Contains:
Pregabalin...100mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Product Specification MFG Specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | LYRICA (pregabalin) Capsules 100mg by M/s PF Prism
Reference Regulatory Authorities (USFDA Approved)
Me-too Status Zeegap 100mg Capsules by M/s Hilton (Reg#047360)
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved with innovator’s specifications.
89. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.

3 km, Murghzar Road,Saidu Sharif

Brand Name +Dosage Form + Strength

Prebalin 75mg Capsule

Diary No. Date of R& | & fee

Dy.No 40004 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018

Composition

Each Capsule Contains:
Pregabalin......... 75mg

Pharmacological Group

Antiepileptic
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Type of Form Form 5
Finished Product Specification MFG Specs
Pack Size & Demanded Price As per SRO

Approval Status of Product in
Reference Regulatory Authorities

LYRICA (pregabalin) Capsules 75mg by M/s PF Prism CV
(USFDA Approved)

Me-too Status

Zeegap 75mg Capsules by M/s Hilton (Reg#047359)

GMP Status

Same as stated above

Remarks of the Evaluator.

Decision: Approved with innovator’s specifications.

00. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Rovas 5mg Tablet
Diary No. Date of R& | & fee Dy.No 40007 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Rosuvastatin as calcium...5mg
Pharmacological Group HMG-CoA reductase inhibitor
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Crestor (rosuvastatin as calcium) (5mg, 10mg, 20mg, 40mg) film
Reference Regulatory Authorities coated tablet by M/s IPR, USFDA Approved.
Me-too Status Rosulin Tablets 5mg tablet by M/s ' Highnoon Laboratories, Reg.
no. 48373
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved innovator’s specifications.
01. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Rovas 10mg Tablet
Diary No. Date of R& | & fee Dy.No 40008 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Rosuvastatin as calcium.....10mg
Pharmacological Group HMG-CoA reductase inhibitor
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Crestor (rosuvastatin as calcium) (5mg, 10mg, 20mg, 40mg) film
Reference Regulatory Authorities coated tablet by M/s IPR, USFDA Approved.
Me-too Status Rosulin Tablets 5mg tablet by M/s Highnoon Labs, Reg.#048372
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved with innovator’s specifications.
02. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.

Applicant

3 km, Murghzar Road,Saidu Sharif

Brand Name +Dosage Form + Strength

Rovas 20mg Tablet

Diary No. Date of R& | & fee

Dy.No 40009 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018

Composition

Each Film Coated Tablet Contains:
Rosuvastatin as calcium.....20mg

Pharmacological Group

HMG-CoA reductase inhibitor

Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO

Approval Status of Product in
Reference Regulatory Authorities

Crestor (rosuvastatin as calcium) (5mg, 10mg, 20mg, 40mg) film
coated tablet by M/s IPR, USFDA Approved.

Me-too Status

Rosulin Tablets 5mg by M/s Highnoon Labs, Reg.no. 48371

GMP Status

Same as stated above
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Remarks of the Evaluator.

Decision: Approved with innovator’s specifications.

Applicant

03. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Amlosar 5/160mg Tablet
Diary No. Date of R& | & fee Dy.No 40011 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Amlodipine as besylate...5mg
Valsartan.................... 160mg
Pharmacological Group Antihypertensive
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Exforge 5/160mg film-coated tablets by M/s Novartis Pharma,
Reference Regulatory Authorities USFDA Approved..
Me-too Status Amsart 5/160mg Tablet by M/s Genetics Pharmaceutical (Pvt)
Ltd, Reg. No. 84098
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
04. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Amlosar 10/160mg Tablet
Diary No. Date of R& | & fee Dy.No 40012 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Amlodipine as besylate...10mg
Valsartan.................... 160mg
Pharmacological Group Antihypertensive
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Exforge 10/160mg film-coated tablets by M/s Novartis Pharma,
Reference Regulatory Authorities USFDA Approved..
Me-too Status Amsart 10/160mg Tablet by M/s Genetics Pharmaceutical (Pvt)
Ltd, Reg. No. 84097
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
05. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.

3 km, Murghzar Road,Saidu Sharif

Brand Name +Dosage Form + Strength

Amlosar 5/80mg Tablet

Diary No. Date of R& | & fee

Dy.No 40010 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018

Composition

Each Film Coated Tablet Contains:
Amlodipine as besylate...5mg
Valsartan...80mg

Pharmacological Group

Antihypertensive

Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO

Approval Status of Product in
Reference Regulatory Authorities

Exforge 5/80mg film-coated tablets by M/s Novartis Pharma,
TGA Australia Approved..

Me-too Status

Amsart 5/80mg Tablet by M/s Genetics Pharmaceutical (Pvt) Ltd,
Reg. No. 84099

GMP Status

Same as stated above

Remarks of the Evaluator.

Decision: Approved.
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Applicant

06. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | Trapamol 37.5mg/325mg Tablet
Diary No. Date of R& | & fee Dy.No 40001 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Tramadol......... 37.5mg
Paracetamol...... 325mg
Pharmacological Group Antipyretic/Analgesic
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Ultraset film coated tablet by M/s Janssen Pharms, USFDA
Reference Regulatory Authorities Approved
Me-too Status Tramal Plus tablet by M/s Searle Company Ltd, Reg No0.77129
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
Q7. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | S-Met 50/500mg Tablet
Diary No. Date of R& | & fee Dy.No 40002 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Sitagliptin as phosphate monohydrate...... 50mg
Metformin HCL ............................... 500mg
Pharmacological Group Antidiabetic
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Janumet film coated tablet (50mg/500mg & 50mg/1000mg) by
Reference Regulatory Authorities M/s MSD, USFDA Approved.
Me-too Status Sitaglip-Plus Tablet 50/500 by M/s Maple Pharmaceuticals (Pvt)
Ltd, Reg. No. 53403
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved with innovator’s specifications.
08. | Name and address of manufacturer / | M/s Shaheen Pharmaceuticals.
Applicant 3 km, Murghzar Road,Saidu Sharif
Brand Name +Dosage Form + Strength | S-Met 50/1000mg Tablet
Diary No. Date of R& | & fee Dy.No 40003 dated 04-12-2018 Rs.20,000/- Dated 04-12-2018
Composition Each Film Coated Tablet Contains:
Sitagliptin as phosphate monohydrate...... 50mg
Metformin HCL ........................... 1000mgs
Pharmacological Group Antidiabetic
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Janumet film coated tablet (50mg/500mg & 50mg/1000mg) by
Reference Regulatory Authorities M/s MSD, USFDA Approved.
Me-too Status Sitaglip-Plus Tablet 50/1000 by M/s Maple Pharmaceuticals (Pvt)
Ltd, Reg. No. 53404
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved with innovator’s specifications.
09. | Name and address of manufacturer / | M/s Medpharm Research Lab.

28 km, Ferozepur Road, Lahore

Brand Name +Dosage Form + Strength

Medlofenac SR 100mg Tablet
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Diary No. Date of R& | & fee

Dy.No 40755 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018

Composition

Each Sustained Release Tablet Contains:
Diclofenac Sodium...100mg

Pharmacological Group NSAID
Type of Form Form 5
Finished Product Specification USP

Pack Size & Demanded Price As per SRO

Approval Status of Product in
Reference Regulatory Authorities

Dicloflex Retard 100 mg prolonged release tablet by M/s Dexcel
Pharma Ltd. MHRA approved

Me-too Status

Sintral SR Tablets 100mg of M/s Neomedix (R.# 081413)

GMP Status

DML was issued to the firm dated 26/02/2018.
Sections: Tablet general, capsule general, Sachet General,
Capsule Cph, Dry powder suspension general, Dry powder
Suspension Ceph, Dry Powder Injection Ceph.

Remarks of the Evaluator.

Decision: Approved.

100.| Name and address of manufacturer / | M/s Medpharm Research Lab.
Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medlucinol 80/80 mg Tablet
Diary No. Date of R& | & fee Dy.No 40754 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each sugar coated tablet contains:
Hydrated Phloroglucinol...80mg
Trimethylphloroglucinol...80mg
Pharmacological Group Drugs for functional Gastrointestinal disorders
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | PHLOROGLUCINOL/TRIMETHYLPHLOROGLUCINOL
Reference Regulatory Authorities ACINO 62,233 mg/80 mg, comprimé enrobe by M/s Acino,
ANSM France Approved.
Me-too Status Spasrid tablet 80mg/80mg of M/s Barrett Hodgson (R.#034743)
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved innovator’s specifications.
101.| Name and address of manufacturer / | M/s Medpharm Research Lab.
Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medriva 3mg Capsule
Diary No. Date of R& | & fee Dy.No 40758 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each Capsule Contains:
Rivastigmine as Hydrogen Tartrate........3mg
Pharmacological Group Acetylcholinesterase inhibitor
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Nimvastid (1.5 mg, 3 mg, 4.5 mg, and 6 mg) capsule, EMA
Reference Regulatory Authorities Approved.
Me-too Status Rivamine 3mg Capsule by M/s CCL Pharma Reg. No. 048029
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved.
102.| Name and address of manufacturer / | M/s Medpharm Research Lab.

Applicant

28 km, Ferozepur Road, Lahore

Brand Name +Dosage Form + Strength

Medoxib 60mg Tablet

Diary No. Date of R& | & fee

Dy.No 40752 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018

Composition

Each Film Coated Tablet Contains:
Etoricoxib as monohydrate.......... 60mg
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Pharmacological Group NSAID
Type of Form Form 5
Finished Product Specification Mfg Specs
Pack Size & Demanded Price As per SRO

Approval Status of Product in
Reference Regulatory Authorities

ARCOXIA (30mg, 60mg, 90mg, 120mg) film coated tablet by
M/s MSD, MHRA Approved.

Me-too Status

Etoria 60mg Table of M/s Hygeia Pharma, (Reg.# 080818)

GMP Status

Same as stated above

Remarks of the Evaluator.

Decision: Approved innovator’s specifications.

103.| Name and address of manufacturer / | M/s Medpharm Research Lab.
Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medsartan-H 50/12.5 mg Tablet
Diary No. Date of R& | & fee Dy.No 40757 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each Film Coated Tablet Contains:
Losartan Potassium....... 50mg
Hydrochlorothiazide...... 12.5mg
Pharmacological Group Antihypertensive
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Cozaar Comp (50/12.5mg, 100/12.5mg, 100/25mg) film coated
Reference Regulatory Authorities tablet by M/s MSD, MHRA Approved.
Me-too Status Sartan —H Tablets 50/12.5mg by M/s Barrett Hodgson Pakistan
(Pvt) Ltd, Reg. No. 24252
GMP Status Same as above
Remarks of the Evaluator.
Decision: Approved.
104.| Name and address of manufacturer / | M/s Medpharm Research Lab.
Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medfenacin 10mg Tablet
Diary No. Date of R& | & fee Dy.No 40759 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each Film Coated Tablet Contains:
Solifenacin Succinate...10mg
(Eq. to Solifenacin...7.5mg)
Pharmacological Group Muscarinic antagonist
Type of Form Form 5
Finished Product Specification Mfg specs
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Vesicare® (5mg& 10mg) film-coated tablet by M/s Astellas
Reference Regulatory Authorities Pharma Ltd, MHRA Approved.
Me-too Status Solifen Tablet 10mg by M/s GetzPharma, Reg. No. 61203
GMP Status Same as stated above
Remarks of the Evaluator.
Decision: Approved innovator’s specifications.
105.| Name and address of manufacturer / | M/s Medpharm Research Lab.

Applicant

28 km, Ferozepur Road, Lahore

Brand Name +Dosage Form + Strength

Medsetron 8mg Tablet

Diary No. Date of R& | & fee

Dy.No 40753 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018

Composition

Each Film Coated Tablet Contains:
Ondansetron as HCL Dihydrate...8mg

Pharmacological Group

Serotonin 5-HT3 receptor antagonist

Type of Form Form 5

Finished Product Specification USP

Pack Size & Demanded Price As per SRO

Approval Status of Product in | Ondansetron 8mg film coated tablets by M/s Milpharm Limited
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Reference Regulatory Authorities MHRA Approved.

Me-too Status Oniron 4mg Tablets by Genome Pharma. (Reg. # 068375)

GMP Status Same as stated above

Remarks of the Evaluator.

Decision: Approved.

106.| Name and address of manufacturer / | M/s Medpharm Research Lab.

Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medlans 30mg Capsule
Diary No. Date of R& | & fee Dy.No 40750 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each Capsule Contains:

Lansoprazole as Enteric Coated Pellets...30mg
Pharmacological Group PPI
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Lansoprazole (15mg, 30mg) gastro resistant capsule by M/s
Reference Regulatory Authorities Consilient, MHRA Approved.
Me-too Status Leazole 30mg Capsules of M/s Leads Pharma (Reg.#035891)
GMP Status Same as stated above
Remarks of the Evaluator. Source of pellets: M/s Vision Pharma

Decision: Approved.

107.| Name and address of manufacturer / | M/s Medpharm Research Lab.

Applicant 28 km, Ferozepur Road, Lahore
Brand Name +Dosage Form + Strength | Medosamide 100mg Tablet
Diary No. Date of R& | & fee Dy.No 40756 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018
Composition Each Film Coated Tablet Contains:
Lacosamide...100mg
Pharmacological Group Anticonvulsive
Type of Form Form 5
Finished Product Specification Innovator’s
Pack Size & Demanded Price As per SRO
Approval Status of Product in | Vimpat 100mg film coated tablet by M/s UCB Inc, USFDA
Reference Regulatory Authorities Approved.
Me-too Status Lacolep 100mg tablet by M/s Hilton Pharma (Reg # 073858)
GMP Status Same as stated above

Remarks of the Evaluator.

Decision: Approved.

108.| Name and address of manufacturer / | M/s Medpharm Research Lab.

Applicant 28 km, Ferozepur Road, Lahore

Brand Name +Dosage Form + Strength | Medvastatin-EZ 10/10 mg Tablet

Diary No. Date of R& | & fee Dy.No 40761 dated 06-12-2018 Rs.20,000/- Dated 06-12-2018

Composition Each Film Coated Tablet Contains:
Ezitimibe...............ocooiiiiin, 10mg
Atorvastatin as Calcium Trihydrate...10mg

Pharmacological Group Lipid lowering agent/antihypertensive

Type of Form Form 5

Finished Product Specification Mfg specs

Pack Size & Demanded