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323" meeting of Registration Board was held on 6" to 8" December, 2022 in the Committee

Room, Drug Regulatory Authority of Pakistan, G-9/4, Islamabad.

The meeting was chaired by Dr. Obaidullah, Chairman Registration Board DRAP. The

meeting started with recitation of the Holy Verses.

10.

11.

12.

13.

Following members attended the meeting:

Ch. Zeeshan Nazir Bajar, Additional Director (PE&R), DRAP. Member/ Secretary
Lt. Gen.(R) Prof. Dr. Karamat A. Karamat (HI-M.SI-M), Former Member
Surgeon General Pakistan.

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

Mr. Iftikhar A. Chaudhary, Hospital Pharmacist, Lahore Member
Mr. Hafeez ur Rehman, DTL, Rawalpindi Member
Dr. Imranullah Khan, Director, DTL, Peshawar Member
Mr. Muhammad Aslam, Deputy Draftsman-1, Ministry of law & Justice, Member
Islamabad.

Mr. Ajmal Sohail Asif, Director, Division of QA&LT Member
Mrs. Muneeza Khan, Representative of Division of MD&MC Member
Mr. Ghulam Mujtaba, Deputy Director, Representative of IPO Member

Maj. Gen. (R) Dr. Tahir Mukhtar Sayed, Inspector General (Hospitals), Co-opted Member
Fauji Foundation, Rawalpindi (Online)

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

Dr. Muhammad Akram, Animal Husbandry Commissioner, M/o Co-opted Member
NFS&R

Mr. Nadeem Alamgir (Pharma Bureau), Mr. Khalid Munir, Mr. Hamid Raza & Mr. Jalal-

ud-Din (PPMA) and Mr. Ziaulhag (PCDA) attended the meeting as observers.

Deputy Director (PEC) was assisted by respective Assistant Directors for presentation of the

agenda. Director, BE&R was assisted by respective Additional Director and Assistant Directors for
presentation of the agenda.
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Item No. I:

Division of Pharmaceutical Evaluation & Registration

Pharmaceutical Evaluation Cell (PEC)

Sr. No Name of Evaluator Title
L Mr. Farooq Aslam Evaluator PEC-I
2. Mr. Ammar Ashraf Awan Evaluator PEC-I1I
3. Mr. Muhammad Haseeb Tariq Evaluator PEC-I11
4. Mst. Farzana Raja Evaluator PEC-IV
5. Mst. Igra Aftab Evaluator PEC-V
6. Mr. Ishtiaq Shafique Evaluator PEC-VI
7. Mr. Muhammad Usman Evaluator PEC-VIII
8. Mr. Adil Saeed Evaluator PEC-IX
9. Mst. Najia Saleem Evaluator PEC-X
10 Dr. Farhadullah Evaluator PEC-XI
11 Mr. Shahid Nawaz Evaluator PEC-XIII
12 Mst. Saima Hussain Evaluator PEC-XV
13- | Mr. Akbar Ali Evaluator PEC-XVI
14| Mr. Zia Ullah Evaluator PEC-XVII
15 Mr. Muneeb Ahmed Evaluator PEC-XVIII
16. Mst. Sana Kanwal Evaluator PEC-XX
17 Mr. Ahsan Hafiz Assistant Director
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Item No. I:

Item No. XI11: Agenda of Evaluator-X

Division of Pharmaceutical Evaluation & Registration

Applicant

1. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,

Applicant Rawalpindi

Brand Name +Dosage Form + Doxycol Oral Powder 20%/500 MIU

Strength

Composition Each Kg Contains:
Doxycycline Hyclate...20% w/w
Colistin Sulphate...500MIU

Diary No. Date of R& | & fee Dy.No 13760 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification Manufacturer’s specifications
100gm, 250gm, 500gm, 1Kg, 5Kg, 25Kg: As

Pack size & Demanded Price recommended by the PRC/ (M/o NHS, R&C)/ Federal
Govt.

Me-too status Could not be verified in the applied strength

GMP status cGMP certificate dated 30-07-2020 based on inspection

conducted on 12-12-2019.

Remarks of the Evaluator * e The firm has provided conversion of Colistin Sulphate
MIU to mg.
1mg Colistin Sulphate contains 20000 1U

Shortcomings:

o Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) along with
registration number, brand name and name of firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit

e Fee Rs. 7500/- for revision of finished product
specifications.

Decision: Deferred for following:
¢ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm
e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
2. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,

Rawalpindi

Brand Name +Dosage Form +
Strength

Biofon Oral Powder 980mg/gm

Composition

Each Gram Contains:
Trichlorfon...980mg

Diary No. Date of R& | & fee

Dy.No 13759 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Antiparasitic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 5Kg, 25Kg: As
recommended by the PRC/ (M/o NHS, R&C)/ Federal
Govt.

Me-too status

Trifon Powder of M/s S.J. & G. Fazul Ellahie
(PVT) LTD., Karachi. (Reg. No. 049662)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
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conducted on 12-12-2019.

Remarks of the Evaluator X

Decision: Approved with innovator’s specifications upto pack size of 1Kg. The firm shall
submit fee of Rs. 7500/- for pre-approval change in product specifications as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

3. Name and address of manufacturer/ | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Applicant Rawalpindi
Brand Name +Dosage Form + Amantagen 10 water soluble powder
Strength
Composition Each Kg Contains:

Amantadine HCI...10% w/w

Diary No. Date of R& | & fee

Dy.No 13784 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Antiviral

Type of Form

Form5

Finished product Specification

As per Innovator specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1000gm, 5Kg: As
recommended by the PRC/ (M/o NHS, R&C)/ Federal
Govt.

Me-too status

Antamits Water Soluble Powder of M/s Wimits
Pharmaceuticals, Lahore (Reg. No. 078316)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator *

Amantadine containing formulation for veterinary use
could not be confirmed in any RRA.

Decision: Referred to Expert workin

g Group to review therapeutic requirement keeping in

view safety, efficacy and quality parameters.

4, Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Applicant Rawalpindi
Brand Name +Dosage Form + Oxycain Injection 200mg/20mg
Strength
Composition Each ml Contains:

Oxytetracycline dihydrate...200mg
Lidocaine HCl.................. 20mg

Diary No. Date of R& | & fee

Dy.No 13758 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

20ml, 50ml, 100ml: As recommended by the PRC/
(M/o NHS, R&C)/ Federal Gowt.

Me-too status

Could not be confirmed in the applied strength and salt
form

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator X

¢ Initially, multiple pack sizes (20ml, 50ml, and 100ml)
of injectable dosage form were demanded in a single
application. Now, the firm has demanded 50ml pack
size.

e Upon clarification regarding proposed brand name
that “Oxylag” has been mentioned on covering letter
and “Oxycain” has been mentioned on both fee
challan and Form-5, the firm has submitted proposed
brand name “Oxycain”

Shortcomings:
e Evidence of applied formulation/drug already

approved by DRAP (generic / me-too status) along
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with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for revision of finished product
specifications.

Decision: Deferred for following:

¢ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

5. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Applicant Rawalpindi
Brand Name +Dosage Form + BG Vit Injection 100,0001U/40,0001U/40mg
Strength
Composition Each ml Contains:

Vitamin A...100,000IU
Vitamin D3...40,000IU
Vitamin E...40mg

Diary No. Date of R& | & fee

Dy.No 13769 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Growth promoter

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

20ml, 50ml, 100ml: As recommended by the PRC/
(M/o NHS, R&C)/ Federal Gowt.

Me-too status

Vital forte injection (100ml) of M/s Selmore.(Reg. No.
095649)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator X

¢ [Initially, multiple pack sizes (20ml, 50ml, and 100ml)
of injectable dosage form were demanded in a single
application. Now, the firm has demanded 100ml pack
size.

e Upon clarification regarding proposed brand name
since “BG VET Injection ” is mentioned on covering
letter and Form-5 while “BG VIT Injection ” is
mentioned on fee challan and Vital Forte injection is
mentioned on master formula. The firm has submitted
proposed brand name BG Vit injection

Decision: Approved with innovator’s specifications with 100ml pack size. The firm shall submit
fee of Rs. 7500/- for pre-approval change in product specifications as per notification No.F.7-
11/2012-B&A/DRAP dated 07-05-2021.

6. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Applicant Rawalpindi
Brand Name +Dosage Form + Neodexa Injection 50mg/100,000 1U/50mg/0.5mg
Strength
Composition Each ml Contains:

Kanamycin Sulphate...50mg
Colistin Sulphate...100,000 IU
Neomycin Sulphate...50mg
Dexamethasone...0.5mg

Diary No. Date of R& | & fee

Dy.No 13753 dated 07-03-2019 Rs.20,000 dated 07-03-
2019 (Fee challan is missing)
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Pharmacological Group

Antibacterial/ Steroid

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

10ml, 30ml, 50ml, 100ml: As recommended by the PRC/
(M/o NHS, R&C)/ Federal Gowt.

Me-too status

KONO DEX Injection of M/s Alina Combine
Pharmaceutical (Pvt) Ltd. Karachi (Reg. No. 052347)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator X

e Original Fee challan is missing, provide original
yellow copy for fee verification as per procedure
adopted by the Registration Board in its 285"
meeting.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

¢ Provide conversion of Colistin Sulphate IU to mg.

e Fee Rs.7,500/- for revision of finished product
specifications.

e [Initially, multiple pack sizes (10ml, 30ml, 50ml,
100ml) of injectable dosage form were demanded in
a single application. Now, the firm has demanded
50ml pack size.

Shortcoming:
Evidence of approval of Liquid injection (Steroid)
Section

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

Name and address of manufacturer /

Applicant

M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Rawalpindi

Brand Name +Dosage Form +
Strength

Bromogen Super Oral Solution 4% w/w

Composition

Each ml Contains:
Bromhexine HCI...4% w/w

Diary No. Date of R& | & fee

Dy.No 13783 dated 07-03-2019 Rs.20,000 dated 07-03-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

100ml, 250ml, 500ml, 1000ml: As recommended by the
PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status

Could not be confirmed in the applied strength

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator X

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for revision of finished product
specifications.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.
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e Correction in label claim is required since Each ml
Contains: Bromhexine HCI...4% w/w is mentioned
instead of w/v

Decision: Deferred for following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) along with registration number, brand name and name of firm
e Finished product specifications in the light of decision taken in 267" meeting of

Registration Board.

o Fee Rs.30,000/- for revision /pre-approval correction of label claim as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Name and address of manufacturer /
Applicant

M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Rawalpindi

Brand Name +Dosage Form +
Strength

Bromogen 2% Solution

Composition

Each ml Contains:
Bromhexine Hcl...2% w/v

Diary No. Date of R& | & fee

Dy.No 13786 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

100ml, 250ml, 500ml, 1000ml: As recommended by the
PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status

Could not be confirmed in the applied strength

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator *

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for revision of finished product
specifications.

e 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 following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) along with registration number, brand name and name of firm
e Finished product specifications in the light of decision taken in 267" meeting of

Registration Board.

e Fee Rs.30,000/- for revision /pre-approval correction of label claim as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Name and address of manufacturer /
Applicant

M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,
Rawalpindi

Brand Name +Dosage Form +
Strength

Enroflox Oral Liquid 10gm/50MIU

Composition

Each 100ml Contains:
Enrofloxacin...10Gm
Colistin Sulphate...50MIU

Diary No. Date of R& | & fee

Dy.No 13761 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Not provided

Pack size & Demanded Price

100ml, 250ml, 500ml, 1000ml: As recommended by the
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PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status

Coliflox Solution of M/s Selmore Pharmaceutical (Pvt)
Ltd., Lahore. (Reg. No. 071082)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator X

o The firm has provided conversion of Colistin Sulphate
MIU to mg.
1mg Colistin Sulphate contains 20000 1U
e Upon clarification regarding applied strength of
Enrofloxacin, since Enrofloxacin...10Gm/100ml is
mentioned in label claim on Form-5 while in master
formula Enrofloxacin...100mg/100ml is mentioned; the
firm has clarified that Enrofloxacin...10Gm/ 100ml is
required.

Decision: Approved with innovator’s specifications. Registration letter shall be issued upon
submission of fee of Rs.30,000/- for revision /pre-approval correction of label claim as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

10. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,

Applicant Rawalpindi

Brand Name +Dosage Form + Flor Plus Solution 25% wi/v

Strength

Composition Each ml Contains:
Florfenicol...25% w/v

Diary No. Date of R& | & fee Dy.No 13785 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification As per Innovator specifications

Pack size & Demanded Price 100ml, 250ml, 500ml, 1000ml: As recommended by the
PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status Florfenicol _Oral Liquid of M/s ATTABAK
Pharmaceuticals, Islamabad. (Reg. No. 075707)

GMP status cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Remarks of the Evaluator *

Decision: Approved

11. Name and address of manufacturer/ | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,

Rawalpindi

Brand Name +Dosage Form +
Strength

Enromizin Oral Liquid

Composition

Each ml Contains:
Enrofloxacin...75mg
Sulphamethoxypyridazin...75mg
Sulphamethazin...50mg
Trimethoprim...25mg

Diary No. Date of R& | & fee

Dy.No 13763 dated 07-03-2019 Rs.20,000 dated 07-03-
2019

Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Not provided

Pack size & Demanded Price

100ml, 250ml, 500ml, 1000ml: As recommended by the
PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status

Sinaset Oral Liquid of M/s Decent Pharma, Islamabad.
(Reg. No. 095624)

GMP status

cGMP certificate dated 30-07-2020 based on inspection
conducted on 12-12-2019.

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 9




Remarks of the Evaluator X

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for revision of finished product
specifications.

Decision: Approved with innovator’s specifications. Registration letter shall be issued upon
submission of fee of Rs.7500/- for revision/pre-approval correction of finished product
specifications as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

12. Name and address of manufacturer / | M/s Biogen Pharma, 8-Km Chakbeli Road, Rawat,

Applicant Rawalpindi

Brand Name +Dosage Form + Vita CE Oral Liquid

Strength

Composition Each Litre Contains:

Vitamin E Acetate...200000mg
Vitamic C Ascorbic Acid...2000mg
Sodium Selenite...2200mg
Zinc As Sulphate...10000mg
Diary No. Date of R& | & fee Dy.No 13755 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Nutritional supplement

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

. . 50ml, 100ml, 250ml, 500ml, 1000ml: As recommended by

Pack size & Demanded Price the PRC/(M/o NHS, R&C)/ Federal Govt.

Me-too status Could not be confirmed.

GMP status cGMP certificate dated 30-07-2020 based on inspection

conducted on 12-12-2019.

Remarks of the Evaluator * e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Undertaking as per 251% meeting of Registration
Board has not been signed by Production manager and
Quality Control manager.

Decision: Deferred for following:

¢ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)

along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of

Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
13. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.

Applicant

158-D, Tore, Gadap Road, Super Highway, Karachi

Brand Name +Dosage Form +
Strength

Respolex Oral Powder

Composition

Each Gram Contains:
Tylosin Tartrate...200mg
Doxycycline HCI...400mg

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 10




Diary No. Date of R& | & fee

Dy.No 16185 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO

Me-too status

ETER-DOX WATER SOLUBLE POWDER Reg. No. 109
863

GMP status

Panel inspection report dated 15-02-2021 for renewal of
DML.

Remarks of the Evaluator *

e Approval of Powder Section Veterinary confirmed
vide letter No. F. 2-4/99-Lic (Vol-1l) dated 15-06-
2021.

e Tylosin Tartrate...200mg/gm and Doxycycline
HCI...400mg/gm is mentioned throughout the dossier
while Tylosin Tartrate...250mg/gm and Doxycycline
HCI...200mg/gm is mentioned on cover letter;
clarification is required for which strength you want
to apply this dossier.

o Full fee of registration for revision of quantities of
APIs and inclusion of finished product
specifications.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Master formulation describing quantities of actives
and inactives alongwith their justification/role of
ingredients.

e Initially firm has applied for formulation containing
Doxycycline HCI and now revised formulation in line
with reference product as mentioned below:

Each 100Gram Contains:
Tylosin tartrate ............ 20gm
Doxycycline hyclate ......40gm

Decision: Approved with following label claim and with Innovator’s Specifications:

Each 100gm contains:
Tylosin tartrate ............ 20gm
Doxycycline hyclate ......40gm

Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-

05-2021.

14.

Name and address of manufacturer /
Applicant

M/s Amarant Pharmaceuticals Pvt Ltd.
158-D, Tore, Gadap Road, Super Highway, Karachi

Brand Name +Dosage Form +
Strength

Micotil Oral Liquid 250mg/ml

Composition

Each ml Contains:
Tilmicosin As Phosphate...250mg

Diary No. Date of R& | & fee

Dy.No 16188 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO

Me-too status

Micosil Oral Liquid of M/s Fizi Pharmaceuticals and
Chemical Laboratories, Lahore.(Reg. No. 103830)
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GMP status Panel inspection report dated 15-02-2021 for renewal of

DML.

Remarks of the Evaluator * o Approval of Liquid Section Veterinary confirmed
panel inspection report dated 15-02-2021 for renewal
of DML.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

o Full fee of registration for revision of master formula
in terms of equivalency and adjustment of weight as
per salt factor and inclusion of finished product
specifications.

Decision: Approved with following label claim and with innovator’s specifications.

Each ml Contains:

Tilmicosin Phosphate...250mg

Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.

Applicant

15. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.
Applicant 158-D, Tore, Gadap Road, Super Highway, Karachi
Brand Name +Dosage Form + Broncolex Oral Liquid 50mg/ml
Strength
Composition Each ml Contains:
Bromhexine (as HCI)...50mg
Diary No. Date of R& | & fee Dy.No 16189 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Mucolytic
Type of Form Form 5
Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO
Me-too status BIOHEXIN 5% SOLUTION Reg. No. 103973.
GMP status Panel inspection report dated 15-02-2021 for renewal of
DML.
Remarks of the Evaluator * e Approval of Liquid Section Veterinary confirmed
panel inspection report dated 15-02-2021 for renewal
of DML.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

Decision: Approved with following label claim and with innovator’s specifications.
Each ml Contains:
Bromhexine HCI...50mg
Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.

16. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.

158-D, Tore, Gadap Road, Super Highway, Karachi

Brand Name +Dosage Form +
Strength

Enrocon Oral Liquid 20gm/4gm
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Composition

Each 100ml Contains:
Enrofloxacin...20Gm
Colistin Sulphate...4Gm

Diary No. Date of R& | & fee

Dy.No 16186 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO
Me-too status Not provided

GMP status

Panel inspection report dated 15-02-2021 for renewal of
DML.

Remarks of the Evaluator *

e Approval of Liquid Section Veterinary confirmed
panel inspection report dated 15-02-2021 for renewal
of DML.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e 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 following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

17.

Name and address of manufacturer /
Applicant

M/s Amarant Pharmaceuticals Pvt Ltd.
158-D, Tore, Gadap Road, Super Highway, Karachi

Brand Name +Dosage Form +
Strength

Virakil Oral Powder 10gm

Composition

Each 100Gm Contains:
Amantadine HCI...10Gm

Diary No. Date of R& | & fee

Dy.No 16182 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic

Type of Form Form 5

Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO

Me-too status

Amandin Water Soluble Powder of M/s FIZI
Pharmaceuticals and Chemical Laboratories, Lahore.(Reg.
No. 103819)

GMP status

Panel inspection report dated 15-02-2021 for renewal of
DML.

Remarks of the Evaluator X

e Approval of Powder Section Veterinary confirmed
vide letter No. F. 2-4/99-Lic (Vol-Il) dated 15-06-
2021.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.
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e Fee Rs. 7,500/- for inclusion of finished product
specifications.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

18. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.
Applicant 158-D, Tore, Gadap Road, Super Highway, Karachi
Brand Name +Dosage Form + Neolex-P Oral Powder 72gm
Strength
Composition Each 100gm Contains:
Neomycin Sulphate...72gm
Diary No. Date of R& | & fee Dy.No 16183 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO
Me-too status NEOSEL-72 ORAL POWDER Reg. No. 088098
GMP status Panel inspection report dated 15-02-2021 for renewal of
DML.
Remarks of the Evaluator * o Approval of Powder Section Veterinary confirmed
vide letter No. F. 2-4/99-Lic (Vol-Il) dated 15-06-
2021.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

Decision: Approved with innovator’s specifications. Registration letter shall be issued after
submission of fee of Rs.30,000/- for revision /pre-approval correction in formulation as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

19. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.

Applicant

158-D, Tore, Gadap Road, Super Highway, Karachi

Brand Name +Dosage Form +
Strength

Tybrox Oral Liquid

Composition

Each ml Contains:

Tylosin Tartrate...100mg
Doxycycline Hyclate...200mg
Colistin Sulphate...0.5 MIU
Bromhexine...5mg

Diary No. Date of R& | & fee

Dy.No 16190 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Antibiotic/Mucolytic

Type of Form

Form5

Finished product Specification

Inhouse specifications

Pack size & Demanded Price

As per SRO/As per SRO

Me-too status

RESPIDOX-T ORAL LIQUID Reg. No. 079120

GMP status

Panel inspection report dated 15-02-2021 for renewal of
DML.

Remarks of the Evaluator X

e Approval of Powder Section Veterinary confirmed
vide letter No. F. 2-4/99-Lic (Vol-Il) dated 15-06-
2021.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
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non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e Master formulation describing quantities of actives
and inactives alongwith their justification/role of
ingredients.

e Provide conversion of Colistin Sulphate MIU to mg.

e Firm has revised formulation as under:

Each ml Contains:

Tylosin Tartrate...100mg
Doxycycline HCI...200mg
Colistin Sulphate...0.5 MIU
Brombhexine......... Smg

Decision: Approved with Innovator’s Specification and with following label claim:
“Each ml Contains:

Tylosin Tartrate...100mg

Doxycycline HCI...200mg

Colistin Sulphate...0.5 MIU

Brombhexine......... Smg

Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.

20. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.
Applicant 158-D, Tore, Gadap Road, Super Highway, Karachi
Brand Name +Dosage Form + Fenlex Oral Liquid 23gm
Strength
Composition Each 100ml Contains:
Florfenicol...23gm
Diary No. Date of R& | & fee Dy.No 16187 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO
Me-too status BAFLOR-23 ORAL SOLUTION. Reg. No. 071096
GMP status Panel inspection report dated 15-02-2021 for renewal of
DML.
Remarks of the Evaluator * e Approval of Powder Section Veterinary confirmed
vide letter No. F. 2-4/99-Lic (Vol-Il) dated 15-06-
2021.
e Fee Rs. 7,500/- for inclusion of finished product
specifications.
Decision: Approved with innovator’s specifications. Registration letter shall be issued after
submission of fee of Rs.30,000/- for revision /pre-approval correction in formulation as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
21. Name and address of manufacturer / | M/s Amarant Pharmaceuticals Pvt Ltd.
Applicant 158-D, Tore, Gadap Road, Super Highway, Karachi
Brand Name +Dosage Form + Lexi-Dox Oral Powder 500mg
Strength
Composition Each gram Contains:
Doxycycline Hyclate...500mg
Diary No. Date of R& | & fee Dy.No 16184 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
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Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Inhouse specifications
Pack size & Demanded Price As per SRO/As per SRO
Me-too status SELDOX POWDER Reg. No. 058717
GMP status Panel inspection report dated 15-02-2021 for renewal of
DML.
Remarks of the Evaluator * Approval of Powder Section Veterinary confirmed vide
letter No. F. 2-4/99-Lic (\Vol-11) dated 15-06-2021.
Decision: Approved with innovator’s specifications. Registration letter shall be issued after
submission of fee of Rs.30,000/- for revision /pre-approval correction in formulation as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
22. Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar
Applicant Industrial Estate, Haripur
Brand Name +Dosage Form + Aro Mox Powder 200mg/10,00,0001U
Strength
Composition Each gm Contains:
Amoxicillin...200mg
Colistin Sulphate...10,00,0001U
Diary No. Date of R& | & fee Dy.No 16371 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Broad spectrum beta-lactam-polypeptide Antibiotic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
. . 10gm, 20gm, 30gm,50gm, 100gm, 250gm, 500gm, 1Kkg,
Pack size & Demanded Price 5kg, 10kg, 15kg, 20kg, 25kg: Decontrolled
Me-to0 status Colistin-Mox 200/1 Water Soluble Powder of M/s. Eterna
Pharma (Pvt) Ltd., Mirpur, AJK. (Reg. No. 113578)
GMP status cGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.
Remarks of the Evaluator * e Approval of Dry Penicillin Powder Section
Veterinary confirmed vide letter No. F. 3-9/91-Lic
(Vol-I) dated 21-06-2017.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267%
meeting of Registration Board.

¢ Revise the master formula and/or label claim as per
reference product for equivalency and adjustment of
weight as per salt factor.

e Full fee of Registration for revision of master
formula and/or label claim as per reference product
in terms of equivalency and adjustment of weight as
per salt factor and inclusion of finished product
specifications.

e Provide conversion of Colistin Sulphate MIU to mg.

Decision: Approved with following label claim and with innovator’s specifications upto pack
size 1Kg:
Each gm Contains:
Amoxicillin as trihydrate...200mg
Colistin Sulphate...10,00,0001U
Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.

23. Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar
Applicant Industrial Estate, Haripur
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Brand Name +Dosage Form +
Strength

Gumbo Care Powder

Composition

Each 100gm Contains:
Potassium Citrate...18gm
Sodium Citrate...12gm
Vitamin B1...0.03gm

Vitamin B2...0.015gm
Nicotinamide...0.32gm
Menadione Bisulfite...0.115gm
Vitamin C...1.10gm

Diary No. Date of R& | & fee

Dy.No 16370 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Vitamin preparation

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

10gm, 20gm, 30gm,50gm, 100gm, 250gm, 500gm, 1kg,
5kg, 10kg, 15kg, 20kg, 25kg: Decontrolled

Me-too status

Anti Gumbo Powder of M/s Leads Pharma (Pvt) Ltd.,
Islamabad (Reg. No. 046581)

GMP status

cGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Remarks of the Evaluator *

e Approval of Dry Penicillin Powder Section
Veterinary confirmed vide letter No. F. 3-9/91-Lic
(Vol-1) dated 21-06-2017.

Decision: Approved upto pack size o

f 1Kg.

Applicant

24, Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar
Applicant Industrial Estate, Haripur
Brand Name +Dosage Form + D-20 Powder
Strength
Composition Each 100gm powder contains:
Doxycycline HCI...20gm
Diary No. Date of R& | & fee Dy.No 16373 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification As per innovator’s specifications
. . 10gm, 20gm, 30gm,50gm, 100gm, 250gm, 500gm, 1kg,
Pack size & Demanded Price 5kg, 10kg, 15kg, 20kg, 25kg: Decontrolled
Me-too status NEODOX-20 POWDER Reg. No. 111427
GMP status cGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.
Remarks of the Evaluator * e Oral Powder General Veterinary section
confirmed from cGMP certificate dated 14-10-2022
based on inspection conducted on 15-04-2022.

e Revise the master formula and/or label claim as per
reference product for equivalency and adjustment of
weight as per salt factor.

e Full fee of Registration for revision of master
formula and/or label claim as per reference product
for equivalency and adjustment of weight as per salt
factor.

Decision: Approved upto pack size of 1Kag.
25. Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar

Industrial Estate, Haripur
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Brand Name +Dosage Form +
Strength

E-Line Liquid 10gm/4gm/10gm

Composition

Each 100ml Contains:
Enrofloxacin...10gm
Aminophylline...4gm
Guaifenesin...10gm

Diary No. Date of R& | & fee

Dy.No 16369 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Tetracycline antibiotic, bronchodilator, expectorant

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

50ml, 100ml, 200ml, 250ml, 500ml, 1L.iter, 2.5Liter,
5Liter, 10Liter, 15Liter, 20Liter, 25Liter,: Decontrolled

Me-too status

EG Enro Plus Liquid of M/S Elegance Pharmaceutical,
Chak Belli, Rawalpindi (Reg. No. 074099)

GMP status

cGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Remarks of the Evaluator *

Oral Liquid General Veterinary section confirmed from
CGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Decision: Approved upto pack size 0

f 1Litre.

Applicant

26. Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar

Applicant Industrial Estate, Haripur

Brand Name +Dosage Form + Fendox Liquid 20gm/10gm/8gm/20gm

Strength

Composition Each 100ml Contains:
Doxycycline HCI...20gm
Tylosin Tartrate...10gm
Aminophylline...8gm
Guaifenesin...20gm

Diary No. Date of R& | & fee Dy.No 16368 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Tetracycline antibiotic, bronchodilator, expectorant

Type of Form Form 5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 50r_n|, 100m|, 200m|_, 250m|,_500m|, 1_Liter, 2.5Liter,
SLiter, 10Liter, 15Liter, 20Liter, 25Liter,: Decontrolled

Me-too status TYCO-G ORAL LIQUID of M/s ATTABAK
Pharmaceuticals, Islamabad. (Reg. No. 075704)

GMP status cGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Remarks of the Evaluator * Oral Liquid General Veterinary section confirmed from
CGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Decision: Approved upto pack size of 1L.itre.

217. Name and address of manufacturer / | M/s Nawan Laboratories (Pvt) Ltd.

136 sector 15 Korangi Industrial Area Karachi.

Brand Name +Dosage Form +
Strength

Napravin IMM Injector 3gm

Composition

Each 3Gm Syringe Contains:
Cefalonium As Dihydrate...... 250mg

Diary No. Date of R& | & fee

Dy.No 16871 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial for intramammary use, cephalosporin

Type of Form

Form5
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Finished product Specification

BP specifications

Pack size & Demanded Price

3gm/injector tube; Decontrolled

Me-too status

Cepravin TM Dry Cow Intra Mammary of M/S ICI
Pakistan Ltd Karachi (Reg. No. 020133) (as SYRINGE)

GMP status

Last GMP inspection is conducted on 25-01-2022 and the
report concludes that firm was considered to be operating
at good level of overall GMP compliance

Remarks of the Evaluator *

Approval of Liquid injection section (veterinary)
(Cephalosporin) confirmed vide letter No.F. 2-10/93-Lic
(Vol-I) dated 10-03-2022

Decision: Approved

Applicant

28. Name and address of manufacturer / | M/s Nawan Laboratories (Pvt) Ltd.

Applicant 136 sector 15 Korangi Industrial Area Karachi.

Brand Name +Dosage Form + Nefa-Mac IMM Injector 10ml

Strength

Composition Each 10ml Syringe Contains:

Cephalexin Monohydrate...200mg
Neomycin Sulphate...340mg
Cloxacillin Benzathine...500mg
Vitamin A...10,000 IU
Diary No. Date of R& | & fee Dy.No 16872 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibiotic infusion for dry cows

Type of Form Form 5

Finished product Specification Not mentioned

Pack size & Demanded Price 10ml; Decontrolled

Me-too status Cefa sec of M/s Mustafa brothers. Reg No. 053956

GMP status Last GMP inspection is conducted on 25-01-2022 and the

report concludes that firm was considered to be operating
at good level of overall GMP compliance

Remarks of the Evaluator * e Approval of Liquid injection section (veterinary)

(Cephalosporin) confirmed vide letter No.F. 2-10/93-
Lic (Vol-1) dated 10-03-2022.
e Provided following conversion of vitamin A from 1U to
mg
Potency of Vitamin A Palmitate per syringe = 6.25mg
e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in the
light of decision taken in 267" meeting of Registration
Board.

Decision: Approved with innovator’s Specifications and with following label claim:

“Each 10ml Syringe Contains:

Cephalexin as Monohydrate...200mg

Neomycin as Sulphate...340mg

Cloxacillin Benzathine...500mg

Vitamin A...10,000 IU”

o Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated
07-05-2021.

29. Name and address of manufacturer / | M/s Farm Aid Group, Plot # 3/2, Phase | & |1, Hattar

Industrial Estate, Haripur

Brand Name +Dosage Form +
Strength

M-10 Powder

Composition

Each gm Contains:
Amoxicillin Base...100mg
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Colistin Sulphate...500,000 IU

Diary No. Date of R& | & fee

Dy.No 16372 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Broad spectrum beta-lactam-polypeptide Antibiotic

Type of Form

Form5

Finished product Specification

Not mentioned

Pack size & Demanded Price

10gm, 20gm, 30gm,50gm, 100gm, 250gm, 500gm, 1kg,
5kg, 10kg, 15kg, 20kg, 25kg: Decontrolled

Me-too status

Could not be confirmed

GMP status

CcGMP certificate dated 14-10-2022 based on inspection
conducted on 15-04-2022.

Remarks of the Evaluator X

e Approval of Dry Penicillin Powder Section
Veterinary confirmed vide letter No. F. 3-9/91-Lic
(Vol-I) dated 21-06-2017.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267%
meeting of Registration Board.

¢ Revise the master formula and/or label claim as per
reference product for equivalency and adjustment of
weight as per salt factor.

e Full fee of Registration for revision of master
formula and/or label claim as per reference product
in terms of equivalency and adjustment of weight as
per salt factor and inclusion of finished product
specifications.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide conversion of Colistin Sulphate MIU to mg.

e Undertaking as per 251 meeting of Registration
Board has not been provided on company’s
letterhead.

Decision: Deferred for evidence of

applied formulation/drug already approved by DRAP

(generic / me-too status) along with registration number, brand name and name of firm.

30.

Name and address of manufacturer /
Applicant

M/s Inshal Pharmaceutical Industries, Plot No. 2, Street SS
2, National Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Peractin-T Injection 20mg/ml

Composition

Each ml Contains:
Ivermectin...20mg

Diary No. Date of R& | & fee

Dy.No 17318 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Anthelmentic

Type of Form

Form-5

Finished product Specification

BP Vet specifications

Pack size & Demanded Price

50ml; Decontrolled

Me-too status

FLORAMEC Injection of M/s D-MAARSON
PHARMACEUTICALS, ISLAMABAD (Reg. No. 078343)

GMP status

cGMP certificate dated 30-04-2021 based on inspection
conducted on 15-04-2021.

Remarks of the Evaluator X

e Liquid Injection Section (Veterinary) confirmed
from Inspection report dated 11-05-2018 for renewal
of DML
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New suggested name: Ivoshell 20mg injection

e Firm has revised finished product specification from
in-house to “BP Vet specifications” along with the fee
of Rs. 7,500/- via deposit slip no 4580995498.

Decision: Approved with BP (Vet) specifications.

Applicant

31. Name and address of manufacturer / | M/s Inshal Pharmaceutical Industries.
Applicant Plot No. 2, Street SS 2, National Industrial Zone, Rawat,
Islamabad
Brand Name +Dosage Form + Ivoshell 10mg Injection
Strength
Composition Each ml Contains:
Ivermectin...10mg
Diary No. Date of R& | & fee Dy.No 17315 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019
Pharmacological Group Anthelmentic
Type of Form Form-5
Finished product Specification BP Vet specifications
Pack size & Demanded Price 100ml; Decontrolled
Me-too status IVOBAK Injection of M/s Attabak Pharmaceuticals,
Islamabad (Reg. No. 053908)
GMP status cGMP certificate dated 30-04-2021 based on inspection
conducted on 15-04-2021.
Remarks of the Evaluator * e Liquid Injection Section (Veterinary) confirmed
from Inspection report dated 11-05-2018 for renewal
of DML
e Firm has revised finished product specification from
in-house to “BP Vet specifications” along with the fee
of Rs. 7,500/- via deposit slip no 30680664.
Decision: Approved with BP (Vet) specifications.
32. Name and address of manufacturer / | M/s Inshal Pharmaceutical Industries.

Plot No. 2, Street SS 2, National Industrial Zone, Rawat,
Islamabad

Brand Name +Dosage Form +
Strength

Ivoshell super Injection 10/100mg

Composition

Each ml Contains:
Ivermectin...10mg
Clorsulon...100mg

Diary No. Date of R& | & fee

Dy.No 17316 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group

Anthelmentic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml; Decontrolled

Me-too status

Ivobak-C Injection of M/s Attabak Pharmaceuticals,
Islamabad (Reg. No. 062156)

GMP status

cGMP certificate dated 30-04-2021 based on inspection
conducted on 15-04-2021.

Remarks of the Evaluator *

e Liquid Injection Section (Veterinary) confirmed
from Inspection report dated 11-05-2018 for renewal
of DML

e Firm has revised finished product specification from
in-house to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
08194455.

Decision: Approved with innovator’s specifications.
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Applicant

33. Name and address of manufacturer / | M/s Inshal Pharmaceutical Industries.
Applicant Plot No. 2, Street SS 2, National Industrial Zone, Rawat,

Islamabad

Brand Name +Dosage Form + Dyrox N Powder
Strength
Composition Each 12gm Contains:

Neomycin Sulphate...400mg

Streptomycin Sulphate...400mg

Sulfaguanidine...4gm

Kaolin...4gm

Pectin...400mg

Bismuth Subnitrate...2gm

Vitamin A Acetate...80,000IU

Diary No. Date of R& | & fee Dy.No 17317 dated 07-03-2019 Rs.20,000/- dated 07-03-

2019

Pharmacological Group Anti-bacterial, anti-diarrhoeal, Anti-infective

Type of Form Form-5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 12gm,.609m,1009m, 150gm, 250gm, 500gm, 1000gm,
2.5Kg; Decontrolled

Me-too status Diarrobak Water  Soluble Powder of M/s Attabak

Pharmaceuticals Islamabad. (Reg. N0.063835)

GMP status cGMP certificate dated 30-04-2021 based on inspection

conducted on 15-04-2021.

Remarks of the Evaluator * e Oral powder Section (Veterinary) confirmed from
Inspection report dated 11-05-2018 for renewal of
DML.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
8636532536.

e Moreover, the firm has provided following conversion
of vitamin A acetate from IU to mcg.

1 1IU= 0.3mcg of Vitamin A acetate.
Decision: Approved with innovator’s specifications.
34. Name and address of manufacturer / | M/s Grand Pharma, Plot No. 5-A, St. No N-5, National

Industrial Zone, RCCI Estate, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Bromofloxin Oral Liquid

Composition

Each 100ml Contains:
Enrofloxacin...20gm
Bromhexine HCI...5gm

Diary No. Date of R& | & fee

Dy.No 16359 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibiotic/ anti-bacterial

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 500ml, 1000ml, 5L.iter; Decontrolled

Me-too status

Rofl Liquid of M/s Inshal Pharmaceutical Industries,
Islamabad. (Reg. no. 101976)

GMP status

Last GMP inspection is conducted on 12-08-2022 and the
report concludes that firm was considered to be operating
at good level of GMP compliance.

Remarks of the Evaluator X

e Approval of Oral Liquid Section (General)
(veterinary) confirmed vide letter No.F. 1-36/2006-L.ic
(Vol-Ill) dated 29-09-2021.
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e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
645001089019.

Decision: Approved with innovator’s

specifications.

Applicant

35. Name and address of manufacturer / | M/s Grand Pharma, Plot No. 5-A, St. No N-5, National

Applicant Industrial Zone, RCCI Estate, Rawat, Islamabad

Brand Name +Dosage Form + Tilmobiotic Oral Solution

Strength

Composition Each ml Contains:

Tilmicosin As Tilmicosin Phosphate...250mg

Diary No. Date of R& | & fee Dy.No 16361 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Anti-bacterial

Type of Form Form 5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 100ml, 500ml, 1000ml; Decontrolled

Me-too status TIL MICQ STER 25% Oral Liquid of M/s Aamster
Laboratories, Islamabad.(Reg. No. 101427)

GMP status Last GMP inspection is conducted on 12-08-2022 and the
report concludes that firm was considered to be operating
at good level of GMP compliance.

Remarks of the Evaluator * e Approval of Oral Liquid Section (General)

(veterinary) confirmed vide letter No.F. 1-36/2006-Lic
(\VVol-111) dated 29-09-2021.

e Firm has revised finished product specification from
in-house to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
26322561.

Decision: Approved with innovator’s specifications.

36. Name and address of manufacturer / | M/s Grand Pharma, Plot No. 5-A, St. No N-5, National

Industrial Zone, RCCI Estate, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Floristin Oral Solution

Composition

Each 100ml Contains:
Florfenicol............ 23gm
Colistin Sulphate.....50MIU

Diary No. Date of R& | & fee

Dy.No 16360 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibiotic/ Antibacterial

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 500ml, 1000ml, 5L.iter; Decontrolled

Me-too status

Noaflotin  Oral Solution of M/s. Noa Hemis
Pharmaceuticals, Karachi. (Reg. No. 106679)

GMP status

Last GMP inspection is conducted on 12-08-2022 and the
report concludes that firm was considered to be operating
at good level of GMP compliance.

Remarks of the Evaluator X

e Approval of Oral Liquid Section (General)
(veterinary) confirmed vide letter No.F. 1-36/2006-
Lic (Vol-I1l) dated 29-09-2021.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
54711720218.

e Florfenicol...23gm/100ml was mentioned in label
claim on Form-5 while Florfenicol...23mg/100ml was
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mentioned in master formula; upon clarification the
firm has submitted revised master formula as per
reference product.

e Moreover, the firm has provided following conversion
of Colistin Sulphate.
1mg of Colistin Sulphate = 19000 IU .

Decision: Approved with following label claim:

“Each 100ml Contains:
Florfenicol ............ 23gm
Colistin Sulphate ...... S0MIU”

Registration letter shall be issued after submission of differential fee of Rs.22500/- for
revision of formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

37. Name and address of manufacturer / | M/s Delux Chemical Industries.

Applicant L-T 26, A/1, Landhi Industrial Area, Karachi

Brand Name +Dosage Form + Reotilcon Solution 250mg/ml

Strength

Composition Each ml Contains:

Tilmicosin...250mg
Diary No. Date of R& | & fee Dy.No 16832 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibiotic/ Antibacterial

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100ml, 500ml, 1000ml; Decontrolled

Me-to0 status Tilcosin-25 Oral Solution of M/s Nawan Lab Karachi

(Reg. No. 058986)
GMP status Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator * e Approval of Oral Liquid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 13235420.

Decision: Approved with Innovator’s Specifications.

38. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reoflor C Solution

Composition

Each 1000ml Contains:
Florfenicol...230gm
Colistin Sulphate...50 MIU

Diary No. Date of R& | & fee

Dy.No 16841 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibiotic/ Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

100ml, 500ml, 1000ml; Decontrolled

Me-too status

C-Flor Oral Liquid of M/s Nawan Lab Karachi (Reg. No.
074782)

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.
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Remarks of the Evaluator X

e Approval of Oral Liquid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 77665259.

e Provided conversion of Colistin sulphate from MIU
to gm i.e. Img = 19000I1U.

Decision: Approved with Innovator’s Specifications.

Applicant

39. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi

Brand Name +Dosage Form + Derox 24% Liquid

Strength

Composition Each 100ml Contains:

Enrofloxacin...10gm
Aminophylline...4gm
Guaifenesin...10gm
Diary No. Date of R& | & fee Dy.No 16830 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibiotic/ Expectorant

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100ml, 250ml, 500ml, 1000ml; Decontrolled

Me-too status ANROX PLUS-10% ORAL LIQUID of M/s BIO-Labs

(Pvt) Ltd., Islamabad (Reg. No. 033240)
GMP status Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator * e Approval of Oral Liquid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 33535609598.

Decision: Approved with Innovator’s Specifications.

40. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Deox-L Suspension

Composition

Each 5ml Contains:
Oxyclozanide...150mg
Levamisole as HCI...75mg

Diary No. Date of R& | & fee

Dy.No 16829 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Anthelmintic
Type of Form Form 5
Finished product Specification Not claimed

Pack size & Demanded Price

50ml, 100ml, 150ml, 500ml, 1Liter; Decontrolled

Me-too status

SPECTRUM DRENCH of M/s Fizi Pharmaceuticals and
Chemical Laboratories, Lahore. (Reg. No. 081331)
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GMP status Firm submitted DML renewal inspection report dated 09-

06-2022.
Remarks of the Evaluator * e Approval of Oral Liquid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 504979836406.

Decision: Approved with Innovator’s Specifications with following label claim:
“Each 5ml Contains:

Oxyclozanide...150mg

Levamisole HCI...75mg”

Firm shall submit differential fee of Rs.22500/- for correction in formulation , as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration
letter.

41,

Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi
Brand Name +Dosage Form + Reoquintel Suspension
Strength

Composition Each 100ml Contains:

Triclabendazole...12% w/v
Levamisole...7.5% w/v

Diary No. Date of R& | & fee Dy.No 16833 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Anthelmintic

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 50ml, 100ml, 250ml, 500ml, 1L iter; Decontrolled

Prequintel Suspension of M/s Noble Pharma, Mirpur Azad

Me-t0o status Kashmir. (Reg. No. 063637)

GMP status Firm submitted DML renewal inspection report dated 09-
06-2022.
Remarks of the Evaluator * e Approval of Oral Liqguid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Levamisole...7.5% w/v is mentioned in label claim
on Form-5 while Levamisole HCI...7.5gm/100ml is
mentioned in master formula; revise label claim
and/or master formula as per reference product
accordingly.

o Full fee of registration for revision of master formula
and/or label claim in terms of equivalency and
adjustment of weight as per salt factor and inclusion
of finished product specifications.

Decision: Approved with Innovator’s Specifications with following label claim:
“Each 100ml Contains:

Triclabendazole...... 12% wiv

Levamisole HCL...... 7.5% w/v”
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Firm shall submit fee of Rs.30000/- for correction in formulation , as per notification No.F.7-
11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration letter.

Applicant

42, Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi

Brand Name +Dosage Form + Reotrime Oral suspension

Strength

Composition Each 200ml Contains:

Sulphadiazine...80gm
Trimethoprim...16gm
Tylosin Tartrate...4gm
Diary No. Date of R& | & fee Dy.No 16838 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 50ml, 100ml, 200ml, 500ml, 1L.iter; Decontrolled

Me-too status NOBI-TRIME SUSPENSION Reg. No. 058736

GMP status Firm submitted DML renewal inspection report dated 09-

06-2022.

Remarks of the Evaluator * e Approval of Oral Liquid Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e Firm has revised formulation as under:

Each 200ml Contains:
Sulphadiazine...80gm
Trimethoprim...16gm
Tylosin Tartrate...2gm

Decision: Approved with Innovator’s Specifications with following label claim:

“Each 200ml Contains:

Sulphadiazine...80gm

Trimethoprim...16gm

Tylosin Tartrate...2gm”

Firm shall submit fee of Rs.30000/- for correction in formulation , as per notification No.F.7-

11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration letter.

43. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reodox-C Powder

Composition

Each 1000gm Contains:
Tylosin Tartarte...10%
Doxycycline Hyclate...20%
Colistin Sulphate...500 MIU

Diary No. Date of R& | & fee

Dy.No 16840 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

100gm, 200gm, 500gm, 1Kg, 2.5Kg; Decontrolled
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Me-too status

CT-DOX WATER SOLUBLE POWDER Reg. No.
048172

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator X

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Provided conversion of Colistin sulphate from MIU
to gmi.e. Img=190001U

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip ho 75283657763.

Decision: Approved with Innovator’s Specifications.

44,

Name and address of manufacturer /

Applicant

M/s Delux Chemical Industries, L-T 26, A/1, Landhi
Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reo DTCB Powder

Composition

Each 1000gm Contains:
Tylosin Tartrate...200gm
Doxycycline HCI...400gm
Colistin Sulphate...1000MIU
Bromhexine...10gm

Diary No. Date of R& | & fee

Dy.No 16839 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

50gm, 100gm, 200gm, 500gm, 1Kg, 2.5Kg, 5Kg;
Decontrolled

Me-too status

MONODOXWATER SOLUBLE POWDER Reg. No.
087142

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator *

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Full fee of Registration for revision of label claim
and master formula and inclusion of finished product
specifications.

e Provided conversion of Colistin sulphate from MIU
to gmi.e. Img = 190001U

¢ Revise label claim and master formula in terms of salt
form of Bromhexine, in line with reference product
and adjust its weight as per salt factor accordingly.

Decision: Approved with Innovator’s Specifications with following label claim:

Each 1000gm Contains:
Tylosin Tartrate...200gm
Doxycycline HCI...400gm

Colistin Sulphate...1000MIU
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Bromhexine HCI...10gm

e Firm shall submit fee of Rs.30000/- for correction in formulation , as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration letter.

45, Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi

Brand Name +Dosage Form + Delxin-TD Powder

Strength

Composition Each 1000gm Contains:

Tylosin Tartrate...10gm
Doxycycline HCI...20gm
Colistin Sulphate...480MIU
Bromhexine...5gm
Diary No. Date of R& | & fee Dy.No 16831 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100gm, 200gm, 500gm, 1Kg, 2.5Kg; Decontrolled

MAXDOXWATER SOLUBLE POWDER Reg. No.

Me-too status

087144
GMP status Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator * e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Bromhexine...5gm/1000gm is mentioned in label
claim on Form-5 while Bromhexine...0.5gm/1000gm
is mentioned in master formula; revise label claim
and/or master formula as per reference product
accordingly.

o Full fee of Registration for revision of label claim
and master formula and inclusion of finished product
specifications.

e Provided conversion of Colistin sulphate from MIU
to gmi.e Img = 190001U

Decision: Approved with Innovator’s Specifications with following label claim:

“Each 1000gm Contains:

Tylosin Tartrate...10gm

Doxycycline HCI...20gm

Colistin Sulphate...480MIU

Brombhexine HCI...5gm”

Firm shall submit fee of Rs.30000/- for correction in formulation , as per notification No.F.7-

11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration letter.

46. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi
Brand Name +Dosage Form + Reo TDC 680 Powder
Strength

Composition Each 1000gm Contains:

Tyloson Tartarte...200gm
Doxycycline HCI...400gm
Colistin Sulphate...60gm
Bromhexine...20gm
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Diary No. Date of R& | & fee

Dy.No 16842 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

100gm, 200gm, 500gm, 1Kg, 2.5Kg,5Kg; Decontrolled

Me-too status

Nobi TDC 680 Powder of M/s Noble Pharma, Mirpur
Azad Kashmir. (Reg. No. 062127)

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator *

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip ho 39253864474,

Decision: Approved with Innovator’s Specifications with following label claim:

Each 1000gm Contains:
Tyloson Tartarte...200gm
Doxycycline HCI...400gm
Colistin Sulphate...60gm
Bromhexine HCI...20gm

Firm shall submit differential fee of Rs.22500/- for correction in formulation , as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021, before issuance of registration

letter.

47,

Name and address of manufacturer /

Applicant

M/s Delux Chemical Industries, L-T 26, A/1, Landhi
Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reoneo 72% Powder

Composition

Each 1000gm Contains:
Neomycin Sulphate...720gm

Diary No. Date of R& | & fee

Dy.No 16836 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg; Decontrolled

Me-too status

NOBINEO oral Powder of M/s Noble Pharma, Mirpur
Azad Kashmir. (Reg. No. 058726)

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator *

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

¢ Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 5335178622.

Decision: Approved with Innovator’s Specifications
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Applicant

48. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi
Applicant Industrial Area, Karachi
Brand Name +Dosage Form + Reo Asper C Powder
Strength
Composition Each 100gm Contains:
Acetylsalicyclic Acid...6.70gm
Vitamin C...20gm

Diary No. Date of R& | & fee Dy.No 16837 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antistress in action

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100gm, 200gm, 500gm, 1Kg, 2.5Kg, 5Kg; Decontrolled

Me-too status Gesix-C Wa}ter Soluble Powder of M/s PRIX

Pharmaceutica (Pvt) Ltd., Lahore. (Reg. No. 043286)

GMP status Firm submitted DML renewal inspection report dated 09-

06-2022.

Remarks of the Evaluator * e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e Undertaking as per 251 meeting of Registration
Board has not been provided.

Shortcomings:
Justification/ clarification regarding compatibility of
Acetylsalicyclic Acid with Vitamin C

Decision: Referred to Expert working Group to review therapeutic requirement keeping in

view safety, efficacy and quality parameters.

49. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reolincol Powder

Composition

Each 1gm Contains:
Lincomycin Sulphate...100mg
Colistin Sulphate...800,000 IU

Diary No. Date of R& | & fee

Dy.No 16834 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Not claimed

Pack size & Demanded Price

100gm, 200gm, 500gm, 1Kg, 2.5Kg, 5Kg; Decontrolled

Me-too status

NOBI-LINCOL POWDER Reg. No. 079116

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator X

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.
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e Fee Rs. 7,500/- for inclusion of finished product
specifications.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip ho 0769239210.

Decision: Approved with Innovator’s Specifications

50. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant Industrial Area, Karachi

Brand Name +Dosage Form + Reoamant 10% Powder

Strength

Composition Each 100gm Contains:
Amantadine HCI...10gm

Diary No. Date of R& | & fee Dy.No 16828 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Anti-viral

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100gm, 250gm, 500gm, 1000gm; Decontrolled
Amandin Water Soluble Powder of M/s FIZI

Me-too status Pharmaceuticals and Chemical Laboratories, Lahore.(Reg.
No. 103819)

GMP status Firm submitted DML renewal inspection report dated 09-
06-2022.

Remarks of the Evaluator * e Latest cGMP inspection report (conducted within the

period of last three years) is required.

e Approval of section/manufacturing facility by the
Central Licensing Board. However, you may submit
panel inspection report for renewal of DML verifying
the section/manufacturing facility.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 8223318902.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
51. Name and address of manufacturer / | M/s Delux Chemical Industries, L-T 26, A/1, Landhi

Applicant

Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Reo CCNS Powder

Composition

Each gm Contains:
Chlortetracycline HCI...200mg
Colistin Sulphate...10mg
Neomycin Sulphate...60mg
Streptomycin Sulphate...20mg

Diary No. Date of R& | & fee

Dy.No 16835 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Not claimed

Pack size & Demanded Price

100gm, 500gm, 1000gm; Decontrolled

Me-too status

Chlorocept Water Soluble Powder of M/s PRIX
Pharmaceutica (Pvt) Ltd., Lahore. (Reg. No. 073996)

GMP status

Firm submitted DML renewal inspection report dated 09-
06-2022.
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Remarks of the Evaluator X

e Approval of Oral Powder Section (General)
(veterinary) is confirmed from DML renewal
inspection.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Firm has submitted fee of Rs. 7,500/- for correction
in specifications via deposit slip no 25458448996.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

Applicant

52. Name and address of manufacturer / | M/s Noble Pharma, Plot No. B-1 Old Industrial Area,

Applicant Mirpur, Azad Kashmir

Brand Name +Dosage Form + Nobidox C Powder

Strength

Composition Each 1000gm Contains:

Tylosin Tartarte...10%
Doxycycline Hyclate...20%
Colistin Sulphate...50 MIU

Diary No. Date of R& | & fee Dy.No 16594 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Inhouse specifications

Pack size & Demanded Price 100gm,500gm, 1Kg and 5Kg jars; Decontrolled

Me-too status CT-DOX Water Soluble Powder of M/s Attabak
Pharmaceuticals, Islamabad. (Reg. No. 048172)

GMP status Panel inspection of M/s Noble Pharma, Azad Kashmir has
been carried out on 09-02-2022. It was observed to do a lot
of improvements in HVAC, Pharmaceutical Quality
systems including documentation and other quality
related areas. The firm submitted improvements in these
areas. A detailed report would be submitted later on after
verification of same through onsite inspection.

Remarks of the Evaluator * e Approval of Veterinary Oral Powder (General)

section confirmed vide letter No.F. 5-2/2007-Lic
dated 08-07-2015

e Firm has claimed inhouse specifications along with
the fee of Rs. 7,500/- via deposit slip no 2011480749
for inclusion of finished product specification.

e Moreover, the firm has submitted conversion of
Colistin MIU to mg:
1mg=190001U
Now calculate it for 1000gm (1Kg)
1mg 190001V
X 500MIU (1M U= 1000001U)
X=500,000001U x 1mg/ 190001U
X=2631.57mg
X=2.631gm

Decision: Approved with innovator’s specifications. Registration letter will be issued after

satisfactory GMP compliance report by QA&LT Division.

53. Name and address of manufacturer / | M/s Noble Pharma, Plot No. B-1 Old Industrial Area,

Mirpur, Azad Kashmir

Brand Name +Dosage Form +

Nobioxfen T Suspension

Strength
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Composition

Each 1000ml Contains:
Oxfendazole...22.65gm
Triclabendazole...85gm

Diary No. Date of R& | & fee

Dy.No 16593 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Anthelmintic/ De wormer

Type of Form

Form5

Finished product Specification

In-house specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter; Decontrolled

Me-too status

Triloxal Oral Suspension of M/s D-HAANS
Pharmaceuticals, Azad Kashmir. (Reg. No. 102249)

GMP status

Panel inspection of M/s Noble Pharma, Azad Kashmir has
been carried out on 09-02-2022. It was observed to do a lot
of improvements in HVAC, Pharmaceutical Quality
systems including documentation and other quality related
areas. The firm submitted improvements in these areas. A
detailed report would be submitted later on after verification
of same through onsite inspection.

Remarks of the Evaluator *

e Approval of Veterinary Oral Liquid (General)
section confirmed vide letter No.F. 5-2/2007-Lic dated
08-07-2015

o Initially Oxfendazole...22.65 and
Triclabendazole...85gm /1000ml was mentioned in
label claim on Form-5 while Albendazole...10gm,
Ivermectin 0.2gm and Triclabendazole...12gm/ 100ml
was mentioned in master formula; upon clarification the
firm has submitted the correct composition as
mentioned below:

Each 1000ml Contains:
Oxfendazole...22.65gm
Triclabendazole...85gm

e Firm has claimed inhouse specifications along with the
fee of Rs. 30,000/- via deposit slip no 56115640 for
correction of formulation in label claim/ master
formula.

Decision: Approved with innovator’s specifications with following label claim:

Each 1000ml| Contains:
Oxfendazole...22.65gm
Triclabendazole...85gm

o Registration letter will be issued after satisfactory GMP compliance report by QA&LT

Division.
54, Name and address of manufacturer / | M/s Noble Pharma, Plot No. B-1 Old Industrial Area,
Applicant Mirpur, Azad Kashmir

Brand Name +Dosage Form +
Strength

Flukacure Suspension

Composition

Each ml Contains:
Fenbendazole...50mg
Rafoxanide...50mg

Diary No. Date of R& | & fee

Dy.No 16591 dated 07-03-2019 Rs.20,000/- dated 06-03-
2019

Pharmacological Group

Anthelmintic/ De wormer

Type of Form

Form5

Finished product Specification

Inhouse specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter; Decontrolled

Me-too status

FEN FOXAMIDE LIQUID of M/s Leads Pharma Pvt.
Ltd., Islamabad. (Reg. N0.058837)
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GMP status

Panel inspection of M/s Noble Pharma, Azad Kashmir has
been carried out on 09-02-2022. It was observed to do a lot
of improvements in HVAC, Pharmaceutical Quality
systems including documentation and other quality related
areas. The firm submitted improvements in these areas. A
detailed report would be submitted later on after verification
of same through onsite inspection.

Remarks of the Evaluator X

e Approval of Veterinary Oral Liquid (General)
section confirmed vide letter No.F. 5-2/2007-Lic
dated 08-07-2015

e Firm has claimed inhouse specifications along with
the fee of Rs. 7,500/- via deposit slip no 34095710 for

inclusion of finished product specification.

Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report by QA&LT Division.

Applicant

55. Name and address of manufacturer / | M/s Noble Pharma, Plot No. B-1 Old Industrial Area,

Applicant Mirpur, Azad Kashmir

Brand Name +Dosage Form + Nobispiracin Injection

Strength

Composition Each ml contains:

Spiramycin Adipate...125mg
Lincomycin HCI...75mg

Diary No. Date of R& | & fee Dy.No 16590 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Inhouse specifications

Pack size & Demanded Price 50ml,100ml; Decontrolled

Me-too status I-Spiralink Injection of M/s International Pharma Labs,
Lahore. (Reg. No. 062074)

GMP status Panel inspection of M/s Noble Pharma, Azad Kashmir has
been carried out on 09-02-2022. It was observed to do a lot
of improvements in HVAC, Pharmaceutical Quality
systems including documentation and other quality related
areas. The firm submitted improvements in these areas. A
detailed report would be submitted later on after verification
of same through onsite inspection.

Remarks of the Evaluator * e Approval of Veterinary Liquid Vial Injection

(General) section confirmed vide letter No.F. 5-
2/2007-Lic dated 08-07-2015

e Firm has claimed inhouse specifications along with
the fee of Rs. 7,500/- via deposit slip no 218112547
for inclusion of finished product specification.

e Separate registration is granted to separate pack
sizeffill volume of injectable dosage form. However,
multiple pack sizes of injectable dosage form are
demanded in a single application. So clarification is
required for which pack size/ fill volume you want to
apply this dossier.

Decision: Approved with innovator’s specifications. Registration letter will be issued after

satisfactory GMP compliance report by QA&LT Division and selection of one fill volume.

56. Name and address of manufacturer / | M/s Noble Pharma, Plot No. B-1 Old Industrial Area,

Mirpur, Azad Kashmir

Brand Name +Dosage Form +
Strength

Nobiket Injection

Composition

Each ml contains:

Ketoprofen...100mg
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Diary No. Date of R& | & fee

Dy.No 16592 dated 07-03-2019 Rs.20,000/- dated 07-03-
2019

Pharmacological Group Analgesic
Type of Form Form 5
Finished product Specification BP Vet Specifications

Pack size & Demanded Price

50ml; Decontrolled

Me-too status

Dinalgen Injection of M/s Mylab (Pvt) Ltd. Bahawalpur.
(Reg. No. 074012)

GMP status

Panel inspection of M/s Noble Pharma, Azad Kashmir has
been carried out on 09-02-2022. It was observed to do a lot
of improvements in HVAC, Pharmaceutical Quality
systems including documentation and other quality related
areas. The firm submitted improvements in these areas. A
detailed report would be submitted later on after verification
of same through onsite inspection.

Remarks of the Evaluator X

e Approval of Veterinary Liquid Vial Injection
(General) section confirmed vide letter No.F. 5-
2/2007-Lic dated 08-07-2015

e Firm has claimed BP Vet specifications without
submitting fee for inclusion of finished product
specifications.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

57.

Name and address of manufacturer /
Applicant

M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,
Lahore.

Brand Name +Dosage Form +
Strength

Maxin Plus Injection

Composition

Each ml Contains:
Oxytetracycline (as dihydrate) ...300mg
Flunixin (as Maglumine)...20mg

Diary No. Date of R& | & fee

Dy.No 430 dated 12-03-2019 Rs.20,000/- dated 11-03-
2019

Pharmacological Group

Antibacterial/Anti-inflammatory

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml; As per SRO

Me-too status

Flunox Injection 300mg/ 20mg of M/s S.J & G Fazul
Ellahie (Pvt.) Ltd, Karachi. (Reg. No. 093828)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator *

e Approval of Liquid injectable (veterinary) section
confirmed vide panel inspection dated 14-12-2015
report for renewal of DML.

e Firm has claimed manufacturer’s specifications
and the applied product is non-pharmacopoeial.

e Lignocain HCI is included in list of ingredients
mentioned in master formula while the same has not
been reflected in label claim and outline of method
of manufacture; upon clarification the firm has
submitted that “Lignocain HCL included in master
formulation as excipient and its role is local
anesthetic to avoid the injection pain”.

e However, Hexasol LA Solution for Injection
(HPRA approved) does not contain Lignocain
HCI.

Decision: Approved with innovator’s specifications. Firm shall submit correct master
formulation excluding Lignocaine HCI in line with reference product before issuance of
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registration letter with submission
B&A/DRAP dated 07-05-2021.

of Rs.30000/- fee as per notification No.F.7-11/2012-

Applicant

58. Name and address of manufacturer / | M/s Ras Pharmaceuticals Pvt Ltd.,25-km, Lahore Road,

Applicant Multan

Brand Name +Dosage Form + Bromoras M Oral Liquid

Strength

Composition Each 1ml Contains:

Bromhexine HCI...20mg
Menthol.............. 40mg

Diary No. Date of R& | & fee Dy.No 1671 dated 25-03-2019 Rs.20,000/- dated 25-03-
2019

Pharmacological Group Mucolytic/Expectorant

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 50ml, 100ml, 250ml, 500ml, 1L.iter, SLiter, 25Liter; N/A
Bromo-Plus Liquid of M/s Elegance Pharmaceutical,

Me-too status Rawalpindi. (Reg. No.073917)

GMP status Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator * e Oral Liquid (Antibiotic) Vet section confirmed vide

panel inspection report based on inspection dated 10-
03-2021 for renewal of DML

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
76654590792.

Decision: Approved with innovator’s specification upto pack size of 1Litre.Registration letter

will be issued after satisfactory GMP report by QA&LT Division within 3 years.

59. Name and address of manufacturer / | M/s Ras Pharmaceuticals Pvt Ltd.,25-km, Lahore Road,

Multan

Brand Name +Dosage Form +
Strength

Methenasol-C Oral Powder

Composition

Each 100gm Contains:
Methenamine ...90gm
Vitamin B1...... 700mg
Vitamin C........ 100mg
Sorbitol........... Sgm

Diary No. Date of R& | & fee

Dy.No 1670 dated 25-03-2019 Rs.20,000/- dated 25-03-
2019

Pharmacological Group

Anti-infective Vitamins

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 15gm, 25gm, 50gm, 100gm, 250gm, 500gm,1Kg,
2.5Kg, 5Kg, 10Kg, 25Kg; N/A

Me-too status

A-Flush Water Soluble Powder of M/s Attabak
Pharmaceuticals, Islamabad. (Reg. No. 049708)

GMP status

Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator X

e Oral Powder (General) Vet section confirmed vide
panel inspection report based on inspection dated 10-
03-2021 for renewal of DML

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
7506281702.
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Decision: Approved with innovator’s specifications upto pack size of 1Kg. Registration letter
will be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

60. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off
Applicant Multan Road, Lahore
Brand Name +Dosage Form + Promectin Alpha Injection 10ml
Strength
Composition Each ml Contains:
Ivermectin...10mg
Clorsulon...100mg
Diary No. Date of R& | & fee Dy.No 4260 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019
Pharmacological Group Endectocide, anthelmintic Flukicide
Type of Form Form 5
Finished product Specification USP specifications
Pack size & Demanded Price 10ml vial; Decontrolled
Ivorok-Plus Injection of M/s Manhattan Pharma Karachi
Me-too status (Reg. No. 052368)
GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Remarks of the Evaluator * e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-1) dated 10-07-2017.
e Firm has revised finished product specification to “USP
specifications” along with the fee of Rs. 7,500/- via
deposit slip no 8344981661.
Decision: Approved with USP specifications.
61. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off
Applicant Multan Road, Lahore
Brand Name +Dosage Form + Promectin Alpha Injection 50ml
Strength
Composition Each ml Contains:
Ivermectin...10mg
Clorsulon...100mg
Diary No. Date of R& | & fee Dy.No 4261 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019
Pharmacological Group Endectocide, anthelmintic Flukicide
Type of Form Form 5
Finished product Specification USP specifications
Pack size & Demanded Price 50ml vial; Decontrolled
Me-too status JFMEC-Super Injection of M/s Jfrin Pharmaceuticals, Hub
Industrial Estate Balochistan. (Reg. No. 041211).
GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Remarks of the Evaluator * e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-I) dated 10-07-2017
e Firm has revised finished product specification to
“USP specifications” along with the fee of Rs. 7,500/-
via deposit slip no 65612724.
Decision: Approved with USP specifications.
62. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off

Multan Road, Lahore

Brand Name +Dosage Form +
Strength

Promectin Alpha Injection 100ml

Composition

Each ml Contains:
Ivermectin...10mg
Clorsulon...100mg

Diary No. Date of R& | & fee

Dy.No 4262 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019

Pharmacological Group

Endectocide, anthelmintic Flukicide
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Type of Form

Form5

Finished product Specification

USP specifications

Pack size & Demanded Price

100ml vial; Decontrolled

Me-too status

JFMEC-Super Injection of M/s Jfrin Pharmaceuticals, Hub
Industrial Estate Balochistan. (Reg. No. 041211).

GMP status

cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.

Remarks of the Evaluator *

e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-1) dated 10-07-2017.

e Firm has revised finished product specification to “USP
specifications” along with the fee of Rs. 7,500/- via
deposit slip no 5244164795.

Decision: Approved with USP specif

ications.

Applicant

63. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off
Applicant Multan Road, Lahore
Brand Name +Dosage Form + Promectin Injection 10ml
Strength
Composition Each ml Contains:
Ivermectin...10mg
Diary No. Date of R& | & fee Dy.No 4257 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019
Pharmacological Group Anthelmintic
Type of Form Form 5
Finished product Specification BP Vet specifications
Pack size & Demanded Price 10ml vial; Decontrolled
Me-to0 status Pa_ndex 1% Injectable Solution of M/s Khyber Poultry
Faisalabad. (Reg. No. 018859)
GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Remarks of the Evaluator * e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-I) dated 10-07-2017
e Firm has revised finished product specification to “BP
Vet specifications” along with the fee of Rs. 7,500/- via
deposit slip no 63930464044.
Decision: Approved with BP Vet specifications.
64. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off

Multan Road, Lahore

Brand Name +Dosage Form +
Strength

Promectin Injection 50ml

Composition

Each ml Contains:
Ivermectin...10mg

Diary No. Date of R& | & fee

Dy.No 4258 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019

Pharmacological Group Anthelmintic
Type of Form Form 5
Finished product Specification Not claimed

Pack size & Demanded Price

50ml vial; Decontrolled

Me-too status

Pandex 1% Injectable Solution of M/s Khyber Poultry
Faisalabad. (Reg. No. 018859)

GMP status

cGMP certificate dated 30-03-2021 based on inspection

conducted on 10-11-2020.

= Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-1) dated 10-07-2017

Remarks of the Evaluator X

The firm has withdrawn application vide their letter No.
nil dated 11-10-2022

Decision: Registration Board acceded to the firm’s request and declared the application

as disposed of/rejected.
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Applicant

65. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off

Applicant Multan Road, Lahore

Brand Name +Dosage Form + Promectin Injection 100ml

Strength

Composition Each ml Contains:
Ivermectin...10mg

Diary No. Date of R& | & fee Dy.No 4259 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019

Pharmacological Group Anthelmintic

Type of Form Form 5

Finished product Specification Not claimed

Pack size & Demanded Price 100ml vial; Decontrolled

Me-too status Avimec Injection of M/s U.M. Enterprises Karachi. (Reg.
No. 019031)

GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Liquid Injectable (SVP) Vet section granted vide letter No.
F.1-41/2007-Lic-(Vol-1) dated 10-07-2017

Remarks of the Evaluator * The firm has withdrawn application vide their letter No.
nil dated 11-10-2022

Decision: Registration Board acceded to the firm’s request and declared the application

as disposed of/rejected.

66. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off

Multan Road, Lahore

Brand Name +Dosage Form +
Strength

Multimix Injection 50ml

Composition

Each ml Contains:

Vitamin A (palmitate)...15,0001U

Vitamin D3............... 1,0001U

Vitamin E (acetate) ......20mg

Vitamin B1 (HCI) ....... 10mg

Vitamin B2 (Riboflavin 5-Phosphate Sodium) ...5mg
Vitamin B6...3mg

Nicotinamide...35mg

D-Pantothenol...25mg

Vitamin B12...5mcg

Diary No. Date of R& | & fee

Dy.No 4255 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019

Pharmacological Group

Multivitamins

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

50ml vial; Decontrolled

Me-too status

Multina injection of M/s Nawan laboratories. (Reg. No.
049512)

GMP status

cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.

Remarks of the Evaluator *

e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-I) dated 10-07-2017

e Firm has revised finished product specification to “as
per innovator’s specifications” along with the fee of
Rs. 7,500/- via deposit slip no 1711081231

e Provided conversion of Vitamin A and Vitamin D3
from IU to mg.
VITAMIN A (Palmitate) BP .. 15,000 IU (8.82mg)
(Vitamin A is equivalent to 17001U/mg)

VITAMIN D3 BP..... 1,000 IU (25mcg)
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(Vitamin D is equivalent to 40,000 1U/mg)

Decision: Deferred for clarification regarding inclusion of both oil and water soluble vitamins
in same formulation of injection dosage form.

Applicant

67. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off
Applicant Multan Road, Lahore
Brand Name +Dosage Form + Multimix Injection 100ml
Strength
Composition Each ml Contains:
Vitamin A (palmitate)...15,000IU
Vitamin D3............... 1,000IU
Vitamin E (acetate) ......20mg
Vitamin B1 (HCI) ....... 10mg
Vitamin B2 (Riboflavin 5-Phosphate Sodium) ...5mg
Vitamin B6...3mg
Nicotinamide...35mg
D-Pantothenol...25mg
Vitamin B12...5mcg
Diary No. Date of R& | & fee Dy.No 4256 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019
Pharmacological Group Multivitamins
Type of Form Form 5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100ml vial; Decontrolled
Me-too status Multina injection of M/s Nawan laboratories. (Reg. No.
049512)
GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Remarks of the Evaluator * e Liquid Injectable (SVP) Vet section granted vide letter
No. F.1-41/2007-Lic-(Vol-I) dated 10-07-2017
e Firm has revised finished product specification to “As
per innovator’s specifications” along with the fee of
Rs. 7,500/- via deposit slip no 94836692974,
e Provided conversion of Vitamin A and Vitamin D3
from 1U to mg.
VITAMIN A (Palmitate) BP .. 15,000 IU (8.82mg)
(Vitamin A is equivalent to 17001U/mg)
VITAMIN D3 BP..... 1,000 IU (25mcg)
(Vitamin D is equivalent to 40,000 1U/mg)
Decision: Deferred for clarification regarding inclusion of both oil and water soluble vitamins
in same formulation of injection dosage form.
68. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off

Multan Road, Lahore

Brand Name +Dosage Form +
Strength

Triclev Plus Drench 120mg/75mg

Composition

Each ml Contains:
Triclabendazole...120mg
Levamisole HCI...75mg

Diary No. Date of R& | & fee

Dy.No 4253 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019

Pharmacological Group

Anthelmintic

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 250ml, 500ml and 1000ml; Decontrolled

Me-too status

Endo Shell Liquid of M/S. Inshal Pharmaceutical Industries,
Islamabad. (Reg. N0.103929)
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GMP status

cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.

Remarks of the Evaluator *

e Veterinary Oral Liquid (General) section granted vide
letter No. F.1-41/2007-Lic dated 06-04-2015
e Firm has revised finished product specification to “As

per innovator’s specifications” along with the fee of
Rs. 7,500/- via deposit slip no 2812380379.

Decision: Approved with innovator’s

specification.

69. Name and address of manufacturer / | M/s ICI Pakistan Limited Life Sciences, 45-KM, off
Applicant Multan Road, Lahore
Brand Name +Dosage Form + Zolectin Drench
Strength
Composition Each 100ml contains:
Triclabendazole...12gm
Ivermectin.......... 0.2gm
Albendazole.........10gm
Diary No. Date of R& | & fee Dy.No 4254 dated 22-04-2019 Rs.20,000/- dated 19-04-
2019
Pharmacological Group Anthelmintic
Type of Form Form 5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100ml, 250ml, 500ml and 1000ml; Decontrolled
Me-too status Thunder Drench of M/s Star Laboratories (Pvt) Ltd, Lahore
(Reg. No. 058941)
GMP status cGMP certificate dated 30-03-2021 based on inspection
conducted on 10-11-2020.
Remarks of the Evaluator * e Veterinary Oral Liquid (General) section granted
vide letter No. F.1-41/2007-Lic dated 06-04-2015
e Firm has revised finished product specification to “As
per innovator’s specifications” along with the fee of
Rs. 7,500/- via deposit slip no 18724595074,
Decision: Approved with innovator’s specification.
70. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant

Islamabad.

Brand Name +Dosage Form +
Strength

Elyso WS Powder

Composition

Each gram contains:
Lysozyme...22%
Vitamin E 50...0.5%

Diary No. Date of R& | & fee

Dy.No 2497 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Nutritional supplement

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg and 25Kg;
Decontrolled

Me-too status

LISO 10 Powder of M/s Mallard Pharmaceutical (Pvt) Ltd.,
Multan (Reg. No. 049566)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Powder Section (General) confirmed
vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated
30-04-2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
49400153.
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Decision: Deferred for following clar
o Rationale of Lysozyme and v

ification:
itamin E formulation.

o Evidence of approval status of applied formulation as drug product in reference

regulatory authorities/agenci
275" meeting.

es which were adopted by the Registration Board in its

Applicant

71. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Mentholy Liquid

Strength

Composition Each Litre Contains:
Peppermint...40gm
Eucalyptus Oil...50gm
Menthol...50gm
Vitamin A...30,000,000IU

Diary No. Date of R& | & fee Dy.No 2496 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group Decongestant

Type of Form Form-5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 100ml, 250ml, 500ml, 1L iter, and 5L iter; Decontrolled

Me-to0 status Fenetime Oral Solution of M/S Biogen Pharma, Rawat.
(Reg. No. 063815)

GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * o Approval of Liquid Section confirmed vide letter

No.F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
9549820869.

e Firm has submitted following conversion of Vitamin
A from 1U to Kg
30,000,000 IU=17.64gm
1700000 IU per gram

Decision: Referred to committee for review of formulation in grey area as product contains
ingredients regulated as H&OTC product.
72. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Lincopharm 11 premix

Composition

Each gram contains:
Lincomycin as HCI...1.1%

Diary No. Date of R& | & fee

Dy.No 2502 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

BP Vet specifications

Pack size & Demanded Price

500gm, 1Kg, 2.5Kg, 5Kg and 10Kg; Decontrolled

Me-too status

Bio-Mycin 11% Premix Powder of M/s Bio-Labs (Pvt) Ltd,
Islamabad. (Reg. No. 103971)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Powder Section (Antibiotic) confirmed
vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated

30-04-2007.
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e Firm has revised finished product specification from
inhouse to “BP Vet specifications”

¢ The firm has submitted fee of Rs. 30,000/- via deposit
slip no 379582668 for revision of label claim/master
formula in terms of salt form, and finished product
specifications.

Decision: Approved with BP Vet Specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

73.

Name and address of manufacturer /
Applicant

M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Islamabad.

Brand Name +Dosage Form +
Strength

Paraflor Liquid 250gm/200gm

Composition

Each 1000ml contains:
Florfenicol...250gm
Paracetamol...200gm

Diary No. Date of R& | & fee

Dy.No 2492 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Antibacterial, antipyretic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter, and 5Liter; Decontrolled

Me-too status

Could not be confirmed from the available database

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Liquid Section confirmed vide letter
No. F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.

e Firm has revised finished product specification from
in-house to “as per innovator’s specifications”

e Initially Paracetamol...200mg/Liter is mentioned in
label claim on Form-5 while Paracetamol...
........ 40Kg/200L.iter is mentioned in master formula;
upon clarification the firm has submitted the correct
formulation as below:

Each 1000ml contains:
Florfenicol...250gm
Paracetamol...200gm

e The firm has provided fee of Rs. 30,000/- via deposit
slip no 436683344 for revision of finished product
specification and correction of strength of AP in label
claim/ master formula.

Shortcomings:

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm could not be verified.

Decision: Deferred for following:

e Eevidence of applied formulation/drug already approved by DRAP (generic / me-too
status) along with registration number, brand name and name of firm.
e Review of applied formulation by Expert Working Group

74,

Name and address of manufacturer /
Applicant

M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Islamabad.

Brand Name +Dosage Form +
Strength

Tilmisol Liquid

Composition

Each ml Contains:
Tilmicosin as phosphate...250mg
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Diary No. Date of R& | & fee

Dy. No 2500 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter, and 5Liter; Decontrolled

Me-too status

Til Mico Ster 25% Oral Liquid of M/s Aamster
Laboratories, Islamabad. (Reg. No. 101427)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator *

e Approval of Liquid Section confirmed vide letter
No.F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.

e Firm has revised finished product specification from
USP to ““as per innovator’s specifications”

e The firm has provided fee of Rs. 30,000/- via deposit
slip no 7293907979 for revision of finished product
specification and revision of label claim in terms of
salt form in line with reference product.

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

75.

Name and address of manufacturer /
Applicant

M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Islamabad.

Brand Name +Dosage Form +
Strength

Spectin Powder

Composition

Each gram contains:
Lincomycin as HCI...33.3%
Spectinomycin Sulphate...66.7%

Diary No. Date of R& | & fee

Dy.No 2501 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Antibacterial

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, and 1000gm; Decontrolled

Me-too status

Lincotin Powder of M/s Selmore Pharmaceuticals (Pvt)
Ltd., Lahore. (Reg. No. 049618)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator *

e Approval of Powder Section (Antibiotic) confirmed
vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated
30-04-2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”.

e The firm has provided fee of Rs. 30,000/- via deposit
slip no 75908383450 for revision of finished product
specification and revision of label claim in terms of salt
form in line with reference product.

e The firm has applied for Lincomycin as HCI...33.3%
and Spectinomycin Sulphate...66.7%/gram, while
the referred generic product contains Lincomycin as
HCI...33.3% and Spectinomycin as
Sulphate...66.7%/gram. Submit evidence of applied
formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand
name and name of firm; or revise formulation in line
with reference product.

Decision: Approved with innovator’s specifications and with following label claim:
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Each gram contains:
Lincomycin as HCl.............
Spectinomycin as Sulphate...

33.3%
66.7%

Firm shall submit GMP inspection report conducted within last three years before issuance of

registration letter.

Applicant

76. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Se Amoxylin 80% Powder

Strength

Composition Each 100gm Contains:
Amoxicillin as trihydrate...80gm

Diary No. Date of R& | & fee Dy.No 2494 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group Antibacterial

Type of Form Form-5

Finished product Specification BP Vet specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, and 1000gm; Decontrolled
Dokamox 80% Water Soluble Powder of M/S. Orient

Me-too status Animal Health (Pvt.) Limited,
Karachi. (Reg. No. 082505)

GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * e Approval of Penicillin Dry Powder Section

(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “BP Vet specifications”.

e The firm has provided fee of Rs. 30,000/- via deposit
slip no 71999083826 for revision of finished product
specification and revision of label claim in terms of
salt form in line with reference product.

Decision: Approved with BP (Vet) specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
77. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Liver Up Liquid

Composition

Each 100ml Contains:

L Carnitine...5%
Magnesium Sulphate...1%
Sorbitol...20%

Choline Chloride...10%
Betain...2%
Inositol...0.7%

Diary No. Date of R& | & fee

Dy.No 2493 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Liver supplement

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 150ml, 250ml, 500ml, 1Liter, and 5L.iter;
Decontrolled

Me-too status

Le Vox Liquid of M/s Inshal Pharmaceutical Industries,
Islamabad. (Reg. No. 081720)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Liquid Section confirmed vide letter
No.F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.
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e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
30326971.

Decision: Approved with innovator’s specifications and change of brand name. Firm shall
submit GMP inspection report conducted within last three years before issuance of registration

Applicant

letter.
78. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Fancy Flor Liquid 20gm

Strength

Composition Each 100ml Contains:
Florfenicol...20gm

Diary No. Date of R& | & fee Dy.No 2498 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 500ml, 1Liter, and 5Liter; Decontrolled

Me-too status Florfen—_ZO% Oral Liguid of M/s Nawal Pharmaceuticals,
Rawalpindi. (Reg. No. 074091)

GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * e Approval of Liquid Section confirmed vide letter

No.F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
1181343038.

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
79. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

LE-Bro Liquid 20mg/40mg

Composition

Each ml Contains:
Bromhexine HCI...20mg
Menthol...40mg

Diary No. Date of R& | & fee

Dy.No 2495 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter, and 5Liter; Decontrolled

Me-too status

Menbro (Vet) Liquid of M/s Biorific Pharma, Islamabad.
(Reg. No. 083827)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Liquid Section confirmed vide letter
No.F. 1-26/93-Lic (Vol-1) (M-205) dated 30-04-
2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
28217337092.
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Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

Applicant

80. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Applicant Islamabad.
Brand Name +Dosage Form + Cylic Vit Powder
Strength
Composition Each 1000gm Contains:
Acetyl Salicylic Acid...67gm
Vitamin C...200gm
Diary No. Date of R& | & fee Dy.No 4870 dated 30-04-2019 Rs.20,000/- dated 30-04-
2019
Pharmacological Group Restorative
Type of Form Form-5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 500gm, and 1Kg, 2.5Kg and 5Kg; Decontrolled
Sali-C Powder of M/s Selmore Pharmaceuticals (Pvt) Ltd.,
Me-too status Lahore. (Reg. No. 043537)
GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.
Remarks of the Evaluator * o Approval of Powder Section (General) confirmed
vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated
30-04-2007.
¢ Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
088127575.
Shortcomings:
e Justification/ clarification regarding
compatibility of Acetylsalicyclic Acid with
Vitamin C is required.
Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
81. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Digesta Powder

Composition

Each 1000gm Contains:
Propionic Acid Calcium...250gm
Propionic Acid Sodium...400gm
Acetanilide...150gm
Magnesium Oxide...125gm

Iron Il Sulphate...400mg

Zinc Sulphate...100mg
Magnesium Sulphate...200mg
Copper Sulphate...450mg
Cobalt Sulphate...400mg
Sodium Molybdate...100mg
Sodium Chloride...20gm

Diary No. Date of R& | & fee

Form-5 Dy.No 4869 dated 30-04-2019 Rs.20,000/- dated
30-04-2019

Pharmacological Group

Appetizing and digestive tonic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg and 25Kg;
Decontrolled

Me-too status

Could not be verified

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.
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Remarks of the Evaluator X

e Approval of Powder Section (General) confirmed
vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated
30-04-2007.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
3291337165.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm is required.

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP

(generic / me-too status) along with

registration number, brand name and name of firm is

Applicant

required.
82. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Lincopharm 15% powder

Strength

Composition Each gram contains:
Lincomycin as HCI...15%

Diary No. Date of R& | & fee Dy.No 4872 dated 30-04-2019 Rs.20,000/- dated 30-04-
2019

Pharmacological Group Antibiotic

Type of Form Form-5

Finished product Specification USP specifications

Pack size & Demanded Price 500gm, 1Kg, 2.5Kg, and 5Kg; Decontrolled

Me-to0 status Lincomicina 150 Ganadexil Oral Powder of M/s Forward
Solutions, Lahore. (Reg. No. 078290)

GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * o Approval of Powder Section (Antibiotic) confirmed

vide letter No.F. 1-26/93-Lic (Vol-1) (M-205) dated
30-04-2007.

e Firm has revised finished product specification from
inhouse to “USP specifications”.

e The firm has provided fee of Rs. 30,000/- via deposit
slip no 605072970 for revision of finished product
specification and revision of label claim in terms of
salt form in line with reference product.

Decision: Approved with USP specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
83. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Trepcin Powder

Composition

Each 1000gm Contains:
Amoxicillin as Trihydrate...100gm
Colistin Sulphate...50gm
Neomycin Sulphate...200gm

Diary No. Date of R& | & fee

Dy.No 2499 dated 03-04-2019 Rs.20,000/- dated 02-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

500gm, 1Kg, 2.5Kg, and 5Kg; Decontrolled

Me-too status

Neo AC Water Soluble Powder of M/s Decent Pharma,
Rawat, Islamabad. (Reg. No. 079844)
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GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator *

e Approval of Penicillin Dry Powder Section
(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
59440054000.

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

Applicant

84. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Applicant Islamabad.
Brand Name +Dosage Form + Ampileads Injection 200mg/ml
Strength
Composition Each ml suspension contains:
Ampicillin trinydrate...200mg
Diary No. Date of R& | & fee Dy.No 4587 dated 26-04-2019 Rs.20,000/- dated 25-04-
2019
Pharmacological Group Antibiotic
Type of Form Form-5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100ml; Decontrolled
Me-too status Ampicillin 20% Injection of M/s Nawan Trading Corp.
Karachi. (Reg. No. 014527)
GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.
Remarks of the Evaluator * e Approval of Penicillin Liquid Injection Section
(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
95932742.

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
85. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Lemoxil 15% Injection

Composition

Each ml Contains:
Amoxicillin Trihydrate eq to Amoxicillin Base...150mg

Diary No. Date of R& | & fee

Dy.No 4586 dated 26-04-2019 Rs.20,000/- dated 25-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

BP Vet specifications

Pack size & Demanded Price

100ml; Decontrolled

Me-too status

Almox 15% LA of M/s Star Labs Lahore. (Reg. No.
020842)

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Penicillin Liquid Injection Section
(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.
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e Firm has revised finished product specification from

inhouse to “BP Vet specifications” along with the fee
of Rs. 7,500/- via deposit slip no 9054367400.

Decision: Approved with BP (Vet) specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

Applicant

86. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Ledomentan Injection 140mg/35mg

Strength

Composition Each ml Contains:
Amoxicillin Trihydrate...140mg
Clavulanic Acid as Potassium Clavulanate...35mg

Diary No. Date of R& | & fee Dy.No 4588 dated 26-04-2019 Rs.20,000/- dated 25-04-
2019

Pharmacological Group Antibiotic

Type of Form Form-5

Finished product Specification As per innovator’s specifications

Pack size & Demanded Price 100ml; Decontrolled

Me-too status Nugme_ntan Injection of M/s Nawan Laboratories (Pvt) Ltd.,
Karachi. (Reg. No. 072675)

GMP status Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * e Approval of Penicillin Liquid Injection Section

(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “As per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
8424591224,

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
87. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Islamabad.

Brand Name +Dosage Form +
Strength

Combipen Injection

Composition

Each ml Contains:

Benzathine Penicillin G...100,0001U
Procain Penicillin...150,000IU
Dihydrostreptomycin Sulphate...200mg

Diary No. Date of R& | & fee

Dy.No 4589 dated 26-04-2019 Rs.20,000/- dated 25-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml; Decontrolled

Me-too status

Could not be confirmed

GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator X

e Approval of Penicillin Liquid Injection Section
(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “As per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
89895916.

e Provided conversion of Benzathine Penicillin G and
Procain Penicillin from IU to kg as mentioned below:

Benzathine Penicillin G 100,00 1U= 81mg
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Procain Penicillin 150,000 U= 150mg
o Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) alongwith
registration number, brand name and name of firm is
required.

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP

(generic / me-too status) along with

registration number, brand name and name of firm is

required.
88. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,

Applicant Islamabad.

Brand Name +Dosage Form + Amcocin Injection

Strength

Composition Each ml Contains:
Amoxicillin Trihydrate...100mg
Colistin Sulphate...250,0001U

Diary No. Date of R& | & fee Dy.No 4585 dated 26-04-2019 Rs.20,000/- dated 25-04-
2019

Pharmacological Group Antibiotic

Type of Form Form-5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100ml; Decontrolled

Me-too status Could not be confirmed

GMP status Panel unanimously recommends the grant of additional

sections based on inspection dated 17-02-2022.

Remarks of the Evaluator * e Approval of Penicillin Liquid Injection Section
(Veterinary) confirmed vide letter No.F. 1-34/2013-
Lic dated 11-04-2017.

e Firm has revised finished product specification from
inhouse to “As per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
6269502340.

e Provided conversion of Colistin sulphate from 1U to kg
as mentioned below:

Colistin Sulphate 250,000 IU = 13.15mg

Shortcomings:

e Evidence of applied formulation/drug already approved
by DRAP (generic / me-too status) alongwith
registration number, brand name and name of firm is
required.

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP
(generic / me-too status) along with registration number, brand name and name of firm is
required.

89. Name and address of manufacturer / | M/s Leads Pharma Pvt Ltd. 81-A, Street # 6, 1-10/3,
Applicant Islamabad.

Brand Name +Dosage Form +
Strength

Marboxin 100 injection

Composition

Each ml Contains:
Marbofloxacin...100mg

Diary No. Date of R& | & fee

Dy.No 4871 dated 30-04-2019 Rs.20,000/- dated 30-04-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

50ml; Decontrolled

Me-too status

Marcin Injection (50ml) of M/s Mylab (Pvt) Ltd, Khankah
Sharif, Bahawalpur. (Reg. No. 088117)
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GMP status

Panel unanimously recommends the grant of additional
sections based on inspection dated 17-02-2022.

Remarks of the Evaluator *

e Approval of Liquid Injection Section (General-
Veterinary) confirmed vide panel inspection report
dated 29-11-18 and 01-01-2019, for issuance of gmp
certificate.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”.

e The firm has provided fee of Rs. 30,000/- via deposit slip
no 362121782530 for revision of finished product
specification and revision of master formula without
overage.

Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.

Applicant

90. Name and address of manufacturer / | M/s Selmore Pharmaceuticals Pvt Ltd., 36-Km, Multan
Applicant Road Lahore.
Brand Name +Dosage Form + Seldox Fort Powder
Strength
Composition Each gram contains:
Doxycycline Hyclate eq to Doxycycline...800mg
Diary No. Date of R& | & fee Dy.No 4497 dated 25-04-2019 Rs.20,000/- dated 24-04-
2019
Pharmacological Group Antiprotozoal
Type of Form Form-5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100gm, 500gm, and 1Kg; Decontrolled
Me-to0 status Doxyral 80% Water Soluble Powder of M/s Orient Animal
Health (Pvt.) Limited, Karachi. (Reg. No. 082504)
GMP status Panel inspection dated 14-03-2022 for grant of additional
Sections recommends grant of following additional sections
Liquid injectable Cephalosporin (Vet)
Dry Powder Injectable Cephalosporin (Vet)
Liquid injectable Vial-1 General (Vet)
Liquid injectable vial-11 General (Vet)
External Liquid Preparation (Vet)
External Powder Preparation (Vet)
Remarks of the Evaluator * e Oral powder (Veterinary) section confirmed vide letter
No.F.1-13/2000-Lic (Vol-Il) dated 23-01-2019
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
3833468637.
Decision: Approved with innovator’s specifications. Firm shall submit GMP inspection report
conducted within last three years before issuance of registration letter.
91. Name and address of manufacturer / | M/s Evergreen Pharmaceuticals, 69-70/B, Main Glaxo

Town, Industrial Area, 20th km Ferozepur Road, Lahore.

Brand Name +Dosage Form +
Strength

Ever Gold Powder

Composition

Each 1000 gm contains:
Vitamin A...0.8gm

Vitamin D3...0.16gm
Vitamin E...0.38gm

Vitamin B1...1 gm

Vitamin B2...1.25 gm
Vitamin B12...0.001 gm
Vitamin B3...6.25 gm
Copper Sulphate...0.25 gm
Magnesium Sulphate...25 gm
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Calcium Chloride...0.023 gm
Zinc Sulphate...2.17 gm
Manganese Sulphate...10 gm
Potassium lodide...0.5 gm
Sodium Selenite...0.01 gm
Dicalcium Phospate...150 gm
Sodium Chloride...120 gm
Vitamin B6...4 gm

Diary No. Date of R& | & fee

Dy.No 3631 dated 15-04-2019 Rs.20,000/- dated 15-04-
2019

Pharmacological Group

Vitamins with minerals

Type of Form

Form-5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1000gm, and 5Kg; Decontrolled

Me-too status

White Gold Powder of M/s Leads Pharma (Pvt) Ltd
Islamabad (Reg. No. 058842)

GMP status

cGMP certificate dated 08-12-2021 based on inspection
conducted on 07-12-2021.

Remarks of the Evaluator *

e Approval of Dry Powder Suspension (General)
(veterinary) section confirmed vide letter No.F. 1-
31/2010-Lic dated 25-11-2016

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
0290350843.

Decision: Approved with innovator’s

specifications and change of brand name.

Applicant

92. Name and address of manufacturer / | M/s Majestic Pharma, Plot No. 21, Phase No.1-A, M-3
Applicant Industrial City, Siahanwala, Faisalabad
Brand Name +Dosage Form + Maji Enro-C 10 Oral Liquid
Strength
Composition Each 1000ml contains:
Enrofloxacin...100gm
Colistin Sulphate...500 MIU
Diary No. Date of R& | & fee Dy.No 5674 dated 09-05-2019 Rs.20,000/- dated 09-05-
2019
Pharmacological Group Antibacterial
Type of Form Form-5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100ml, 250ml, 500ml, 1Liter and 5L.iters; Decontrolled
Me-too status Encohil Oral Liquid of M/s. Hilton Pharma (Pvt.) Ltd.,
Karachi. (Reg. N0.103943)
GMP status Panel inspection report for grant of DML based on
inspection dated 17-10-2017 recommends the grant of DML
Remarks of the Evaluator * e Oral liquid (General) section confirmed vide letter
No. F.1-10/2015-Lic dated 26-12-2017
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
3590933586.
e Provided following conversion of Colistin Sulphate
from MIU to gm.
19000 IU =1mg
Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report conducted within last 3 years by QA&LT Division.
93. Name and address of manufacturer / | M/s Majestic Pharma, Plot No. 21, Phase No.1-A, M-3

Industrial City, Siahanwala, Faisalabad
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Brand Name +Dosage Form +
Strength

Maji Flor-C Oral Liquid

Composition

Each 100ml Contains:
Florfenicol...23gm
Colistin Sulphate...50 MIU

Diary No. Date of R& | & fee

Dy.No 5677 dated 09-05-2019 Rs.20,000/- dated 09-05-
2019

Pharmacological Group

Antibacterial

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100ml, 250ml, 500ml, 1Liter and 5L.iters; Decontrolled

Me-too status

Fenicol Liquid of M/s. Univet Pharmaceuticals,
Rawalpindi. (Reg. No. 079134)

GMP status

Panel inspection report for grant of DML based on
inspection dated 17-10-2017 recommends the grant of DML

Remarks of the Evaluator X

e Oral liquid (General) section confirmed vide letter
No. F.1-10/2015-Lic dated 26-12-2017

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
20168845.

e Provided following conversion of Colistin Sulphate
from MIU to gm.
19000 IU =1mg

Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report conducted within last 3 years by QA&LT Division.

Applicant

94, Name and address of manufacturer / | M/s Majestic Pharma, Plot No. 21, Phase No.1-A, M-3
Applicant Industrial City, Siahanwala, Faisalabad
Brand Name +Dosage Form + Maji Flor 25 Oral Liquid
Strength
Composition Each ml Contains:
Florfenicol...250mg
Diary No. Date of R& | & fee Dy.No 5676 dated 09-05-2019 Rs.20,000/- dated 09-05-
2019
Pharmacological Group Antibacterial
Type of Form Form-5
Finished product Specification As per innovator’s specifications
Pack size & Demanded Price 100ml, 250ml, 500ml, 1Liter and 5L.iters; Decontrolled
Me-too status Lofen Oral Liquid of M/s. Inshal Pharmaceutical Industries,
Islamabad (Reg. No. 103841)
GMP status Panel inspection report for grant of DML based on
inspection dated 17-10-2017 recommends the grant of DML
Remarks of the Evaluator * e Oral liquid (General) section confirmed vide letter
No. F.1-10/2015-Lic dated 26-12-2017
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
92634356.
Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report conducted within last 3 years by QA&LT Division.
95. Name and address of manufacturer / | M/s Majestic Pharma, Plot No. 21, Phase No.1-A, M-3

Industrial City, Siahanwala, Faisalabad

Brand Name +Dosage Form +
Strength

Maji Tylo-D40 Oral WSP
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Composition

Each 1000gm Contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm
Bromhexine HCI...05gm

Diary No. Date of R& | & fee

Dy.No 5675 dated 09-05-2019 Rs.20,000/- dated 09-05-
2019

Pharmacological Group

Antibacterial

Type of Form

Form-5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 5Kg, 10Kg and 25kg;
Decontrolled

Me-too status

Th-Dox Powder of M/s. Attabak Pharmaceuticals,
Islamabad. (Reg. No. 075718)

GMP status

Panel inspection report for grant of DML based on
inspection dated 17-10-2017 recommends the grant of DML

Remarks of the Evaluator X

e Oral powder (General) section confirmed vide letter
No. F.1-10/2015-Lic dated 26-12-2017

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
591695159.

Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report conducted within last 3 years by QA&LT Division.

Applicant

96. Name and address of manufacturer / | M/s Majestic Pharma, Plot No. 21, Phase No.1-A, M-3
Applicant Industrial City, Siahanwala, Faisalabad
Brand Name +Dosage Form + Maji Flox Oral Water Soluble Powder
Strength
Composition Each gram contains:
Florfenicol...150mg
Oxytetracycline HCI...150mg
Diary No. Date of R& | & fee Dy.No 5678 dated 09-05-2019 Rs.20,000/- dated 09-05-
2019
Pharmacological Group Antibiotics
Type of Form Form-5
Finished product Specification As Per Innovator’s Specifications
Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 5Kg, 10Kg and 25kg;
Decontrolled
Me-to0 status Floxybar 3_0 Water Soluble Powder of M/s. Baariq
Pharmaceuticals, Lahore. (Reg. No. 072601)
GMP status Panel inspection report for grant of DML based on
inspection dated 17-10-2017 recommends the grant of DML
Remarks of the Evaluator * e Oral powder (General) section confirmed vide letter
No. F.1-10/2015-Lic dated 26-12-2017
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
817315860
Decision: Approved with innovator’s specifications. Registration letter will be issued after
satisfactory GMP compliance report conducted within last 3 years by QA&LT Division.
97. Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Lahore.

Brand Name +Dosage Form +
Strength

Amolinc Water Soluble Powder

Composition

Each 100gm contains:
Lincomycin...8.8gm
Spectinomycin...8.8gm
Amoxicillin ...20gm
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Diary No. Date of R& | & fee

Dy.No 6486 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

As per innovator”s specifications

Pack size & Demanded Price

100gm, 500gm, 1Kg; Decontrolled

Me-too status

Amoxpeclin Oral Powder of M/s Selmore. (Reg. No.
102086)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator *

Initially, the firm has applied for
Lincomycin...8.8gm
Spectinomycin...8.8gm
Amoxicillin ...20gm per 100gram, Now the firm has
revised formulation as mentioned below:

Each 100gm contains:

Lincomycin HCI...8.8gm
Spectinomycin dihydrochloride...8.8gm
Amoxicillin trihydrate ...20gm

o Full fee of registration vide slip no. 58064003778 for
revision of label claim/ master formula, and finished
product specifications.

e Approval of “Penicillin Oral powder (veterinary)”
section/manufacturing facility by the Central
Licensing Board. However, you may submit panel
inspection report for renewal of DML verifying the
section/manufacturing facility is required.

Decision: Deferred for evidence of Penicillin Oral powder (veterinary) section.

98.

Name and address of manufacturer /
Applicant

M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,
Lahore.

Brand Name +Dosage Form +
Strength

Amantacin Water Soluble Powder

Composition

Each 100gm Contains:
Enrofloxacin...10gm
Colistin...3.5gm
Amantadine...4gm

Diary No. Date of R& | & fee

Dy.No 6491 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group

Antibacterial/anti-viral

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 500gm, 1Kg; Decontrolled

Me-too status

Enflox Plus Powder, Reg. No. 052344,

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator X

e Firm has submitted approval of Oral Dry Powder
Suspension (veterinary) Section.

e Firm has revised spec to “As per Innovator’s
Specifications”

e Firm has revised formulation as per reference with
submission of full fee vide challan No. 0379985438
as
Each 100gm Contains:

Enrofloxacin...10gm
Colistin sulphate...3.5gm
Amantadine HCI...4gm
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| Rationale of amantadine with antibiotics formulation

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

Applicant

99. Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,
Applicant Lahore.
Brand Name +Dosage Form + Tydox Water Soluble Powder
Strength
Composition Each Kg contains:
Tylosin Tartrate...100gm
Doxycycline Hyclate...210gm
Diary No. Date of R& | & fee Dy.No 6488 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100gm, 500gm, 1Kg; Decontrolled
Me-too status DOXIN W/S POWDER, Reg. No. 017908
GMP status cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.
Remarks of the Evaluator * e Firm has submitted approval of Oral Dry Powder
Suspension (veterinary) Section.
e Firm has revised spec to “As per Innovator’s
Specifications”
e Firm has revised formulation as per reference with
submission of fee of rs. 30,000/- vide challan No.
54849919984 as
Each gram contains:
Tylosin Tartrate...100mg
Doxycycline HCI...200mg
Decision: Approved with innovator’s specifications as per following label claim:
“Each gram contains:
Tylosin Tartrate...100mg
Doxycycline HCI...200mg”
100. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Lahore.

Brand Name +Dosage Form +
Strength

Levapoul water Soluble Powder

Composition

Each 100gm contains:
Levamisole HCI...15% w/w

Diary No. Date of R& | & fee

Dy.No 6485 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group

Anti-parasitic

Type of Form

Form5

Finished product Specification

As per innovator’s specifications

Pack size & Demanded Price

100gm, 500gm, 1Kg; Decontrolled

Me-too status

Lemisole Powder of M/s Symans Pharmaceuticals, Lahore.
(Reg. No. 013686)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator X

e Approval of Oral powder sachet
(General/Antibiotic) (veterinary) section confirmed
vide panel inspection dated 14-12-2015 report for
renewal of DML.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
95642091693.
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Decision: Approved with innovator’s specifications.

Applicant

101. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Applicant Lahore.

Brand Name +Dosage Form + Mandin Water Soluble Powder

Strength

Composition Each 1000gm contains:

Amantadine HCI...980gm
Diary No. Date of R& | & fee Dy.No 6490 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group Dopaminergic

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 500gm, 1Kg; Decontrolled

Hansredin 98% Powder of M/s D-Haans Pharmaceuticals,

Me-too status Plot No. 9/A, Industrial Estate, Bhimber, Azad Kashmir.

(Reg. No. 102207)
GMP status cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator * e Approval of Oral powder sachet
(General/Antibiotic) (veterinary) section confirmed
vide panel inspection dated 14-12-2015 report for
renewal of DML.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
1992629762.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in

view safety, efficacy and quality parameters.

102. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Lahore.

Brand Name +Dosage Form +
Strength

Bronchez Water Soluble Powder

Composition

Each 100gm of Powder Contains:
Tylosin Tartrate...10gm
Doxycycline Hyclate...20gm
Colistin Sulphate...3gm
Bromhexine HCI...1gm

Diary No. Date of R& | & fee

Dy.No 6487 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 500gm, 1Kg; Decontrolled

Me-too status

Confirm salt form and equivalency factor as per reference
product

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator X

e Approval of Oral Dry powder/ Sachet
(General/Antibiotic) Veterinary Section confirmed
from panel inspection report for renewal of DML
verifying the section/manufacturing facility.

e Firm has submitted approval of Oral Dry Powder
Suspension (veterinary) Section.

e Firm has revised spec to “As per Innovator’s
Specifications”
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e Firm has revised formulation as per reference with
submission of fee of Rs. 30,000/- vide challan
N0.598581354 as
Each Kg Contains:

Tylosin Tartrate...100gm
Doxycycline HCI...200gm
Colistin Sulphate...500MIU
Bromhexine HCI...10gm

Decision: Approved with innovator’s specifications as per following label claim:

“Each Kg Contains:
Tylosin Tartrate...100gm
Doxycycline HCI...200gm
Colistin Sulphate...500MIU
Bromhexine HCI...10gm”

103. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,
Applicant Lahore.
Brand Name +Dosage Form + Febrol Injection 50ml
Strength
Composition Each ml Contains:
Aceclofenac...25mg
Diary No. Date of R& | & fee Dy.No 7567 dated 29-05-2019 Rs.20,000/- dated 27-05-
2019
Pharmacological Group NSAID/Antipyretic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 1 x 50ml vial; As per SRO
Me-too status Vetafenac_—Super Injeqtion of M/s S.J. & G. Fazul Ellahie
(Pvt) Limited, Karachi. (Reg. No. 046569)
GMP status cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.
Remarks of the Evaluator * e Approval of Liquid injectable (veterinary) section
confirmed vide panel inspection dated 14-12-2015
report for renewal of DML.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
4746891203.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
104. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Applicant

Lahore.

Brand Name +Dosage Form +
Strength

Uriflo Water Soluble Powder

Composition

Each 1000gm Contains:
Sodium Chloride...35gm
Magnesium Sulphate...35gm
Potassium Chloride...400mg
Furosemide...20gm

Calcium Carbonate...40gm

Diary No. Date of R& | & fee

Dy.No 6489 dated 20-05-2019 Rs.20,000/- dated 17-05-
2019

Pharmacological Group

Diuretic with electrolytes

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 500gm, 1Kg; Decontrolled
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Me-too status

Neyphralyte Powder of M/s Selmore Pharmaceutical (Pvt)
Ltd., Lahore. (Reg. N0.071072)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator X

e Oral powder  Sachet  (General/Antibiotic)
(veterinary) section confirmed by the panel inspection
dated 14-12-2015 report for renewal of DML.

o Initially the firm has applied for Sodium
Chloride...35gm
Magnesium Sulphate...35gm
Potassium Chloride...400mg
Furosemide...20gm
Calcium Carbonate...40gm/1000gm, now revised the
formulation in light with reference product as
mentioned below:

Each 1000gm contains:
Sodium Chloride...35gm
Magnesium Sulphate...35gm
Potassium Chloride...400mg
Furosemide...20gm
Calcium Carbonate...45gm

o Full fee of registration for revision of label claim/
master formula, and finished product specifications.
Vide slip no. 266932344829

Decision: Approved with innovator’s specifications and change of brand name and with

following label claim:

Each 1000gm contains:
Sodium Chloride...35gm
Magnesium Sulphate...35gm
Potassium Chloride...400mg
Furosemide............. 20gm
Calcium Carbonate...45gm

105.

Name and address of manufacturer /

Applicant

M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,
Multan

Brand Name +Dosage Form +
Strength

Doxytil-BC Oral Liquid

Composition

Each 1ml Contains:

Tylosin Tartrate...100mg
Doxycycline HCI...200mg
Colistin Sulphate...450,000 IU
Bromhexine HCI...4mg

Diary No. Date of R& | & fee

Dy.No 7564 dated 29-05-2019 Rs.20,000/- dated 02-05-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

As per Innovator’s specifications

Pack size & Demanded Price

50ml, 100ml, 250ml, 500ml, 1Liter, 5Liter, 10Liter and
25Liter; N/A

Me-too status

Tycodox-Plus Liquid of M/s Attabak Pharmaceutical
Islamabad. (Reg. N0.058893)

GMP status

Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator X

¢ Oral Liquid (Antibiotic) Vet section confirmed vide
panel inspection report based on inspection dated 10-
03-2021 for renewal of DML
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e The firm has submitted that 1mg Colistin Sulphate is
not less than 20000 IU.

Decision: Approved upto pack size of 1L.itre. Registration letter will be issued after satisfactory
GMP report by QA&LT Division within 3 years.

106. | Name and address of manufacturer / | M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,
Applicant Multan
Brand Name +Dosage Form + Sulfaras Oral Liquid
Strength
Composition Each 1ml contains:
Enrofloxacin.................... 75mg
Sulphamethoxy Pyridazine...75mg
Sulphamethazine............... 50mg
Trimethoprim................... 25mg
Diary No. Date of R& | & fee Dy.No 6408 dated 17-05-2019 Rs.20,000/- dated 02-05-
2019
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification As per Innovator’s specifications
Pack size & Demanded Price 50ml, 10_0m|, 200ml, 250ml, 500ml, 1Liter, 5Liter, 10Liter
and 25L.iter; N/A
Enroprim-S Liquid of M/s Elegance Pharmaceuticals,
Me-too status Rawalpindi. (Reg. N0.106675) without Cinoxin
GMP status Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.
Remarks of the Evaluator * e Oral Liquid (Antibiotic) Vet section confirmed vide
panel inspection report based on inspection dated 10-03-
2021 for renewal of DML
e Upon clarification that Enrofloxacin (cinoxin) was
mentioned throughout the dossier while cinoxin
(ciprofloxacin) is registered brand of M/s Searle IV
Solutions Lahore, the firm has submitted that: “We used
Enrofloxacin as raw material (active) in previous product
which are registered and use for me-too status Cinoxin
(Enrofloxacin) is mentioned. Nowadays, Cinoxin is not
produced while Enrofloxacin is produced and available
in market. Cinoxin is used as raw active material. We
used Enrofloxacin as active material so please consider
as Enrofloxacin ”
Decision: Approved with innovator’s specifications upto pack size of 1Litre.
107. | Name and address of manufacturer / | M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,

Applicant

Multan

Brand Name +Dosage Form +
Strength

Albamectin Oral Liquid

Composition

Each 100ml contains:
Albendazole...10gm
Triclabendazol...12gm
Ivermectin...0.2gm

Diary No. Date of R& | & fee

Dy.No 6405 dated 17-05-2019 Rs.20,000/- dated 02-05-
2019

Pharmacological Group

Dewormer/Anthelmentic

Type of Form

Form5

Finished product Specification

As per Innovator’s specifications

Pack size & Demanded Price

50ml, 100ml, 200ml, 250ml, 500ml, 1L.iter, 5Liter, and
25Liter; N/A

Me-too status

Levamectin Oral Liquid of M/s Elegance Pharmaceuticals,
Rawalpindi. (Reg. N0.078279)
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GMP status

Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator *

e Oral Liquid (Antibiotic) Vet section confirmed vide
panel inspection report based on inspection dated 10-
03-2021 for renewal of DML

Decision: Approved with pack size u

to 1L.itre.

Applicant

108. | Name and address of manufacturer / | M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,

Applicant Multan

Brand Name +Dosage Form + Anthazol CS Suspension

Strength

Composition Each 1ml Contains:

Oxyclozanide...62.50mg
Oxfendazole...22.65mg
Cobalt Chloride...1.67mg
Sodium Selenite...0.50mg

Diary No. Date of R& | & fee Dy.No 6409 dated 19-05-2019 Rs.20,000/- dated 02-05-
2019

Pharmacological Group Dewormer/Anthelmentic, Minerals Supplement

Type of Form Form 5

Finished product Specification As per Innovator’s specifications

Pack size & Demanded Price 50m_|, 100ml, 200ml, 250ml, 500ml, 1Liter, 5Liter, and
25Liter; N/A

Me-too status Oxfendaox Plus Oral Drench of M/s Baarig
Pharmaceuticals, Lahore. (Reg. N0.075786)

GMP status Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator * e Oral Liquid (Antibiotic) Vet section confirmed

vide panel inspection report based on inspection
dated 10-03-2021 for renewal of DML

Decision: Approved with pack size upto 1L.itre.

109. | Name and address of manufacturer / | M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,

Applicant Multan

Brand Name +Dosage Form + Vermicid Oral Suspension

Strength

Composition Each 1ml contains:

Oxfendazole...22.65mg
Cobalt Sulphate...3.82mg
Sodium Selenite...0.35mg

Diary No. Date of R& | & fee Dy.No 6406 dated 17-05-2019 Rs.20,000/- dated 02-05-
2019

Pharmacological Group Dewormer/Anthelmentic, Minerals Supplement

Type of Form Form 5

Finished product Specification As per Innovator’s specifications

Pack size & Demanded Price 50m.l, 100ml, 200ml, 250ml, 500ml, 1Liter, 5Liter, and
25Liter; N/A

Me-to0 status Oxfendacon F_’Ius Drench of M/s Vetcor_1 Pharmaceuticals
(Pvt) Ltd, Bhimber, Azad Jamu Kashmir (Reg. No. 57194)

GMP status Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator * e Oral Liquid (Antibiotic) Vet section confirmed

vide panel inspection report based on inspection
dated 10-03-2021 for renewal of DML

Decision: Approved with pack size upto 1Litre and change of brand name.

110. | Name and address of manufacturer / | M/s Ras Pharmaceutical Pvt Ltd., 25-km, Lahore Road,

Multan
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Brand Name +Dosage Form +
Strength

Albendaras Oral Liquid

Composition

Each ml Contains:
Albendazole...100mg

Diary No. Date of R& | & fee

Dy.No 6407 dated 17-05-2019 Rs.20,000/- dated 02-05-
2019

Pharmacological Group

Dewormer/Anthelmentic

Type of Form

Form5

Finished product Specification

BP specifications

Pack size & Demanded Price

50ml, 100ml, 200ml, 250ml, 500ml, 1L.iter, 5Liter, and
25Liter; N/A

Me-too status

Albensel-10 Drench of M/s Selmore Pharmaceuticals (Pvt)
Ltd., Lahore. (Reg. No. 043143)

GMP status

Last GMP inspection is conducted on 16-10-2018 and the
report concludes that firm was considered to be operating
at fair level of GMP compliance.

Remarks of the Evaluator *

Oral Liquid (Antibiotic) Vet section confirmed vide panel
inspection report based on inspection dated 10-03-2021 for
renewal of DML

Decision: Approved with pack size u

to 1Litre.

111.

Name and address of manufacturer /
Applicant

M/s Elko Organization Pvt Ltd., Plot No.27 & 28, Sector
12-B, North Karachi, Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

El-Trilev-Sc Drench

Composition

Each ml Contains:
Triclabendazole...120mg
Levamisole......... 75mg
Sodium Selenite...0.35mg
Cobalt Sulphate...0.75mg

Diary No. Date of R& | & fee

Dy.No 5558 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group

Antiplatyhenmintics/ Anthelmentic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 450ml, and 1000ml; Decontrolled

Me-too status

Could not be confirmed

GMP status

Not submitted

Remarks of the Evaluator *

e Latest cGMP inspection report (conducted within the
period of last three years) is required.

e Approval of section/manufacturing facility by the
Central Licensing Board. However, you may submit
panel inspection report for renewal of DML verifying
the section/manufacturing facility.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Revise label claim/master formula in terms of salt
form in line with reference product and adjust its
weight as per salt factor in master formula
accordingly.

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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o Full fee of registration for revision of label claim/
master formula, and finished product specifications.

e Undertaking as per 251 meeting of Registration
Board has not been provided.

Decision: Deferred for following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

e Latest GMP Inspection report conducted within last three years.

Applicant

112. | Name and address of manufacturer / | M/s Elko Organization Pvt Ltd., Plot No.27 & 28, Sector

Applicant 12-B, North Karachi, Industrial Area, Karachi

Brand Name +Dosage Form + El-Keto Injection 100mg/ml

Strength

Composition Each ml Contains:
Ketoprofen...100mg

Diary No. Date of R& | & fee Dy.No 5559 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group NSAID, Analgesic, Antipyretic

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100ml; Decontrolled

Me-too status Ketoject Injection of M/s Selmore Pharmaceuticals (Pvt)
Ltd., Lahore. (Reg. No. 043141)

GMP status Not submitted

Remarks of the Evaluator * e Latest cGMP inspection report (conducted within the

period of last three years) is required.

e Approval of section/manufacturing facility by the
Central Licensing Board. However, you may submit
panel inspection report for renewal of DML verifying
the section/manufacturing facility.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Fee Rs. 7,500/- for revision of finished product
specifications.

e Undertaking as per 251% meeting of Registration
Board has not been provided.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
113. | Name and address of manufacturer / | M/s Elko Organization Pvt Ltd., Plot No.27 & 28, Sector

12-B, North Karachi, Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

Ketoproline Injection

Composition

Each ml Contains:
Oxytetracycline...200mg
Ketoprofen...30mg

Diary No. Date of R& | & fee

Dy.No 5556 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group

Antibiotic, Antipyretic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml; Decontrolled

Me-too status

Could not be confirmed
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GMP status

Not submitted

Remarks of the Evaluator X

e Latest cGMP inspection report (conducted within the
period of last three years) is required.

e Approval of section/manufacturing facility by the
Central Licensing Board. However, you may submit
panel inspection report for renewal of DML verifying
the section/manufacturing facility.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Revise label claim/master formula in terms of salt
form in line with reference product and adjust its
weight as per salt factor in master formula
accordingly.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status)
alongwith registration number, brand name and name
of firm.

e Full fee of registration for revision of label claim/
master formula, and finished product specifications.

e Lidocain HCI is included in list of excipients
mentioned in master formula and outline of method
of manufacture while the same has not been reflected
in label claim, clarify.

e Undertaking as per 251% meeting of Registration
Board has not been provided.

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

114.

Name and address of manufacturer /
Applicant

M/s Elko Organization Pvt Ltd., Plot N0.27 & 28, Sector
12-B, North Karachi, Industrial Area, Karachi

Brand Name +Dosage Form +
Strength

El-Trilev Drench

Composition

Each ml Contains:
Triclabendazole...120mg
Levamisole...75mg

Diary No. Date of R& | & fee

Dy.No 5557 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group

Antiplatyhenmintics/ Anthelmentic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 450ml, and 1000ml; Decontrolled

Me-too status

ENDO SHELL LIQUID, Reg. No. 103929

GMP status

GMP inspection dated 03-03-2021 grants renewal of DML.

Remarks of the Evaluator *

e Firm has Oral Liquid (general)Veterianry section.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product is
non pharmacopoeial, submit product specification in
the light of decision taken in 267" meeting of
Registration Board.

e Revise label claim/master formula in terms of salt
form in line with reference product and adjust its
weight as per salt factor in master formula
accordingly.

o Full fee of registration for revision of label claim/
master formula, and finished product specifications.

Decision: Approved with following label claim and with Innovator’s Specifications:
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“Each ml Contains:
Triclabendazole...120mg
Levamisole HCI...75mg”

Registration letter shall be issued after submission of fee of Rs.30,000/- for revision /pre-
approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-

Applicant

05-2021.
115. | Name and address of manufacturer / | M/s Inshal Pharmaceutical Industries.
Applicant Plot No. 2, Street SS 2, National Industrial Zone, Rawat,
Islamabad
Brand Name +Dosage Form + Tri-Mox LA 15% Injection
Strength
Composition Each ml Contains:
Amoxicillin as Amoxicillin Trihydrate...150mg
Diary No. Date of R& | & fee Dy.No 6748 dated 21-05-2019 Rs.20,000/- dated 21-05-
2019
Pharmacological Group Antibiotic
Type of Form Form-5
Finished product Specification BP Vet specifications
Pack size & Demanded Price 100ml vials; Decontrolled
Me-to0 status Almox 15% LA of M/s Star Labs Lahore. (Reg. No.
020842)
GMP status cGMP certificate dated 30-04-2021 based on inspection
conducted on 15-04-2021.
Remarks of the Evaluator * e Liquid Injection Section (Veterinary) confirmed
from Inspection report dated 11-05-2018 for renewal
of DML.
e  Firm has revised finished product specification from
inhouse to “BP Vet specifications” along with the fee
of Rs. 7,500/- via deposit slip no 08281631231.
Decision: Approved
116. | Name and address of manufacturer / | M/s Inshal Pharmaceutical Industries. Plot No. 2, Street SS

2, National Industrial Zone, Rawat,
Islamabad

Brand Name +Dosage Form +
Strength

Genta Prim Injection

Composition

Each ml contains:
Gentamycin Sulphate...30mg
Trimethoprim...25mg
Sulfadimidine...125mg

Diary No. Date of R& | & fee

Dy.No 6757 dated 21-05-2019 Rs.20,000/- dated 21-05-
2019

Pharmacological Group

Antibiotic

Type of Form

Form-5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml vials; Decontrolled

Me-too status

Gentabak-Plus Injection of M/s Attabak Pharmaceuticals,
Islamabad. (Reg. N0.048167)

GMP status

cGMP certificate dated 30-04-2021 based on inspection
conducted on 15-04-2021.

Remarks of the Evaluator X

e Liquid Injection Section (Veterinary) confirmed
from Inspection report dated 11-05-2018 for renewal
of DML.

e Firm has revised finished product specification from
in-house to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
797973866.
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o Gentamycin Sulphate...30gm/ml is mentioned in
label claim on form-5, while the referred generic
product contains Gentamycin as
Sulphate.....30mg/ml. Submit evidence of applied
formulation/drug already approved by DRAP (generic
/ me-too status) alongwith registration number, brand
name and name of firm; or revise label claim in line
with reference product and submit fee accordingly for
revision of label claim/ master formula.

Decision: Approved with following label claim and with Innovator’s Specifications:

Each ml contains:

Gentamycin as Sulphate...30mg
Trimethoprim............... 25mg

Sulfadimidine............... 125mg

Registration letter shall be issued after submission of differential fee of Rs.22500/- for revision
/pre-approval correction in formulation as per notification No.F.7-11/2012-B&A/DRAP dated

07-05-2021.

117. | Name and address of manufacturer / | M/s Hawk Bio Pharma Pvt Ltd. Plot # 10, Street # s-6,
Applicant National Industrial Estate, RCCI, Rawat, Rawalpindi.
Brand Name +Dosage Form + Hawk Enbro Liquid
Strength
Composition Each ml contains:

Enrofloxacin...200mg
Bromhexine HCI...10mg
Diary No. Date of R& | & fee Dy.No 7202 dated 27-05-2019 Rs.20,000/- dated 27-05-
2019
Pharmacological Group Antibiotic/Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100ml, 500ml, 1000ml, and 2.5L.iter; Decontrolled
Me-too status Bromoflox Orgl Solution of M/S Mylab (Pvt) Ltd.
Khangah Sharif, Bahawalpur (Reg. No. 073905)
GMP status Last panel inspection was conducted on 19-11-2020 for the
grant of renewal of DML
Remarks of the Evaluator * e Veterinary oral Liquid (antibiotic) and Veterinary oral
Liquid (general) sections confirmed vide letter No. F.
1-31/2011- Lic (M-235) dated 03-07-2013.
e The product is non-pharmacopoeial.
Decision: Approved with Innovator’s Specifications and with pack size upto 1Liter.
Registration letter shall be issued after submission of fee of Rs.7500/- for revision /pre-approval
correction in product specifications as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.

118. | Name and address of manufacturer / | M/s Hawk Bio Pharma Pvt Ltd. Plot # 10, Street # s-6,

Applicant National Industrial Estate, RCCI, Rawat, Rawalpindi.

Brand Name +Dosage Form +
Strength

Quinohawk Liquid

Composition

Each 100ml Contains:
Enrofloxacin...10gm
Colistin Sulphate...48 M.L.U

Diary No. Date of R& | & fee

Dy.No 7201 dated 27-05-2019 Rs.20,000/- dated 27-05-
2019

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 500ml, 1000ml, and 2.5L.iter; Decontrolled

Me-too status

Poly Quin Liquid of M/s Elegance Pharmaceuticals,
Rawalpindi. (Reg. No. 075752)
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GMP status

= Last panel inspection was conducted on 19-11-2020
for the grant of renewal of DML

Remarks of the Evaluator *

e Veterinary oral Liquid (antibiotic) and Veterinary oral
Liquid (general) sections confirmed vide letter No. F.
1-31/2011- Lic (M-235) dated 03-07-2013.

e The product is non-pharmacopoeial.

Moreover, the firm has submitted that the theoretical
potency of colistion sulphate is 800ug base
activity/mg.

Decision: Approved with Innovator’s Specifications and with pack size upto 1L.iter.
Registration letter shall be issued after submission of fee of Rs.7500/- for revision /pre-
approval correction in product specifications as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

Applicant

119. | Name and address of manufacturer / | M/s Hawk Bio Pharma Pvt Ltd. Plot # 10, Street # s-6,
Applicant National Industrial Estate, RCCI, Rawat, Rawalpindi.
Brand Name +Dosage Form + Tydocol-B Oral Powder
Strength
Composition Each 100gm Contains:

Tylosin Tartrate...10gm
Doxycycline HCI...20gm
Colistin Sulphate...3gm
Bromhexine ...1gm
Diary No. Date of R& | & fee Dy.No 7200 dated 27-05-2019 Rs.20,000/- dated 27-05-
2019
Pharmacological Group Antibiotic/ Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100gm, 500gm, 1000gm, and 2500gm; Decontrolled
Me-to0 status Tylokail Povyder of M/s Kailgon Agro Industries (Pvt)
Ltd., Balochistan. (Reg. No. 079140)
GMP status Last panel inspection was conducted on 19-11-2020 for the
grant of renewal of DML
Remarks of the Evaluator * e Veterinary oral Powder (antibiotic) and Veterinary
oral Powder (general) sections confirmed vide letter
No. F. 1-31/2011- Lic (M-235) dated 03-07-2013.
e The product is non-pharmacopoeial.
Decision: Approved with Innovator’s Specifications and with pack size upto 1Kg.
Registration letter shall be issued after submission of fee of Rs.7500/- for revision /pre-
approval correction in product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021.
120. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Euromint Liquid

Composition

Each ml Contains:

Vitamin A...30,000,000 TU
Menthol...50gm
Eucalyptus...50gm
Peppermint...40gm

Diary No. Date of R& | & fee

Dy.No 6159 dated 15-05-2019 Rs.20,000/- dated 15-05-
2019

Pharmacological Group

Supplement/ counterirratative

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml, 100ml, 150ml, 200ml, 450ml, 500ml, 1L.iter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled

Me-too status

Fenetime Oral Solution of M/s Biogen Pharma, Rawat.
(Reg. No. 063815)
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GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator *

e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.

e The firm has submitted fee Rs. 7,500/- for revision
of finished product specifications via deposit slip no

041403599512,

e The firm has submitted that Vitamin A Palmitate
1.7MIU/gram

e Initially the firm has applied for formulation
containing Vitamin A ......... 30,000,000 11U,
Menthol...50gm, Eucalyptus...50gm,

Peppermint...40gm/ml. However, the referred
generic product contains same quantities as applied
per liter. Now the firm has submitted following
revised formulation as per reference product
Each Liter Contains:
Vitamin A...30,000,000 TU
Menthol...50gm
Eucalyptus...50gm
Peppermint...40gm
Shortcomings:
» Balance Fee Rs. 22,500/- for revision of
formulation

Decision: Referred to committee for
ingredients regulated as H&OTC pr

review of formulation in grey area as product contains
oduct.

Applicant

121. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National
Applicant Industrial Zone, Rawat, Islamabad
Brand Name +Dosage Form + Thiacol 25% Liquid
Strength
Composition Each ml Contains:
Thiamphenicol...250mg
Diary No. Date of R& | & fee Dy.No 6158 dated 15-05-2019 Rs.20,000/- dated 15-05-
2019
Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 50ml-, 100m!, 150m|,- 200ml, 450_m|, 500ml, 1Liter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled
Me-t00 status Thiafen Oral Liquid of M/s. Farm Aid Group, Haripur.
(Reg. N0.102204)
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.
e The firm has submitted fee Rs. 7,500/- for revision
of finished product specifications via deposit slip no
81799710.
Decision: Approved with Innovator’s Specifications with pack size upto 1Litre.
122. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Avimec Oral Liquid

Composition

Each ml Contains:
Ivermectin...10mg
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Diary No. Date of R& | & fee

Dy.No 6156 dated 15-05-2019 Rs.20,000/- dated 15-05-
2019

Pharmacological Group

Anthelmintic

Type of Form

Form5

Finished product Specification

BP specifications

Pack size & Demanded Price

50ml, 100ml, 150ml, 200ml, 450ml, 500ml, 1L.iter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled

Me-too status

Ivotek Drench 1% of M/s Star Laboratories (Pvt) Ltd.,
Lahore. (Reg. No. 063601)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator *

e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.

Decision: Approved with pack size u

to 1L.itre.

Applicant

123. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National
Applicant Industrial Zone, Rawat, Islamabad
Brand Name +Dosage Form + Bonaid Minerals Granular Powder
Strength
Composition Each Kg Contains:
Calcium...155gm
Phosphorus...135gm
Magnesium...55gm
Sodium...45gm
Iron as Ferrous...1gm
Zinc.....3gm
Manganese...2gm
Copper...0.6gm
Cobalt...0.01gm
lodine...0.04gm
Diary No. Date of R& | & fee Dy.No 6160 dated 15-05-2019 Rs.20,000/- dated 15-05-
2019
Pharmacological Group Macro and mineral mixture
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100gm, ZQOgm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 20Kg
and 25Kg; Decontrolled
Me-to0 status L.S. Minerals Powder of M/s Nawan Labs Karachi (Reg.
No. 021306)
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Oral Powder (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.
e The firm has submitted fee Rs. 7,500/- for revision
of finished product specifications via deposit slip no
0329580112.
Decision: Deferred for complete salt form, requisite fee and generic status.
124. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Tilmix Oral Solution

Composition

Each ml Contains:
Tilmicosin...250mg

Diary No. Date of R& | & fee

Dy.No 6157 dated 15-05-2019 Rs.20,000/- dated 15-05-
2019

Pharmacological Group

Antibiotic
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Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml, 100ml, 150ml, 200ml, 450ml, 500ml, 1L.iter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled

Me-too status

Tilcosin solution of M/s Selmore Pharmaceuticals (Pvt)
Ltd., Lahore. (Reg. No. 035150)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator X

e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.

e The firm has claimed manufacturer’s
specifications and submitted fee Rs. 7,500/- for
revision of finished product specifications via
deposit slip no 28959731489.

Decision: Approved with innovator’s

specifications.

125. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-CT 20% WSP
Strength
Composition Each Gram Powder Contains:
Chlortetracycline HCI...200mg
Diary No. Date of R& | & fee Dy.No 5563 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019
Pharmacological Group Antibacterial and anti-protozoal
Type of Form Form 5
Finished product Specification USP specifications
Pack size & Demanded Price (1'?/'0(%12) 500gm, and 1000gm; As recommended by PRC
Me-to0 status Velle CT 20% W.S. Powder of M/s K&K Pharmaceuticals,
Lahore. (Reg. No. 043591)
GMP status CGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021
Remarks of the Evaluator * e Approval of Oral Dry powder section
(veterinary) confirmed vide panel inspection report
for inspection dated 08-07-2021, 15-07-2021, 30-
07-2021 and 03-08-2021 for renewal of DML.
Decision: Approved.
126. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,

Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-Amoxi Col WSP

Strength

Composition Each 100gm Powder Contains:

Amoxicillin Sodium...10gm
Colistin Sulphate...500,00,000 TU

Diary No. Date of R& | & fee

Dy.No 5562 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 500gm, and 1000gm; As recommended by PRC
(MOH)

Me-too status

VELLE MOXYCOL W.S. POWDER. Reg. No. 043592

GMP status

cGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021

Remarks of the Evaluator X

e Approval of Oral Dry powder Penicillin section
(veterinary) confirmed vide panel inspection report
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for inspection dated 08-07-2021, 15-07-2021, 30-07-
2021 and 03-08-2021 for renewal of DML.

Decision: Approved with Innovator’s Specifications.

Registration letter shall be issued after submission of fee of Rs.7500/- for revision /pre-
approval correction in product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021 and conversion of Colistin sulphate from 1U to grams.

Applicant

127. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Amcolist 120 WSP
Strength
Composition Each Gram Powder Contains:
Amoxicillin Trihydrate...120mg
Colistin Sulphate...10,000,000 U
Diary No. Date of R& | & fee Dy.No 7661 dated 30-05-2019 Rs.20,000/- dated 29-05-
2019
Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100gm and 1000gm; As recommended by PRC (MOH)
Me-too status Could not be confirmed in the applied strength.
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Approval of Oral Dry powder Penicillin section
(veterinary) confirmed vide panel inspection report
for inspection dated 08-07-2021, 15-07-2021, 30-
07-2021 and 03-08-2021 for renewal of DML.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267™
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

e Provide conversion of Colistin sulphate from IU to
grams.

Decision: Deferred for following:

e Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

e Submission of conversion of Colistin sulphate from 1U to grams.

128. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,

Kahuta Road, Islamabad.

Brand Name +Dosage Form +
Strength

Bio-Bromox WSP

Composition

Each Gram Contains:
Doxycycline Hyclate...200mg
Tylosin Tartrate...100mg
Bromhexine HCI...24mg

Diary No. Date of R& | & fee

Dy.No 6289 dated 16-05-2019 Rs.20,000/- dated 16-05-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5
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Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

1Kg; As recommended by PRC (MOH)

Me-too status

Could not be confirmed in the applied strength.

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator *

e Approval of Oral Dry powder section
(veterinary) confirmed vide panel inspection report
for inspection dated 08-07-2021, 15-07-2021, 30-
07-2021 and 03-08-2021 for renewal of DML.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit  product
specification in the light of decision taken in 267%
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

Decision: Deferred for following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

129.

Name and address of manufacturer /

Applicant

M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Kahuta Road, Islamabad.

Brand Name +Dosage Form +
Strength

Bio-Sipra WSP

Composition

Each 1000gm Powder contains:
Spiramycin Adipate...75gm
Lincomycin HCI...25gm

Diary No. Date of R& | & fee

Dy.No 6290 dated 16-05-2019 Rs.20,000/- dated 16-05-
2019

Pharmacological Group

Antibiotic/ antiparasitic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

500gm and 1Kg; As recommended by PRC (MOH)

Me-too status

Espira Powder of M/s Elegance Pharmaceuticals,
Rawalpindi. (Reg. N0.105020)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator X

e Approval of Oral Dry powder section
(veterinary) confirmed vide panel inspection report
for inspection dated 08-07-2021, 15-07-2021, 30-
07-2021 and 03-08-2021 for renewal of DML.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267%
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

Decision: Approved with Innovator’s Specifications.

Registration letter shall be issued after submission of fee of Rs.7500/- for revision /pre-approval
correction in product specifications as per notification No.F.7-11/2012-B&A/DRAP dated 07-
05-2021.
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Applicant

130. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-Erizine WSP
Strength
Composition Each Gram Powder Contains:
Erythromycin Thiocyanate...200mg
Sulfadiazine...150mg
Trimethoprim...30mg
Diary No. Date of R& | & fee Dy.No 7663 dated 30-05-2019 Rs.20,000/- dated 29-05-
2019
Pharmacological Group Antibiotic/ antiprotozoal
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 100gm and 1000gm; As recommended by PRC (MOH)
Me-too status Coulo_l no'g be confirmed in the applied strength and
combination.
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Approval of Oral Dry powder section (veterinary)
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML.

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit  product
specification in the light of decision taken in 267%
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

Decision: Deferred for following:
e Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm
e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
131. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,

Kahuta Road, Islamabad.

Brand Name +Dosage Form +
Strength

Bio-Vesel E Liquid

Composition

Each 1000ml Contains:
Vitamin E Acetate (a-tocopherol) ...200gm
Sodium (as sodium selenite)...0.25gm

Diary No. Date of R& | & fee

Dy.No 5560 dated 08-05-2019 Rs.20,000/- dated 08-05-
2019

Pharmacological Group

Antioxidant/ micronutrient

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

1000ml; As recommended by PRC (MOH)

Me-too status

Could not be confirmed in applied strength.

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator X

e Oral liquid section (Veterinary) confirmed from
panel inspection report dated 05-12-2017 & 06-12-
2017 for grant of GMP certificate

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 75




e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

Decision: Deferred for following:

o Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm

e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

132. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Applicant Lahore.

Brand Name +Dosage Form + Cepfur Sterile Powder for Injection

Strength

Composition Each vial contains:

Ceftiofur as Sodium...1gm
Diary No. Date of R& | & fee Dy.No 7566 dated 29-05-2019 Rs.20,000/- dated 27-05-
2019

Pharmacological Group Antibacterial (Cephalosporin)

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 1’s x 1gm; Decontrolled

Me-too status Ceftiofu_r Sodium for_lnjection of M/s Mehran

International, Karachi (Reg. No. 049573)
GMP status cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator * e Approval of section/manufacturing facility by the
Central Licensing Board. However, you may submit
panel inspection report for renewal of DML verifying
the section/manufacturing facility.

¢ Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
35787178.
Decision: Deferred for approval of requisite manufacturing facility / section.
133. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Lahore.

Brand Name +Dosage Form +
Strength

Tagafon Plus WSP

Composition

Each gm contains:
Trichlorfon...980mg

Diary No. Date of R& | & fee

Dy.No 7939 dated 10-06-2019 Rs.20,000/- dated 31-05-
2019

Pharmacological Group

Organophosphate insecticide

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

5gm, 10gm, 100gm, 500gm, and 1000gm; Decontrolled

Me-too status

Tri Gold WSP of M/s Attabak Pharma, Islamabad.(Reg.
No. 049700)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
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conducted on 24-01-2020.

Remarks of the Evaluator X

e Approval of Oral Powder Sachet (General) section
confirmed vide panel inspection dated 14-12-2015
report for renewal of DML.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
799925699434,

Decision: Approved with Innovator’s Specifications.

Applicant

134. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,

Applicant Kahuta Road, Islamabad.

Brand Name +Dosage Form + Bio-Chlortiam WSP

Strength

Composition Each 100gm powder contains:
Chlortetracycline HCI eqg. to Chlortetracycline
Base...20gm
Tiamulin Hydrogen Fumarate eq. to Tiamulin
Base...36.45gm

Diary No. Date of R& | & fee Dy.No 8158 dated 12-06-2019 Rs.20,000/- dated 11-06-
2019

Pharmacological Group Antibiotics

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm and 1000gm; As recommended by PRC (MOH)

Me-too status Could not be confirmed in applied strength.

GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator * e Oral dry powder section (Veterinary) confirmed

from panel inspection report dated 10-04-2019 & 23-
04-2019 for grant of GMP certificate

e Evidence of applied formulation/drug already
approved by DRAP (generic / me-too status) along
with registration number, brand name and name of
firm.

e Provide evidence of pharmacopoeial reference of
finished product specification. In case, the product
is non pharmacopoeial, submit product
specification in the light of decision taken in 267%
meeting of Registration Board.

e Fee Rs, 7500/- for revision of finished product
specifications.

Decision: Deferred for following:
¢ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status)
along with registration number, brand name and name of firm
e Finished product specifications in the light of decision taken in 267" meeting of
Registration Board along with fee Rs.7500/- for revision of finished product specifications
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
135. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Peroxin Oral Solution

Composition

Each ml Contains:
Pefloxacin Methanesulfonate 139.6gm eq. to Pefloxacin...

Diary No. Date of R& | & fee

Dy.No 13215 dated 25-07-2019 Rs.20,000/- dated 25-07-
2019

Pharmacological Group

Quinolone antibiotic
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Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml, 100ml, 150ml, 200ml, 450ml, 500ml, 1L.iter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled

Me-too status

Peperoxin Solution of M/s Hassan Brothers, Faisalabad
(Reg. N0.082807)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator X

e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.

e The firm has claimed manufacturer’s
specifications along with fee of Rs.7,500/- vide
challan No. 4378573184.

Decision: Approved with innovator’s specifications with pack size upto 1Liter.

Applicant

136. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National
Applicant Industrial Zone, Rawat, Islamabad
Brand Name +Dosage Form + Kiltix Solution
Strength
Composition Each ml contains:
Deltamethrin...25mg
Diary No. Date of R& | & fee Dy.No 13213 dated 25-07-2019 Rs.20,000/- dated 25-07-
2019
Pharmacological Group Ecto paracitiside
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 50m|_, 100m!, 150m|,_ 200ml, 450_m|, 500ml, 1Liter,
2.5L.iter, 5L.iter, 10Liter and 20Liter; Decontrolled
Me-too status Deltafaar Liquid of M/s Izfaar Pharmaceutical Industries,
Lahore. (Reg. N0.097876)
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Both “oral liquid” and “topical liquid” dosage forms
are mentioned on form-5 while “topical liquid” is
mentioned throughout the dossier; upon clarification
regarding applied dosage form, the firm has
submitted that “Kiltix is prescribed for external use
i.e. spray, dip charging or topping up.” However, the
firm could not submit evidence of approval of topical
liquid section.(The firm has submitted approval
letter dated ------ 2015 for Liquid General section
e The firm has claimed manufacturer’s
specifications along with fee of Rs.7,500/- vide
challan No. 889074619.
Shortcomings:
e Evidence of approval of Topical Liquid (General)
section / panel inspection report for renewal of
DML
Decision: Deferred for confirmation of approval of Topical Liquid (General) section.
137. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Allout Oral Suspension

Composition

Each 100ml contains:
Albendazole...10gm
Triclabendazole...12gm
Ivermectin...0.2gm
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Diary No. Date of R& | & fee

Dy.No 13211 dated 25-07-2019 Rs.20,000/- dated 25-07-
2019

Pharmacological Group

Anthelmintic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml, 100ml, 150ml, 200ml, 450ml, 500ml, 1L.iter,
2.5Liter, 5Liter, 10Liter and 20Liter; Decontrolled

Me-too status

Thunder Drench of M/s Star Laboratories (Pvt) Ltd,
Lahore (Reg. No. 058941)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator *

e Oral Liquid (General) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and
09-05-2022 report for approval of DML.

e The firm has claimed manufacturer’s
specifications along with fee of Rs.7,500/- vide
challan No. 7415731515.

Decision: Approved with innovator’s specifications and change of brand name with pack size

Applicant

upto 1L.iter.
138. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National
Applicant Industrial Zone, Rawat, Islamabad
Brand Name +Dosage Form + Phantom Oral Powder
Strength
Composition Each gram contains:
Phenoxymethylpenicillin...293mg eq. to
Phenoxymethylpenicillin Potassium...325mg
Diary No. Date of R& | & fee Dy.No 13212 dated 25-07-2019 Rs.20,000/- dated 25-07-
2019
Pharmacological Group Penicillin antibiotic
Type of Form Form 5
Finished product Specification USP specifications
Pack size & Demanded Price 100gm, 2(?0gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 20Kg,
and 25Kg; Decontrolled
Me-too status Phenoxypen Water Soluble Powder of M/s Tec-Man
International, Rawalpindi. (Reg. N0.081303)
GMP status cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022
Remarks of the Evaluator * e Oral Powder (penicillin) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and 09-
05-2022 report for approval of DML.
e Initially, Phenoxymethylpenicillin...293mg/G was
mentioned in label claim on form-5 while
Phenoxymethylpenicillin...325mg/G was mentioned
in master formula; upon clarification the firm has
submitted the correct formulation as mentioned
below:
Each gram contains:
Phenoxymethylpenicillin...293mg eq. to
Phenoxymethylpenicillin Potassium...325mg
e Firm has submitted fee Rs. 30,000/- vide challan No.
55764995 for revision of master formula.
Decision: Approved with USP specifications with pack size upto 1Kg.
139. | Name and address of manufacturer / | M/s Decent Pharma, Plot No. 30, Street SS-3, National

Industrial Zone, Rawat, Islamabad

Brand Name +Dosage Form +
Strength

Spalcodin Oral Powder
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Composition

Each Kg powder contains:
Amoxicillin Trihydrate...100gm
Lincomycin HCI...50gm
Spectinomycin Sulphate...50gm

Diary No. Date of R& | & fee

Dy.No 13214 dated 25-07-2019 Rs.20,000/- dated 25-07-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50gm, 100gm, 500gm, 1Kg, 5Kg, 10Kg, 10Kg, and 20Kg;
Decontrolled

Me-too status

Spectomox-L oral powder of M/s Grand Pharma (Pvt)
Ltd., Islamabad. (Reg. N0.102077)

GMP status

cGMP certificate dated 12-09-2022 based on inspection
conducted on 09-05-2022

Remarks of the Evaluator *

e Oral Powder (penicillin) section confirmed vide
panel inspection dated 10-03-2022, 21-04-2022 and 09-
05-2022 report for approval of DML.

e Initially, Spectinomycin sulphate...50gm/Kg was
mentioned in label claim on form-5 while
Spectinomycin ...50gm/Kg was mentioned in master
formula, upon clarification the firm has submitted the
correct master formula along with fee Rs. 7500/- vide
challan No. 021673791141

Shortcomings:

e Balance fee Rs. 22,500/- for revision of master
formula.

Decision: Approved with innovator’s specifications upto pack size 1Kg and with following

label claim:
Each Kg powder contains:

Amoxicillin Trihydrate...100gm

Lincomycin HCI...50gm

Spectinomycin Sulphate...50gm

Registration letter shall be issued after submission of differential fee of Rs.22500/- for
revision of formulation as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

140.

Name and address of manufacturer /

Applicant

M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Kahuta Road, Islamabad.

Brand Name +Dosage Form +
Strength

Bio-Brom Plus Liquid

Composition

Each ml contains:
Bromhexine HCI...20mg
Menthol...40mg

Diary No. Date of R& | & fee

Dy.No 13082 dated 24-07-2019 Rs.20,000/- dated 23-07-
2019

Pharmacological Group

Mucolytic/anaesthetic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

500ml and 1000ml; As recommended by PRC (MOH)

Me-too status

Bromo-Plus Liquid of M/s Elegance Pharmaceutical,
Rawalpindi (Reg. N0.073917)

GMP status

cGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021

Remarks of the Evaluator X

e Approval of oral liquid (General) section
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML
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Decision: Approved with innovator’s specifications. Firm shall submit fee of Rs.7500/- for
revision of finished product specifications as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

Applicant

141. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-Brom Liquid
Strength
Composition Each ml contains:
Bromhexine HCI...10mg
Menthol...20mg
Diary No. Date of R& | & fee Dy.No 13085 dated 24-07-2019 Rs.20,000/- dated 23-07-
2019
Pharmacological Group Mucolytic/anaesthetic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 500ml and 1000ml; As recommended by PRC (MOH)
Me-too status Bromot@n ITiquid of M/s Elegance Pharmaceuticals,
Rawalpindi. (Reg. No. 073999)
GMP status cGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021
Remarks of the Evaluator * e Approval of oral liquid (General) section
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML
Decision: Approved with innovator’s specifications. Firm shall submit fee of Rs.7500/- for
revision of finished product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021.
142. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-Diver WSP
Strength
Composition Each Kg powder contains:
Sulfadimerazine Sodium...860gm
Diaveridine...105gm
Diary No. Date of R& | & fee Dy.No 13084 dated 24-07-2019 Rs.20,000/- dated 23-07-
2019
Pharmacological Group Antibiotic/antiprotozoal
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price %&Ogm)sachets and 1000gm jars; As recommended by PRC
Me-too status Fulstop Water Soluble Powder of M/s Prix Pharmaceutica
(Pvt) Ltd., Lahore. (Reg. No. 049524)
GMP status CcGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021
Remarks of the Evaluator * e Approval of Oral Dry powder section (veterinary)
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML
Decision: Approved with innovator’s specifications. Firm shall submit fee of Rs.7500/- for
revision of finished product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021.
143. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,

Kahuta Road, Islamabad.

Brand Name +Dosage Form +
Strength

Bio-Bromicta WSP
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Composition

Each 100gm Powder Contains:
Bromhexine HCI...1gm
Tartaric Acid...15gm

Diary No. Date of R& | & fee

Dy.No 13083 dated 24-07-2019 Rs.20,000/- dated 23-07-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

500gm and 1000gm jars; As recommended by PRC
(MOH)

Me-too status

Bromotaric Water Soluble Powder of M/s ICI Pakistan
Limited, Lahore. (Reg. No. 089822)

GMP status

cGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021

Remarks of the Evaluator *

e Approval of Oral Dry powder section (veterinary)
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML

Decision: Approved with innovator’s specifications. Firm shall submit fee of Rs.7500/- for
revision of finished product specifications as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

Applicant

144. | Name and address of manufacturer / | M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle,
Applicant Kahuta Road, Islamabad.
Brand Name +Dosage Form + Bio-Nicta WSP
Strength
Composition Each 100gm contains:
Nicotinamide...0.32gm
Menadione Bisulfite...0.115gm
Potassium Citrate...18gm
Sodium Citrate...12gm
Vitamin B1...0.03gm
Vitamin B2...0.015gm
Vitamin C...1.10gm
Diary No. Date of R& | & fee Dy.No 11470 dated 10-07-2019 Rs.20,000/- dated 08-07-
2019
Pharmacological Group Multivitamins
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
Pack size & Demanded Price 1000gm jar; As recommended by PRC (MOH)
Me-to0 status Anti Gumbo Powder of M/s Leads Pharma (Pvt) Ltd.,
Islamabad (Reg. No. 046581)
GMP status cGMP certificate dated 28-02-2022 based on inspection
dated 03-08-2021
Remarks of the Evaluator * e Approval of Oral Dry powder section (veterinary)
confirmed vide panel inspection report for inspection
dated 08-07-2021, 15-07-2021, 30-07-2021 and 03-
08-2021 for renewal of DML
Decision: Approved with innovator’s specifications. Firm shall submit fee of Rs.7500/- for
revision of finished product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021.
145. | 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-Doxybrotyl Powder

Composition

Each 1000gm contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm
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Bromhexine HCI...10gm

Diary No. Date of R& | & fee

Dy.No 11142 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

Tylobid Powder of M/s Attabak Pharmaceuticals,
Islamabad. (Reg. No. 075715)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
8314936611.

Decision: Approved with innovator’s

specifications with pack size of upto 1Kg.

Applicant

146. | 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 + I-Tyldoxbro powder
Strength
Composition Each 100gm contains:
Doxycycline HCI...20gm
Colistin Sulphate...50 MIU
Tylosin Tartrate...10gm
Bromhexine HCI...0.5gm

Diary No. Date of R& | & fee Dy.No 11139 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial/ Mucolytic

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status B.G. Doxit Water Soluble Powder of M/s Biogen Pharma,
Rawat. (Reg. No. 080147)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
77086925.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MI1U= 500mg

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
147. | 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-Mentfort V Solution
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Composition

Each 1000ml contains:
Peppermint...40gm
Eucalyptus...50gm
Menthol...50gm

Vitamin A...30000000 IU

Diary No. Date of R& | & fee

Dy.No 11125 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Decongestant

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 200ml, 250ml, 500ml, and 1000ml; As per DPC

Me-too status

Fenetime Oral Solution of M/s Biogen Pharma,Rawat.
(Reg. No. 063815)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Syrup General section verified from panel inspection
report for renewal of DML based on inspection dated 13-01-
2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
4581537301.

e Provided conversion of Vitamin A from MIU to
grams
Vitamin A Palmitate 1.7MIU/gram

Decision: Referred to committee for
ingredients regulated as H&OTC pr

review of formulation in grey area as product contains
oduct.

Applicant

148. | 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 + I-Florfen Solution
Strength
Composition Each ml contains:
Florfenicol...100mg

Diary No. Date of R& | & fee Dy.No 11129 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100ml, 200ml, 250ml, 500ml, and 1000ml; As per DPC

Me-too status Fenlor Solution of M/s Selmore Pharmaceutical (Pvt) Ltd.,
Lahore. (Reg. No. 071080)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Syrup General section verified from panel inspection
report for renewal of DML based on inspection dated 13-01-
2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
7329167371.

Decision: Approved with innovator’s specifications.
149. | 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-Mentbro Powder

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 84




Composition

Each gm contains:
Bromhexine HCI...20mg
Menthol............... 4mg

Diary No. Date of R& | & fee

Dy.No 11133 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

Tusnil 2% Powder of M/s Univet Pharmaceuticals,
Rawalpindi. (Reg. No. 075627)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
19176907.

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.

Applicant

150. | 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 + Jalc Plus Powder
Strength
Composition Each gram Contains:
Aspirin...200mg
Vitamin C...600mg
Sodium Chloride...35mg
Sodium Citrate...7mg

Diary No. Date of R& | & fee Dy.No 11132 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Electrolytes/ Anti-inflammatory

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg; As per DPC

Me-to0 status Electro Ras _Plus WI/S Powder of M/s Attabak
Pharmaceuticals, Islamabad. (Reg. No. 062188)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
1980709737.

Shortcomings:
o Justification/ clarification regarding compatibility of
Acetylsalicyclic Acid with Vitamin C
Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
151. | Name and address of manufacturer / | M/s International Pharma Labs, Raiwind Road, Bhobtian

Chowk, Defence Road, 1-Km Towards Kahna, Lahore.
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Brand Name +Dosage Form +
Strength

I-Bromen Solution

Composition

Each ml contains:
Menthol...20mg
Bromhexine HCI...10mg

Diary No. Date of R& | & fee

Dy.No 11128 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 200ml, 250ml, 500ml, and 1000ml; As per DPC

Me-too status

Bromotin Liquid of M/s Elegance Pharmaceuticals,
Rawalpindi. (Reg. No. 073999)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Syrup General section verified from panel inspection
report for renewal of DML based on inspection dated 13-01-
2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
2171964718.

Decision: Approved with innovator’s

specifications.

Applicant

152. | 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 + I-Neocin 72 Powder
Strength
Composition Each kg contains:
Neomycin Sulphate...720gm

Diary No. Date of R& | & fee Dy.No 11141 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Anti-bacterial

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-to0 status Nobine_o Oral Powder of M/s Noble Pharma Mirpur Azad
Kashmir (Reg. No. 058726)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
3463918581.

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
153. | 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-Bromoride Powder

Composition

Each 100gm contains:
Bromhexine HCI...5gm
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Diary No. Date of R& | & fee

Dy.No 11131 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

Bromex Water Soluble Powder of M/s Attabak
Pharmaceutical Islamabad (Reg. No. 058891)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
51521673

Decision: Approved with innovator’s

specifications with pack size of upto 1Kg.

Applicant

154. | 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 + I-Tyldoxclin Powder
Strength
Composition Each 1000gm contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm

Diary No. Date of R& | & fee Dy.No 11140 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status DOT Powder of M/s Attabak Pharmaceutical Islamabad
(Reg. No. 069628)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
16025569.

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
155. | 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-Neoflor Powder

Composition

Each Kg contains:

Neomycin Sulphate...150gm
Florfenicol...100gm
Oxytetracycline HCI...300gm

Diary No. Date of R& | & fee

Dy.No 11136 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial
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Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

Noxyflor Water Soluble Powder of M/s Divine
Pharmaceuticals, Lahore. (Reg. No. 087584)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator X

Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
4573598960.

Decision: Approved with innovator’s

specifications with pack size of upto 1Kg.

Applicant

156. | 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 + I-NCS Powder
Strength
Composition Each gm contains:
Neomycin Sulphate...60mg
Streptomycin Sulphate...20mg
Chlortetracycline as HCI...200mg

Diary No. Date of R& | & fee Dy.No 11134 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price '10\00gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;

s per DPC

Me-to0 status NC STREP Powder of M/s Leads Pharma (Pvt) Ltd,
Islamabad. (Reg. No. 079149)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
87528097.

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
157. | 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-Colamox Powder

Composition

Each 100gm contains:
Spectinomycin as Sulphate...5gm
Colistin Sulphate...50 MIU
Amoxicillin Trihydrate...10gm
Bromhexine HCI...0.5gm

Diary No. Date of R& | & fee

Dy.No 11137 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5
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Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

AS-Plus Water Soluble Powder of M/s Attabak
Pharmaceutical Islamabad (Reg. No. 071063)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Penicillin Powder Oral section verified from panel
inspection report for renewal of DML based on inspection
dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
94440775.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MIU= 500mg

Decision: Approved with innovator’s

specifications with pack size of upto 1Kg.

Applicant

158. | 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 + I-Lincomix Powder
Strength
Composition Each 100gm contains:
Lincomycin HCI...44gm

Diary No. Date of R& | & fee Dy.No 11135 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-to0 status Licogrow-44 Oral Powder of M/s RAS Pharmaceuticals
(Pvt) Ltd., Multan. (Reg. No. 080157)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
53199310.

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
159. | 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-Tcolidox Powder

Composition

Each 1000gm contains:
Doxycycline HCI...200gm
Tylosin Tartrate...100gm
Colistin Sulphate...500 MIU

Diary No. Date of R& | & fee

Dy.No 11130 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications
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Pack size & Demanded Price

100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status

Polydox-T Oral Powder of M/s Biogen Pharma, Rawat.
(Reg. No. 071019)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
0587282826.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MIU= 500mg

Decision: Approved with innovator’s

specifications with pack size of upto 1Kg.

Applicant

160. | 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 + I-Doxclin T Powder
Strength
Composition Each 100gm contains:
Doxycycline HCI...20gm
Colistin Sulphate...45 MIU
Tylosin Tartrate...10gm
Bromhexine HCI...0.4gm

Diary No. Date of R& | & fee Dy.No 11138 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group Antibacterial/ Mucolytic

Type of Form Form 5

Finished product Specification Manufacturer’s specifications

Pack size & Demanded Price 100gm, 250gm, 500gm, 1Kg, 2.5Kg, 5Kg, 10Kg, 25Kg;
As per DPC

Me-too status Doxyline V\/_ater Solubl_e Powder of M/s Inshal
Pharmaceutical Industries, Islamabad. (Reg. No. 075776)

GMP status cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator * Dry Powder (General and Antibiotic) section verified
from panel inspection report for renewal of DML based on
inspection dated 13-01-2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
587004436075.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MI1U= 500mg

Decision: Approved with innovator’s specifications with pack size of upto 1Kg.
161. | 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-Enrocol B Solution

Composition

Each 100ml contains:
Enrofloxacin HCI...10gm
Colistin Sulphate...5 MIU
Bromhexine HCI...0.5%

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 90




Diary No. Date of R& | & fee

Dy.No 11126 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial/Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 200ml, 250ml, 500ml, and 1000ml; As per DPC

Me-too status

Could not be confirmed

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Syrup General section verified from panel inspection
report for renewal of DML based on inspection dated 13-01-
2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
2060509181.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MIU= 500mg

Shortcomings:

e 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 evidence of

applied formulation/drug already approved by DRAP

(generic / me-too status) along with registration number, brand name and name of firm.

162.

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-Enrocil Solution

Composition

Each 100ml contains:
Enrofloxacin HCI...20gm
Colistin Sulphate...4500000 IU

Diary No. Date of R& | & fee

Dy.No 11127 dated 08-07-2019 Rs.20,000/- dated 08-07-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100ml, 200ml, 250ml, 500ml, and 1000ml; As per DPC

Me-too status

Baxencol Liquid of M/s Baxter Pharmaceuticals, Karachi.
(Reg. No. 073975)

GMP status

cGMP certificate dated 13-04-2022 based on inspection
conducted on 13-01-2022.

Remarks of the Evaluator *

Syrup General section verified from panel inspection
report for renewal of DML based on inspection dated 13-01-
2022.

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
3472969037.

e Provided conversion of Colistin Sulphate from MIU
to grams
Colistin Sulphate 10MI1U= 500mg

Decision: Approved with innovator’s specifications.
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Applicant

163. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Lincos-P 11% Powder
Strength
Composition Each 100gm contains:
Lincomycin Monohydrate...11gm
Diary No. Date of R& | & fee Dy.No 12009 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled
Me-to0 status LII_\IC-ll Oral Powder of M/s Aptly Pharmaceuticals,
Faisalabad. (Reg. No. 093864)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
8317407563.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
164. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Paramax-C Oral Powder

Composition

Each 100gm contains:
Paracetamol...2gm

Vitamin C...20gm

Calcium Carbonate...4.5gm
Magnesium Sulphate...3.5gm
Potassium Chloride...4gm

Diary No. Date of R& | & fee

Dy.No 12007 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Analgesic, stress controller

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled

Me-too status

SPIN-C Powder of M/s Leads Pharma (Pvt) Ltd.,
Islamabad. (Reg. No. 078239)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
3027034788.
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Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

165. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Tybrox 10 Oral Powder
Strength
Composition Each 1000gm contains:
Doxycycline as HCI...200gm
Tylosin Tartrate...100gm
Bromhexine HCI...10gm
Diary No. Date of R& | & fee Dy.No 12014 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial/ Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg Bag;
Decontrolled
Me-too status Biodox Fort_e Oral P_owder of M/s Bio-Oxime
Pharmaceuticals, Faisalabad. (Reg. No. 079874)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
52422053801.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification. Registration letter will be issued after
satisfactory GMP report by QA&LT Division within 3 years.
166. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Applicant

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Levosin 30 Powder

Composition

Each gram contains:
Levamisole HCI...300mg

Diary No. Date of R& | & fee

Dy.No 12010 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Anthelmintic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled

Me-too status

Levamin Powder of M/s Univet Pharmaceutical,
Rawalpindi (Reg. No. 069644)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
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e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
21508620062.

Shortcomings:

e Latest cGMP inspection report (conducted within the

period of last three years)

Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

167. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Xedo-80 Oral Powder
Strength
Composition Each gram contains:
Doxycycline Hyclate Eq. To Doxycycline...800mg
Diary No. Date of R& | & fee Dy.No 12019 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
. . 100gm, 250gm, 500gm, 1000gm white plastic jar with
Pack size & Demanded Price sealgd cap, g.SKg, 5?(9, 10Kg? 25Kg B:g; Decjontrolled
Me-too status Doxyral 80% Vyat_er Soluble P_owder of M/s Orient Animal
Health (Pvt.) Limited, Karachi (Reg. No. 082504)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
49519388154.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
168. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Applicant

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Xedo-575 Oral Powder

Composition

Each gram contains:
Doxycycline Hyclate...575mg

Diary No. Date of R& | & fee

Dy.No 12020 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antibacterial

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1000gm white plastic jar with
sealed cap, 5Kg, 10Kg, 25Kg Bag; Decontrolled

Me-too status

Cydox Oral Powder of M/s ISIS Pharmaceuticals &
Chemical Works, Karachi (Reg. No. 063525)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 94




e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
92204362913.

Shortcomings:

e Latest cGMP inspection report (conducted within the

period of last three years)

Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

169. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Coolant Oral Powder
Strength
Composition Each 100gm contains:
Paracetamol...20gm
Vitamin C...5gm
Potassium Carbonate...12.5gm
Sodium Bicarbonate...12.5gm
Vitamin E...12.5gm
Diary No. Date of R& | & fee Dy.No 12025 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Analgesic, Stress controller
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled
Me-to0 status Para CE Oral Powder of M/s Biogen Pharma, Rawat Chak
Beli Road, Rawat (Reg. No. 063812)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
60066419.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
170. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Marisil 300 Water Soluble Powder

Composition

Each gram contains:
Oxytetracycline HCI...150mg
Florfenicol...150mg

Diary No. Date of R& | & fee

Dy.No 12016 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antibacterial

Type of Form

Formb5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

100gm, 250gm, 500gm, 1000gm white plastic jar with
sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg Bag; Decontrolled
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Me-too status

Oxy-Floro Water Soluble Powder of M/s Intervac (Pvt)
Ltd., Sheikhupura. (Reg. No. 080726)

GMP status

Not submitted

Remarks of the Evaluator *

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
304691490887.

Shortcomings:

e Latest cGMP inspection report (conducted within the

period of last three years)

Decision: Approved with innovator’s specification upto 1Kg Pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

171. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Amanta-10 Powder
Strength
Composition Each 100gm contains:
Amantadine HCI...10gm
Diary No. Date of R& | & fee Dy.No 12017 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antiviral
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled
Amandin Water Soluble Powder of M/s Fizi
Me-too status Pharmaceuticals and Chemical Laboratories, Lahore. (Reg.
No. 103819)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
69840062651.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.
172. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Amanta-98 Powder

Composition

Each 100gm contains:
Amantadine HCI...98gm

Diary No. Date of R& | & fee

Dy.No 12018 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antiviral

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications
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Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg, 25Kg
Bag; Decontrolled

Me-too status

Hansredin 98% Powder of M/s D-Haans Pharmaceuticals
and Chemical Laboratories, Bhimber, Azad Kashmir.
(Reg. No. 102207)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
44192889100.

Shortcomings:

e Latest cGMP inspection report (conducted within the

period of last three years)

Decision: Referred to Expert working Group to review therapeutic requirement keeping in
view safety, efficacy and quality parameters.

Applicant

173. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Amicin 60 Powder
Strength
Composition Each Kg contains:
Neomycin Sulphate...600gm
Diary No. Date of R& | & fee Dy.No 12011 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Aminoglycoside Antibiotic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 5Kg, 10Kg, 25Kg Bag;
Decontrolled
Me-too status Neocin-S Water Soluble Powder of_ M/s Alina Combine
Pharmaceuticals (Pvt) Ltd., Karachi. (Reg. No. 069625)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
42620044349.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
174. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Amicin 70 Powder

Composition

Each Kg contains:
Neomycin Sulphate...70%

Diary No. Date of R& | & fee

Dy.No 12012 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Aminoglycoside Antibiotic
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Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 5Kg, 10Kg, 25Kg Bag;
Decontrolled

Me-too status

Neocin Powder of M/s Leads Pharma (Pvt) Ltd.,
Islamabad. (Reg. No. 063714)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
97960066.

Shortcomings:

e Latest cGMP inspection report (conducted within the

period of last three years)

Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

175. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Tybrox-2 Oral Powder
Strength
Composition Each 100gm contains:
Doxycycline HCI...40gm
Tylosin Tartrate...20gm
Colistin Sulphate...10gm
Bromhexine HCl...2gm
Diary No. Date of R& | & fee Dy.No 12013 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial/ Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 2.5Kg, 5Kg, 10Kg Bag;
Decontrolled
Me-to0 status Multidox Oral Powder of M/s Hawk Bio Pharma (Pvt)
Ltd., Rawat, Islamabad. (Reg. No. 078395)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML
based on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications”
along with the fee of Rs. 7,500/- via deposit slip no
4964231175.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto pack size 1Kg. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
176. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Tydox-70 C Water Soluble Powder
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Composition

Each 1000gm contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm
Colistin Sulphate...500 MIU
Bromhexine HCI...10gm

Diary No. Date of R& | & fee

Dy.No 12024 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 5Kg, 10Kg Bag;
Decontrolled

Me-too status

Fit Respi Water Soluble Powder of M/s D-Maarson
Pharmaceuticals, Islamabad. (Reg. No. 078268)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML based
on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
61931658826.

Shortcomings:

e Latest cGMP inspection report (conducted within the
period of last three years)

e Provide conversion of Colistin Sulphate from MIU to
grams.

Decision: Approved with innovator’s specification upto pack size 1Kg. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years and conversion of
Colistin Sulphate from MIU to grams.

177.

Name and address of manufacturer /
Applicant

M/s A & K Pharmaceuticals, 94-A, Punjab Small
Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Tydox-70 Powder

Composition

Each 1000gm contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm
Bromhexine HCI...10gm

Diary No. Date of R& | & fee

Dy.No 12023 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antibacterial/ Mucolytic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 5Kg, 10Kg Bag;
Decontrolled

Me-too status

Tylobid Powder of M/s Attabak Pharmaceuticals,
Islamabad. (Reg. No. 075715)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML based
on inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no 16751795.

Shortcomings:
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e Latest cGMP inspection report (conducted within the
period of last three years)

Decision: Approved with innovator’s specification upto pack size 1Kg. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

178. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Tydox 65 Powder
Strength
Composition Each 1000gm contains:
Doxycycline HCI...400gm
Tylosin Tartrate...200gm
Bromhexine HCI...5gm
Diary No. Date of R& | & fee Dy.No 12022 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial/ Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 5Kg, 10Kg Bag;
Decontrolled
TB-DOX Powder of M/s Attabak Pharmaceuticals,
Me-too status Islamabad. (Reg. No. 075718)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed from
panel inspection report for renewal of DML based on
inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no 39024041.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto pack size 1Kg. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
179. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Levosin 20 Powder

Composition

Each 100gm contains:
Levamisole HCI...20gm

Diary No. Date of R& | & fee

Dy.No 12008 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Anthelmintic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
white plastic jar with sealed cap, 5Kg, 10Kg, 25Kg Bag;
Decontrolled

Me-too status

Leva Tech -20 W/S Powder of M/s Islamabad
Pharmaceutical Products Islamabad (Reg. No. 022757)

GMP status

Not submitted

Remarks of the Evaluator X

e Oral Dry Powder General (Vet) section confirmed from
panel inspection report for renewal of DML based on
inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
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with the fee of Rs. 7,500/- via deposit slip no
4538055413.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)

Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.

Applicant

180. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Chlortet Plus Water Soluble Powder
Strength
Composition Each 1000gm contains:
Neomycin Sulphate...70gm
Colistin Sulphate...4gm
Chlortetracycline HCI...80gm
Bromhexine HCI...5gm
Diary No. Date of R& | & fee Dy.No 12006 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibacterial/ Mucolytic
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
10gm, 30gm, 100gm sachet, 250gm, 500gm, 1000gm
Pack size & Demanded Price white plastic jar with sealed cap, 5Kg, 10Kg, 25Kg Bag;
Decontrolled
Me-too status NB-CIN Wgter Soluble Powder of M/s D-Maarson
Pharmaceuticals, Islamabad (Reg. No. 078359)
GMP status Not submitted
Remarks of the Evaluator * e Oral Dry Powder General (Vet) section confirmed
from panel inspection report for renewal of DML based
on inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no 57760245.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto 1Kg pack size. Registration letter will
be issued after satisfactory GMP report by QA&LT Division within 3 years.
181. | Name and address of manufacturer / | M/s A & K Pharmaceuticals, 94-A, Punjab Small

Industrial Estate, Faisalabad.

Brand Name +Dosage Form +
Strength

Tydox-30 GP Oral Liquid

Composition

Each 100ml contains:
Doxycycline HCI...20gm
Tylosin Tartrate...10gm
Guaifenesin...20gm
Aminophylline...8gm

Diary No. Date of R& | & fee

Dy.No 12021 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019

Pharmacological Group

Antibiotic/ Bronchodilator

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

30ml, 60ml, 100ml, 150ml, 250ml, 450ml, 500ml, 1000mI
plastic bottle with sealed cap, 2.5liter, 5liter, 10liter, 25liter
Can; Decontrolled

Me-too status

Tyco-G Oral Liquid of M/s Attabak Pharmaceuticals,
Islamabad (Reg. No. 075704)
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GMP status

Not submitted

Remarks of the Evaluator X

e Oral Liquid General section confirmed from panel
inspection report for renewal of DML based on
inspection dated 09-11-2018

e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
21104761677.

Shortcomings:

e Latest cGMP inspection report (conducted within the
period of last three years)

Decision: Approved with innovator’s specification upto 1Liter pack size. Registration letter

will be issued after satisfactory GMP

report by QA&LT Division within 3 years.

182. | Name and address of manufacturer/ | M/s A & K Pharmaceuticals, 94-A, Punjab Small
Applicant Industrial Estate, Faisalabad.
Brand Name +Dosage Form + Marisil 20 Liquid
Strength
Composition Each 100ml contains:
Florfenicol...20gm
Diary No. Date of R& | & fee Dy.No 12015 dated 16-07-2019 Rs.20,000/- dated 16-07-
2019
Pharmacological Group Antibiotic/ Bronchodilator
Type of Form Form 5
Finished product Specification Manufacturer’s specifications
30ml, 60ml, 100ml, 250ml, 500ml, 1000ml plastic bottle
Pack size & Demanded Price with sealed cap, 2.5liter, Sliter, 10liter, 25liter Can;
Decontrolled
Me-to0 status Floricol Liquid of M/s Inshal Pharmaceutical Industries,
Islamabad (Reg. No. 073936)
GMP status Not submitted
Remarks of the Evaluator * e Oral Liquid General section confirmed from panel
inspection report for renewal of DML based on
inspection dated 09-11-2018
e Firm has revised finished product specification from
inhouse to “as per innovator’s specifications” along
with the fee of Rs. 7,500/- via deposit slip no
7941017727.
Shortcomings:
e Latest cGMP inspection report (conducted within the
period of last three years)
Decision: Approved with innovator’s specification upto 1Liter pack size. Registration letter
will be issued after satisfactory GMP report by QA&LT Division within 3 years.
183. | Name and address of manufacturer / | M/s Star Laboratories Pvt Ltd., 23-km, Multan Road,

Applicant

Lahore.

Brand Name +Dosage Form +
Strength

Danocin 2.5% injection

Composition

Each ml Contains:
Danofloxacin (as mesylate) ...25mg

Diary No. Date of R& | & fee

Duplicate dossier submitted which was confirmed from
R&I section, DRAP

Dy.No 4162 dated 02-02-2018 Rs.20,000/- dated 29-01-
2018 (Duplicate fee challan attached)

Pharmacological Group

Quinolone antibiotic

Type of Form

Form5

Finished product Specification

Manufacturer’s specifications

Pack size & Demanded Price

50ml; As per SRO
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Me-too status

Dflox Injection (50ml) of M/s Selmore Pharmaceuticals,
Lahore. (Reg. No. 088087)

GMP status

cGMP certificate dated 20-07-2020 based on inspection
conducted on 24-01-2020.

Remarks of the Evaluator X

Approval of Liquid injectable (veterinary) section
confirmed vide panel inspection dated 14-12-2015
report for renewal of DML.

The firm has revised finished product specifications
from Manufacturer’s to “as per innovator’s
specifications” without submitting fee.

Board in its 285" meeting.

Decision: Approved with innovator’s specifications. The firm shall submit fee of Rs. 7500/- for
pre-approval change in product specifications as per notification No.F.7-11/2012-B&A/DRAP
dated 07-05-2021. Moreover, fee shall be verified as per procedure adopted by the Registration

Item No. XIV: Agenda of Evaluator-1X

184.| Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North
Karachi (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

POZER 15MG/1MG Tablet.

Strength

Composition Each Film Coated tablet contains;
Pioglitazone Hydrochloride ................ 15 mg
Glimepiride ........coceoeiennne. 1 mg

Dairy No. date of R &I fee

Dy. No. 15366 dated 07.03.2019. Fee paid vide voucher
No. 0836419 dated 07.03.2019

Pharmacological Group

Drugs used in diabetes, combinations of oral blood glucose
lowering drugs;
ATC code: A10BDO06.

Type of form

Form 5-A

Finished product specifications

Innovator Specifications.

Pack size and Demand Price

10’s As per SRO

Approval status of product in
Reference Regulatory Authorities

Not available in applied strength. In RRA the combination
is available with 30 mg strength of Pioglitazone.

Me-too-status

Piozer-G 15/1 Tablets Reg. No. 055163
M/s Hilton Pharma (Pvt) Ltd,, 13, Sector-15, Korangi
Industrial Area, Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of Pioglitazone and Glimepiride
Tablets is present in USP, the firm shall revise
specifications as per pharmacopoeia specifications.

iii.  The approval status of the product with the same
strength (i.e. Pioglitazone (as HCI) 15 mg and
Glimepiride.... 1 mg) in RRA shall be submitted.

iv.  Label claim needs revision as Pioglitazone is
added in its salt form i.e. HCI. Also submit
requisite fee (full fee) for change of salt form.

ecision: 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 correct Form-5, revised specifications as per Pharmacopoeia and label
claim declaring the strength of Pioglitazone in terms of base along with relevant fee for
correction/pre-approval change in product specifications, label claim and Form 5 as per
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notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021

185.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

POZER 15MG/2MG Tablet.

Composition Each Film Coated tablet contains;
Pioglitazone Hydrochloride ................ 15 mg
Glimepiride ...............c..... 2 mg

Dairy No. date of R &I fee

Dy. No. 15361 dated 07.03.2019. Fee paid vide voucher
No. 0836415 dated 07.03.2019

Pharmacological Group

Drugs used in diabetes, combinations of oral blood glucose
lowering drugs;
ATC code: A10BDO06.

Type of form Form 5-A
Finished product specifications Innovator Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Not available in applied strength. In RRA the combination
is available with 30 mg strength of Pioglitazone.

Me-too-status

Piozer-G 15/2 Tablets Reg. No. 050592
M/s Hilton Pharma (Pvt) Ltd,, 13, Sector-15, Korangi
Industrial Area, Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of Pioglitazone and Glimepiride
Tablets is present in USP, the firm shall revise
specifications as per pharmacopoeia specifications.

iii.  The approval status of the product with the same
strength (i.e. Pioglitazone (as HCI) 15 mg and
Glimepiride.... 2 mg) in RRA shall be submitted.

iv.  Label claim needs revision as Pioglitazone is
added in its salt form i.e. HCI. Also submit
requisite fee (full fee) for change of salt form.

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 correct Form-5, revised specifications as per Pharmacopoeia and label
claim declaring the strength of Pioglitazone in terms of base along with relevant fee for
correction/pre-approval change in product specifications, label claim and Form 5 as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021

186.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

POZER 30/4MG Tablet.

Composition

Each tablet contains;
Pioglitazone Hydrochloride .... 30 mg
Glimepiride ...............ccceeininnn... 4 mg

Dairy No. date of R &I fee

Dy. No. 15367 dated 07.03.2019. Fee paid vide voucher
No. 0836420 dated 07.03.2019

Pharmacological Group

Drugs used in diabetes, combinations of oral blood glucose
lowering drugs;
ATC code: A10BDO6.

Type of form

Form 5-A

Finished product specifications

Innovator Specifications.

Pack size and Demand Price

10’s As per SRO
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Approval status of product in
Reference Regulatory Authorities

Duetact (Pioglitazone hydrochloride and glimepiride)
tablets (30 mg/4 mg uncoated tablet)
FDA Approved

Me-too-status

Piozer-G 30/4 Tablets Reg. No. 050691
M/s Hilton Pharma (Pvt) Ltd,, 13, Sector-15, Korangi
Industrial Area, Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of Pioglitazone and Glimepiride
Tablets is present in USP, the firm shall revise
specifications as per pharmacopoeia specifications.

iii.  Label claim needs revision as Pioglitazone is
added in its salt form i.e. HCI. Also submit
requisite fee (full fee) for change of salt form.

decision: Deferred for submission of correct Form-5, revised specifications as per Pharmacopoeia
and label claim declaring the strength of Pioglitazone in terms of base along with relevant fee for
correction/pre-approval change in product specifications, label claim and Form 5 as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021

187.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

GLIME 2.0 mg Tablet

Composition

Each Film coated Tablet contains;
Glimepiride ........... 2 mg

Dairy No. date of R &I fee

Dy. No. 15272 dated 07.03.2019. Fee paid vide voucher
No. 0829587 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Oral blood glucose lowering drugs: Sulfonamides, urea
derivatives.
ATC Code: A10BB12

Type of form

Form 5-A

Finished product specifications

Innovator Specifications

Pack size and Demand Price

As per SRO and DRAP Policy.

Approval status of product in
Reference Regulatory Authorities

Glimepiride 2 mg Tablets
MHRA Approved.

Me-too-status

Amaryl tab 2 mg Reg. No. 019568
M/s Sanofi-Aventis Pakistan Ltd. Plot No. 23, Sector 22
Korangi Industrial Area Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii. Monograph of Glimepiride Tablets is present in
pharmacopoeias; the firm shall revise
specifications as per pharmacopoeia specifications.
Submit requisite fee for the changes.

iii. The product applied is a coated tablet, evidence of
approval of coated tablet in RRA is required.

Decision: Deferred for submission of correct Form-5, revised specifications as per Pharmacopoeia
and label claim declaring the dosage form as film coated tablet along with relevant fee for
correction/pre-approval change in product specifications, label claim and Form 5 as per|
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021

188.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

Strength

GLIME 3.0 mg Tablet
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Composition

Each Film coated Tablet contains;
Glimepiride ........... 3 mg

Dairy No. date of R &I fee

Dy. No. 15271 dated 07.03.2019. Fee paid vide voucher
No. 0829586 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Oral blood glucose lowering drugs: Sulfonamides, urea
derivatives.
ATC Code: A10BB12

Type of form

Form 5-A

Finished product specifications

Innovator Specifications

Pack size and Demand Price

As per SRO and DRAP Policy.

Approval status of product in
Reference Regulatory Authorities

Glimepiride 3 mg Tablets
MHRA Approved.

Me-too-status

Amaryl tab 3 mg Reg. No. 021094
M/s Sanofi-Aventis Pakistan Ltd. Plot No. 23, Sector 22
Korangi Industrial Area Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of Glimepiride Tablets is present in
pharmacopoeias; the firm shall revise
specifications as per pharmacopoeia specifications.
Submit requisite fee for the changes.

iii.  The product applied is a coated tablet, evidence of
approval of coated tablet in RRA is required.

Decision: Deferred for submission of correct Form-5, revised specifications as per Pharmacopoeia
and label claim declaring the dosage form as film coated tablet along with relevant fee for
correction/pre-approval change in product specifications, label claim and Form 5 as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

189.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

GLIME 4.0 mg Tablet

Composition

Each Film coated Tablet contains;
Glimepiride ........... 4 mg

Dairy No. date of R &I fee

Dy. No. 15270 dated 07.03.2019. Fee paid vide voucher
No. 0829585 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Oral blood glucose lowering drugs: Sulfonamides, urea
derivatives.
ATC Code: A10BB12

Type of form

Form 5-A

Finished product specifications

Innovator Specifications

Pack size and Demand Price

As per SRO and DRAP Policy.

Approval status of product in
Reference Regulatory Authorities

Glimepiride 4 mg Tablets
MHRA Approved.

Me-too-status

Amaryl tab 4 mg Reg. No. 021095
M/s Sanofi-Aventis Pakistan Ltd. Plot No. 23, Sector 22
Korangi Industrial Area Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of Glimepiride Tablets is present in
pharmacopoeias; the firm shall revise
specifications as per pharmacopoeia specifications.
Submit requisite fee for the changes.

iii. The product applied is a coated tablet, evidence of
approval of coated tablet in RRA is required.

Decision: Deferred for submission of correct Form-5, revised specifications as per Pharmacopoeia
and label claim declaring the dosage form as film coated tablet along with relevant fee for
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correction/pre-approval change in product specifications, label claim and Form 5 as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

190.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

SPAS-CIBALGIN Tablets

Composition

Each Film Coated Tablet Contains;
Propyphenazone Ph. Eur. ....... 220 mg
Hexahydroadiphenine HCIM.S ...... 20 mg

Dairy No. date of R &I fee

Dy. No. 15303 dated 07.03.2019. Fee paid vide voucher
No. 0835971 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Analgesic and antispasmodic.
Could not be confirmed from ATC/DDD system.

Type of form

Form-5

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

10x10’s As per DRAP policy.

Approval status of product in
Reference Regulatory Authorities

Could not be confirmed.

Me-too-status

Prohyd Tablet
M/s Genome Pharmaceuticals (Pvt.) Ltd. Plot No. 16/1,
Phase No. IV, Industrial Estate Hattar.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Provide details of the innovator along with
evidence of approval in RRA.

ii.  Provide ATC Code for the drug combination
applied.

becision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopte

d by the Registration Board in its 275" meeting.

191.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

AMCOLAX TABLET

Composition

Each Film Coated Tablet Contains;
Bisacodyl ...... 5 mg

Dairy No. date of R &I fee

Dy. No. 15303 dated 07.03.2019. Fee paid vide voucher
No. 0835971 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Contact Laxative
ATC Code: AO6AB02

Type of form

Form-5

Finished product specifications

USP Specifications.

Pack size and Demand Price

2 x 10’s. As per DRAP Policy.

Approval status of product in
Reference Regulatory Authorities

Bisacodyl 5mg Tablets
Gastro-resistant Tablets
MHRA Approved

Me-too-status

DULCOLAX 5mg TAB
M/s Merck (Pvt.) Ltd. 7-Jail Road, Quetta

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The product of innovator is gastro-resistant
formulation and USP monograph is of delayed
release tablets. The applied product is film coated.
Justification or correction is required.

Bisacodyl ...... 5 mg”

Decision: Approved as per following label claim:
“Each delayed release tablet contains;

o The registration letter shall be issued after submission of revised formulation label and
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full fee for pre-approval changes by the firm for gastro-resistant/delayed release tablets
as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

192.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and Amenitec 5 mg Tablet
Strength
Composition Each Tablet Contains
Enalapril Maleate ............... Smg
Dairy No. date of R &I fee Dy. No. 15292 dated 07.03.2019. Fee paid vide voucher
No. 0835957 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ACE inhibitors, plain
ATC Code: C09AAQ2
Type of form Form 5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO. As per DRAP policy.
Approval status of product in Enalapril Maleate 5 mg Tablets
Reference Regulatory Authorities MHRA Approved
Me-too-status Cardiotec 5 mg Tablet Reg. No. 010030
M/s Wilsons Pharmaceuticals (Pvt.) Ltd. Islamabad
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
193.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and Amenitec 20 mg Tablet
Strength
Composition Each Tablet Contains
Enalapril Maleate ............... 20 mg
Dairy No. date of R &I fee Dy. No. 15290 dated 07.03.2019. Fee paid vide voucher
No. 0835954 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ACE inhibitors, plain
ATC Code: C09AAQ2
Type of form Form 5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO. As per DRAP policy.
Approval status of product in Enalapril Maleate 20 mg Tablets
Reference Regulatory Authorities MHRA Approved
Me-too-status Cardiotec 20mg Tablet Reg. No. 007706
M/s Wilsons Pharmaceuticals (Pvt.) Ltd. Islamabad
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

194.] Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant (DML No. 000406)

Tablet Section (General)
Brand Name + Dosage Form and Metro 200mg Tablet
Strength
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Composition

Each film coated tablet Contains;
Metronidazole B.P. ...... 200mg

Dairy No. date of R &I fee

Dy. No. 15368 dated 07.03.2019. Fee paid vide voucher
No. 0836422 dated 07.03.2019, endorsed on 07.03.2019

Pharmacological Group

Aagents Against Amoebiasis And Other Protozoal
Diseases, Nitroimidazole Derivatives.
ATC Code: P0LABO1

Type of form Form 5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Metronidazole 200 mg Tablets
Film-coated tablets
MHRA Approved

Me-too-status

Flagyl Tablets 200mg Reg. No. 000910

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of

correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

195.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and Sartan 20mg tablet
Strength
Composition Each film coated tablet contains
Telmisartan ............... 20 mg
Dairy No. date of R &I fee Dy. No. 15234 dated 07.03.2019. Fee paid vide voucher
No. 0758798 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin Il Antagonists, plain.
ATC Code: CO9CAO07.
Type of form Form-5A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO. As per DRAP policy.
Approval status of product in Telmisartan 20mg Glenmark film-coated tablets
Reference Regulatory Authorities MHRA Approved
Me-too-status Telsartan Tablet 20mg Reg. No. 045976
M/s CCL Pharmaceuticals (Pvt) Ltd., 62 Industrial Estate
Kot Lakhpat Lahore
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
196.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

Sartan 40mg tablet

Composition

Each film coated tablet contains
Telmisartan ...............

Dairy No. date of R &I fee

Dy. No. 15279 dated 07.03.2019. Fee paid vide voucher
No. 0829595 dated 02.03.2019, endorsed on 07.03.2019
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Pharmacological Group

Angiotensin Il Antagonists, plain.
ATC Code: CO9CAO07.

Type of form

Form-5A

Finished product specifications

USP Specifications

Pack size and Demand Price

As per SRO. As per DRAP policy.

Approval status of product in
Reference Regulatory Authorities

Telmisartan 40mg Glenmark film-coated tablets
MHRA Approved

Me-too-status

Tesart 40mg Tablets Reg. No. 045082
M/s Bosch Pharmaceuticals, Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of

correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

197. Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant (DML No. 000406)

Tablet Section (General)

Brand Name + Dosage Form and AMDOMET 250 mg Tablet

Strength

Composition Each Film Coated Tablet contains;

Methyldopa ......... 250 mg
Dairy No. date of R &I fee Dy. No. 15300 dated 07.03.2019. Fee paid vide voucher
No. 0835968 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group antiadrenergic agents
ATC Code: C02AB

Type of form Form-5

Finished product specifications USP Specifications

Pack size and Demand Price As per DRAP policy

Approval status of product in Methyldopa 250mg Tablets BP

Reference Regulatory Authorities Film coated tablets

MHRA Approved.
Me-too-status Aldomet 250 mg Tablet Reg. No. 000311
M/s OBS (Pvt.) Itd.Karachi

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate

valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  On page 75 of the dossier, definition of Gastro-
resistant Bisacodyl Tablets is given. This need
correction along with provision of Requisite fee.

Decision: Approved.

198.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

VERINE 200 mg Tablet

Composition

Each Fim Coated Tablet Contains;
Mebeverine HCI.............. 200 mg

Dairy No. date of R &I fee

Dy. No. 15322 dated 07.03.2019. Fee paid vide voucher
No. 0835991 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Drugs For Functional Gastrointestinal DisordersSynthetic
Anticholineragics, Esters With Tertiary Amino Group
ATC Code: AO3AA04

Type of form

Form-5-A

Finished product specifications

Manufacturer’s Specifications

Pack size and Demand Price

As per DRAP policy

Approval status of product in
Reference Regulatory Authorities

Could not be found.
The one provided by the applicant is a modified release
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capsule of Mebeverine.

Me-too-status

Could not be verified.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  The firm shall submit Approval status of product in
Reference Regulatory Authorities.
iii.  The firm shall submit evidence of me too of same
strength.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

meeting.
199.] Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)

Tablet Section (General)

Brand Name + Dosage Form and
Strength

MLODI 5mg Tablet

Composition

Each Film Coated Tablet Contains;
Amlodipine Besylate ............. 5 mg

Dairy No. date of R &I fee

Dy. No. 15241 dated 07.03.2019. Fee paid vide voucher
No. 0758998 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Dihydropyridine derivatives
ATC Code: C08CA01

Type of form

Form-5-A

Finished product specifications

In-House Specifications (Page 104)

Pack size and Demand Price

As per DRAP Policy

Approval status of product in
Reference Regulatory Authorities

Norvasc 5 mg Tablets (amlodipine besylate equivalent to 5
mg of amlodipine per tablet).
FDA Approved

Me-too-status

Norvasc Tablet 5mg Reg. No. 011825
M/s Pfizer Pakistan Ltd., B-2-SITE Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

ii.  The specifications of the applied product are
present in pharmacopoeia and specifications
applied are mfg specifications. This needs
correction along with requisite fee.

iii.  The product of innovator is not film coated and the
applied product is film coated. Justification is
required.

Decision: Deferred for submission of correct Form-5, revised drug product specifications as per|
Pharmacopoeia and revised master formulation as per innovator product along with full fee as
per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

200.| Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

FEBUX 40mg Tablet

Composition

Each Tablet contains;
Febuxostat ................. 40 mg
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Dairy No. date of R &I fee

Dy. No. 15371 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836425 dated 07.03.2019, endorsed on
07.03.2019

Pharmacological Group

Preparations inhibiting uric acid production
ATC Code: MO4AAO3

Type of form

Form-5-A

Finished product specifications

In-house Specifications

Pack size and Demand Price

As per SRO and DRAP Policy

Approval status of product in
Reference Regulatory Authorities

Uloric tablets 40 mg.
FDA Approved.

Me-too-status

Adenuric Tablet 40mg Reg. No. 067033
M/s S.J & G. Fazul Ellahie (Pvt) Ltd., E/46 S.I.T.E
Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  The specifications of the finished product is
mentioned different at multiple points, on page 88
of the dossier In-house specifications are
mentioned and on page 127 innovator’s
specifications are mentioned. This need to be
clarified.

Decision: Deferred for submission of correct Form-5 and drug product specifications along with
full fee as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

201.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

FEBUX 80mg Tablet

Composition

Each Tablet contains;
Febuxostat ................. 80 mg

Dairy No. date of R &I fee

Dy. No. 15370 dated 07.03.2019. Fee paid vide voucher
No. 0836424 dated 07.03.2019, endorsed on 07.03.2019

Pharmacological Group

Preparations inhibiting uric acid production
ATC Code: MO4AAO3

Type of form

Form-5-A

Finished product specifications

In-house Specifications (Page 88)

Pack size and Demand Price

As per SRO and DRAP Policy

Approval status of product in
Reference Regulatory Authorities

Uloric tablets 80 mg.
FDA Approved.

Me-too-status

Adenuric Tablet 80mg Reg. No. 067034
M/s S.J & G. Fazul Ellahie (Pvt) Ltd., E/46 S.I.T.E
Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  The specifications of the finished product is
mentioned different at multiple points, on page 88
of the dossier In-house specifications are
mentioned and on page 127 innovator’s
specifications are mentioned. This need to be
clarified.

Decision: Deferred for submission of correct Form-5 and drug product specifications along with
full fee as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

202.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)
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Brand Name + Dosage Form and
Strength

MEBIN 500 mg Tablet

Composition

Each Tablet Contains;
Mebendazole ....... 500 mg

Dairy No. date of R &I fee

Dy. No. 15359 dated 07.03.2019. Fee paid vide voucher
No. 0836408 dated 07.03.2019, endorsed on 07.03.2019

Pharmacological Group

\ANTINEMATODAL AGENTS, Benzimidazole derivatives

ATC Code: P02CA01

Type of form Form-5-A

Finished product specifications USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in ERMOX 500 mg Chewable Tablets
Reference Regulatory Authorities DA Approved

Me-too-status

Vermox 500 mg Reg. No. 009082
M/s Aspin Pharma (Pvt) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  The strength of 500mg mebendazole is approved in
RRA in chewable form, the applied product is not
chewable. Clarification is required.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021 for revision of formulation and label as per|
innovator product as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

203.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and APRIL 1.25 mg Tablet

Strength

Composition Each film Coated Tablet Contains;
Ramipril ............... 1.25 mg

Dairy No. date of R &I fee Dy. No. 15226 dated 07.03.2019. Fee paid vide voucher
No. 0758790 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group ACE Inhibitors, plain,
ATC Code: C09AAQ5

Type of form Form-5-A

Finished product specifications USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Ramipril 1.25 mg Tablets

Reference Regulatory Authorities MHRA Approved

Me-too-status Mevlon 1.25mg Tablet Reg. No. 045336
M/s Helix Pharma (Pvt) Ltd., A/56 SITE Mangopir
Karachi

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021 as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

204.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

APRIL 5 mg Tablet
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Composition

Each Film Coated Tablet Contains;
Ramipril.............. 5mg

Dairy No. date of R &I fee

Dy. No. 15258 dated 07.03.2019. Fee paid vide voucher
No. 0829572 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

ACE Inhibitors, plain,
ATC Code: CO9AA05

Type of form Form-5-A

Finished product specifications BP/USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Delix 5mg Tablets (Hoescht MR, Germany)
Reference Regulatory Authorities Bfarm Germany Approved

Me-too-status

Tritace 5mg Tablets Reg. No. 019565

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021 as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

Applicant

205. Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and APRIL 10 mg Tablet

Strength

Composition Each Film Coated Tablet Contains;
Ramipril.............. 10 mg

Dairy No. date of R &I fee Dy. No. 15228 dated 07.03.2019. Fee paid vide voucher
No. 0758792 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group ACE Inhibitors, plain,
ATC Code: C09AA05

Type of form Form-5-A

Finished product specifications BP/USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Ramipril 10 mg Tablets

Reference Regulatory Authorities MHRA Approved

Me-too-status Tritace 10mg Tablets Reg. No. 045390
M/s Sanofi-Aventis Pakistan Ltd., Plot No. 23 Sector 22
Korangi Industrial Area Karachi

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021 as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

206.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

VENTO 2 mg Tablet

Composition

Each Tablet Contains;
Albuterol as sulfate ............ 2 mg

Dairy No. date of R &I fee

Dy. No. 15337 dated 07.03.2019. Fee paid vide voucher
No. 0836430 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Selective beta-2-adrenoreceptor agonists,
ATC Code: R03CC02

Type of form

Form-5-A
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Finished product specifications

USP Specifications

Pack size and Demand Price

As per SRO

Approval status of product in
Reference Regulatory Authorities

Salbutamol Tablets BP 2mg

Each tablet contains 2.4mg salbutamol sulfate equivalent to
2mg salbutamol.

MHRA Approved

Me-too-status

BRONKAL-2 TAB Reg. No. 011638
Each tablet contains:- SULBUTAMOL SULPHATE 2mg
M/s Atco Laboratories Limited, B-18 S.I.T.E Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021 as per notification No.F.7-11/2012-B&A/DRAP

dated 07-05-2021.

Applicant

207.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and GABA 300 mg Tablet
Strength
Composition Each Tablet Contains;
Gabapentin ............... 300 mg
Dairy No. date of R &I fee Dy. No. 15324 dated 07.03.2019. Fee paid vide voucher
No. 0835993 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group Other antiepileptics
ATC Code: NO3AX12
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in Evidence of approval of Strength of 300 mg in tablet
Reference Regulatory Authorities dosage form in RRA could not be verified.
Me-too-status Gabapen Tablet 300 mg Reg. No. 060555
M/s Batala Pharmaceuticals Gujranwala
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i. The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Strength of tablet in application at S. No. 4, page 4
is mentioned as 100 mg. It needs correction along
with submission of requisite fee.
iii.  Evidence of approval of Strength of 300 mg in tablet
dosage form in RRA is required.
Decision: Deferred for submission of correct Form-5, clarification of applied strength along
with full fee as per notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
208.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

VASTCOR 10 mg tablet

Composition

Each Film Coated Tablet contains;
Simvastatin............. 10 mg

Dairy No. date of R &I fee

Dy. No. 15293 dated 07.03.2019. Fee paid vide voucher
No. 0835960 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

HMG CoA reductase inhibitors
ATC Code: C10AA01

Type of form

Form-5-A
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Finished product specifications

USP Specifications

Pack size and Demand Price

As per SRO

Approval status of product in
Reference Regulatory Authorities

Simvastatin 10 mg Tablets Reg. No. 027757
Each film-coated tablet contains Simvastatin,10mg
MHRA Approved.

Me-too-status

Atcol 10 mg Tablets
M/s Atco Laboratories B-18 S.I.T.E Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of

correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

209.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and GALNAS 50 Tablet
Strength
Composition Each Film Coated Tablet Contains;
Vildagliptin ......... 50 mg
Dairy No. date of R &I fee Dy. No. 15265 dated 07.03.2019. Fee paid vide voucher
No. 0829580 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group BLOOD GLUCOSE LOWERING DRUGS, EXCL.
INSULINS, Dipeptidyl peptidase 4 (DPP-4) inhibitors
ATC Code: A10BHO02
Type of form Form-5-A
Finished product specifications In-House Specifications
Pack size and Demand Price As per SRO
Approval status of product in Galvus 50 mg Tablet
Reference Regulatory Authorities MHRA Approved.
Me-too-status Galvus Tablets 50 mg Reg. No. 059038
M/s Novartis Pharma (Pakistan) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  The applied product is film coated. The firm shall
provide evidence of film coated tablets vildagliptin
50 mg approved in RRA.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Revision of Formulation as per innovator product.
210.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

IRBES 75 mg Tablet

Composition

Each film Coated Tablet Contains;
Irbesartan.................... 75 mg

Dairy No. date of R &I fee

Dy. No. 15254 dated 07.03.2019. Fee paid vide voucher
No. 0818379 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Angiotensin-11 Antagonists, Plain.
ATC Code: C09CA04

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
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Approval status of product in
Reference Regulatory Authorities

Irbesartan 75 mg film-coated tablets
MHRA Approved.

Me-too-status

Irecon Tablet 75 mg Reg. No. 039725
M/s Barret Hodgson Pakistan Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07

-05-2021.

Applicant

211.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and HARTAN 160 mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Valsartan .......... 160 mg
Dairy No. date of R &I fee Dy. No. 15283 dated 07.03.2019. Fee paid vide voucher
No. 0829599 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin 11 receptor blockers (ARBS), plain
ATC Code: C09CAO03
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Valsartan 160 mg Film-Coated Tablets
Reference Regulatory Authorities MHRA Approved
Me-too-status Nuval 160mg Tablet Reg. No. 066837
M/s PharmEvo (Pvt) Ltd., A-29 North West Industrial
Zone Light Industrial Zone Port Qasim Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
212.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

OPRAM 20.0 MG Tablet

Composition

Each Film Coated Tablet Contains;
Escitalopram as Oxalate 20 mg

Dairy No. date of R &I fee

Dy. No. 15266 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829581 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

Antidepressants, Selective serotonin reuptake inhibitors.
ATC Code: NO6AB10

Type of form Form-5-A

Finished product specifications USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Cipralex 20 mg film-coated tablets
Reference Regulatory Authorities MHRA Approved

Me-too-status

Cipralex Fim-Coated Tablets 20 mg Reg. No. 059035
M/s Lundbeck Pakistan (Pvt.) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
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Application shall be submitted on correct form i.e.
Form 5

The strength of tablet at S. No 4 of page 4 is
mentioned as 5 mg. This needs to be corrected
along with submission of requisite fee.

Decision: Deferred for submission of submission of correct Form-5 along with full fee.
e Submission of proper formulation and strength.

Applicant

213.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and VISTA 5mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Rosuvastatin as calcium .... Smg
Dairy No. date of R &I fee Dy. No. 15262 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829576 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group HMG CoA reductase inhibitors
ATC Code: CI10AA07
Type of form Form-5-A
Finished product specifications Innovator’s Specifications
Pack size and Demand Price As per SRO
Approval status of product in Rosuvastatin DAWA 5,10, 20 and 40 mg Film-Coated
Reference Regulatory Authorities Tablets
MHRA Approved.
Me-too-status Hyporose 5mg tablet Reg. No. 050413
M/s Mediate Pharmaceutical (Pvt.) Ltd. Karachi
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
214.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

VENTO 8.0mg Extended-Release Tablets

Composition

Each extended release tablet contains;
Albuterol as Sulphate

Dairy No. date of R &I fee

Dy. No. 15339 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836432 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Selective beta-2-adrenoreceptor agonists
ATC Code: R03CC02

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

VOSPIRE ER Albuterol sulfate eq 8 mg base
FDA Approved.

Me-too-status

Inhalerin SR Tab 8mg Reg. No. 029556
M/s Werrick Pharmaceuticals Islamabad.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  The strength of tablet at S. No. 4, page 4 is

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022)

118




mentioned as 2mg/tablet. This needs to be

corrected along with submission of requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Submission of proper formulation and strength.

Applicant

215.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and MPROVEL 150mg/12.5mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Irbesartan ................. 150 mg
Hydrochlorothiazide ...12.5 mg
Dairy No. date of R &I fee Dy. No. 15250 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0818370 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group Angiotensin Il receptor blockers (ARBs) and diuretics
ATC Code: CO9DA04
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in Irbesartan Hydrochlorothiazide 150 mg/12.5 mg film
Reference Regulatory Authorities coated tablets
MHRA Approved
Me-too-status Arbi-D 150/12.5 tablet Reg. No 073772
M/s PharmEvo (Pvt.) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
216.| Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

MPROVEL 300mg/25mg Tablet

Composition

Each Film Coated Tablet Contains;
Irbesartan
Hydrochlorothiazide ...25 mg

Dairy No. date of R &I fee

Dy. No. 15259 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829573 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

Angiotensin 11 receptor blockers (ARBs) and diuretics
ATC Code: CO9DA04

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Irbesartan Hydrochlorothiazide 300 mg/25 mg film coated
tablets
MHRA Approved

Me-too-status

Arbi-D 300mg/25mg tablet Reg. No 088175
M/s PharmEvo (Pvt.) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
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No.F.7-11/2012-B&A/DRAP dated 07

-05-2021.

Applicant

217. Name and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and CO-HARTAN 160 mg/12.5 mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Valsartan.................. 160 mg
Hydrochlorothiazide..... 12.5 mg
Dairy No. date of R &I fee Dy. No. 15278 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829594 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group Angiotensin 1 receptor blockers (ARBs) and diuretics
ATC Code: C09DA03
Type of form Form-5A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in Valsartan-Hydrochlorothiazide 160mg/12.5mg Film-
Reference Regulatory Authorities Coated tablets.
MHRA Approved
Me-too-status Nuval —D 160/12.5mg Tablet Reg. N0.066839
M/s PharmEvo (Pvt.) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
218.llame and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

rand Name + Dosage Form and
trength

CO-APRIL (2.5mg/12.5mg)
(Ramipril/Hydrochlorothiazide) Tablet

omposition

Each Tablet Contains;
Ramipril (BP) 2.5 mg
Hydrochlorothiazide (BP)....12.5 mg

bairy No. date of R &I fee

Dy. No. 1357 dated 07.03.2019. Fee Rs. 20,000/- paid vide
voucher No. 0835453 dated 07.03.2019, endorsed on
07.03.2019

harmacological Group

ACE inhibitors and diuretics
ATC Code: CO9BAO5

ype of form

Form-5

inished product specifications

Manufacturers Specifications.

ack size and Demand Price

28’s. As per SRO.

Approval status of product in Reference
Regulatory Authorities

ALTACE HCT Tablet
Health Canada Approved.

fle-too-status

Triatec HCT 2.5/12.5mg Tablet Reg. No. 043011
M/s Sanofi-Aventis Pakistan Ltd. Karachi.

5MP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

emark of the Evaluator.

I.  Specifications of Finished Product are mentioned
as Manufacturers specifications.

decision: Approved with Innovator’s Sp

ecifications.

219.

lame and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

rand Name + Dosage Form and

GLIME-M 2.0 mg / 500 mg Tablet

trength
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omposition Each Film Coated Tablet Contains;

Glimepiride .................. 2.0 mg

Metformin HCI ............. 500 mg

bairy No. date of R &I fee Dy. No. 15274 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829589 dated 02.03.2019, endorsed on
07.03.2019

harmacological Group Combinations of oral blood glucose lowering drugs,
metformin and sulfonylureas

ATC Code: A10BD02

ype of form Form-5A
inished product specifications Innovator’s Specifications.
ack size and Demand Price As per SRO

\pproval status of product in Reference | Could not be confirmed.
Regulatory Authorities
/le-too-status Getformin Tablet 2mg+500mg Reg. No. 044126
M/s Getz Pharma (Pvt) Ltd. Karachi.

5MP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
220. i.  The application is submitted on Form-5A.
emark of the Evaluator. Application shall be submitted on correct form i.e.
Form 5

ii.  Approval of product in Reference Regulatory
Authorities is required.

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

meeting.
221. lame and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
rand Name + Dosage Form and NEXET-D 60mg/120mg Tablet
trength
omposition Each Film Coated Tablet Contains;
Fexofenadine Hydrochloride USP ............ 60 mg
Pseudoephedrine Hydrochloride USP ........ 120 mg
dairy No. date of R &I fee Dy. No. 15306 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835974 dated 05.03.2019, endorsed on
07.03.2019
harmacological Group pseudoephedrine, combinations
ATC Code: RO1BA52
ype of form Form-5
inished product specifications Amros Specifications
ack size and Demand Price 1 x 10’s As per SRO
Approval status of product in Reference | ALLEGRA-D Fexofenadine hydrochloride and
Regulatory Authorities pseudoephedrine hydrochloride caplets (Sustained-
Release) Caplets, 60 mg & 120 mg, Oral.
The product approved by Health Canada is a Sustained
release formulation.
fle-too-status Fexo-D Tablets Reg. No. 031607
M/s Hilton Pharma (Pvt.) Ltd.
5MP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
emark of the Evaluator. i.  Approval of product in Reference Regulatory
Authorities is required.
Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities
222.lame and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 121



Tablet Section (General)

rand Name + Dosage Form and
trength

FORMIN 50/500mg Tablet

omposition

Each Film Coated Tablet Contains;
Metformin HCI .......... 500 mg
Vildagliptin .............. 50 mg

bairy No. date of R &I fee

Dy. No. 15264 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829578 dated 02.03.2019, endorsed on
07.03.2019

harmacological Group

Combinations of oral blood glucose lowering drugs.
ATC Code: A10BD08

ype of form Form-5A
inished product specifications Innovator’s Specifications.
ack size and Demand Price As per SRO

A\pproval status of product in Reference
Regulatory Authorities

Galvumet Film Coated Tablets (50 mg vildagliptin and 500
mg metformin hydrochloride)
Swissmedic Approved

le-too-status

Galvus Met 50/500mg tablet Reg. No. 078106
M/s Novartis Pharma (Pakistan) Ltd. Karachi.

5MP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

emark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

manufacture / Applicant

223. lame and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
rand Name + Dosage Form and FORMIN 50/850mg Tablet
trength
omposition Each Film Coated Tablet Contains;
Metformin HCI .......... 850 mg
Vildagliptin .............. 50 mg
bairy No. date of R &I fee Dy. No. 15246 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829579 dated 02.03.2019, endorsed on
07.03.2019
harmacological Group Combinations of oral blood glucose lowering drugs.
ATC Code: A10BD08
Type of form Form-5A
inished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Reference | Galvumet Film Coated Tablets (50 mg vildagliptin and 850
Regulatory Authorities mg metformin hydrochloride)
Swissmedic Approved
Me-too-status Vilfor 50/850mg tablet Reg. No. 106507
M/s Hi-Medic Pharmaceuticals (Pvt) Ltd Lahore
sMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
224. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Strength

Brand Name + Dosage Form and

LO-HARD 50mg/12.5mg Tablet
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Composition Each film coated tablet contains;
Losartan Potassium ......... 50 mg
Hydrochlorothiazide......... 12.5 mg

Dairy No. date of R &I fee

Dy. No. 15284 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829600 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

Angiotensin 11 receptor blockers (ARBs) and diuretics.
ATC Code: C09DA01

Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory
Authorities

AHRA Approved.

LOSARTAN POTASSIUM
/HYDROCHLOROTHIAZIDE 50MG /12.5MG
TABLETS (Film Coated)

Me-too-status

Thaitan-H 50mg/12.5mg Tablet Reg. No. 104788
M/s Jaens Pharmaceutical Industries (Pvt.) Ltd. Lahore.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of correct Form-5 along with full fee as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

225. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and| LO-HARD 100mg/12.5mg Tablet
Strength
Composition Each film coated tablet contains;
Losartan Potassium ......... 100 mg
Hydrochlorothiazide......... 12.5 mg
Dairy No. date of R &I fee Dy. No. 15247 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0801927 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group Angiotensin Il receptor blockers (ARBs) and diuretics.
ATC Code: C09DA01
Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in OZAAR-COMP 100MG/12.5MG FILM-COATED
Reference Regulatory TABLETS
Authorities AHRA Approved.
Me-too-status Losmart-H 100mg/12.5mg Tablet Reg. No. 100198
M/s Scilife Pharma (Pvt.) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
226. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

manufacture / Applicant

(DML No. 000406)
Capsule Section (General)

rand Name + Dosage Form and

COXIB 100mg Capsule

Composition

Each Capsule Contains;

Celecoxib ............ 100 mg
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Dairy No. date of R &I fee

Dy. No. 15236 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0758800 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS, Coxibs.
ATC Code: MO1AHO1

Type of form Form-5A

Finished product specifications | Innovator’s Specifications.
Pack size and Demand Price As per SRO

Approval status of product in CELEBREX 100-mg capsules
Reference Regulatory FDA Approved

Authorities

Me-too-status

Celbex Capsules 100mg Reg. No. 028694
M/s Getz Pharma (Pvt) Ltd., 29-30 Sector 27 Korangi
Industrial Area Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
ii.  Inproduct summary dosage form is mentioned as
“oral 100mg per tablet”

Decision: Deferred for following;
Submission of correct Form-5 along with full fee.
Submission of proper formulation and strength of applied product.

227.

Name and address of
manufacture / Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Oral Liquid Section (General)

Brand Name + Dosage Form and

Strength

VERINE 10mg/ml Oral Solution

Composition

Given for film coated tablets. (Page 110)

Dairy No. date of R &I fee

Dy. No. 15311 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835980 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Synthetic anticholinergics, esters with tertiary amino

group.
ATC Code: A03AA04
Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory
Authorities

Mebeverine hydrochloride 50mg/5ml Oral Suspension
MHRA Approved

Me-too-status

Could not be verified.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

ii.  Label claim is given for tablet, not for oral liquid.

iii.  Formulation approved in RRA is a suspension with
label claim of 50mg/5ml. The applied label claim
is different and dosage form is also different (oral
solution). Evidence is required for applied
formulation in RRA.

iv.  Evidence of Me-too product is also required.

Decision: Deferred for following;
Submission of correct Form-5 along with full fee.
Evidence of approval of applied formulation in reference regulatory
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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-tog
status) alongwith registration number, brand name and name of firm.

e Submission of proper formulation, label and specifications of the applied product.

228. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Oral Liguid Section (General)
Brand Name + Dosage Form and | Active-DM Syrup (Dextromethorphen 10 mg,
Strength Pseudoephedrine HCI 30 mg)
Composition Each 5ml contains;
Dextromethorphan Hydrobromide....... 10 mg
Pseudoephdrine Hydrochloride ........ 30 mg
Triprolidine hydrochloride.............. 1.25 mg
Dairy No. date of R &I fee Dy. No. 15307 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835975 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Other antihistamines for systemic use
ATC code: RO6AX07
Type of form Form-5A
Finished product specifications | Not mentioned.
Pack size and Demand Price 60 ml, as per SRO
Approval status of product in Multi-Action ACTIFED Dry Coughs (oral Liquid)
Reference Regulatory MHRA approved
Authorities
Me-too-status Actifed DM Cough Syrup Reg. No. 007817
M/s GSK west Warf Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5.
ii.  Specifications of finished product are not
mentioned in the application.

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of proper specifications.

229. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Oral Liquid Section (General)
Brand Name + Dosage Form ZINEDAL 5mg Syrup
andStrength
Composition Each 5 ml contains
Cetirizine dihydrochloride ............. 5mg
Dairy No. date of R &I fee Dy. No. 15230 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0758794 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group Piperizine derivatives
ATC Code: RO6AEQ7
Type of form Form-5A

Finished product specifications | USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Cetirizine Hydrochloride 5 mg/5 ml Oral Solution

Reference Regulatory MHRA Approved.

Authorities

Me-too-status Rigix Oral Solution Reg. No. 020308
M/s AGP (Pvt) Ltd. Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
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Form 5
ii.  In me-too and RRA Cetrizine hydrochloride is
approved, not dihydrochloride. Label and
formulation shall be corrected along with
submission of requisite fee.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting. Or,

e Correction for salt of API as per innovator product.

230. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Oral Liguid Section (General)
Brand Name + Dosage Form and| HYDROSIN-DM Syrup (diphenhydramine 5mg +
Strength Dextromethorphan 6.25) per 5 ml
Composition Each 5 ml contains;
Diphenhydramine............ Smg
Dextromethorphan.......... 6.25 mg
Dairy No. date of R &I fee Dy. No. 15351 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835958 dated 06.03.2019, endorsed on
07.03.2019
Pharmacological Group diphenhydramine, combinations.
ATC Code: RO6AA52
Type of form Form-5A
Finished product specifications | Manufacturers Specifications.
Pack size and Demand Price 120 mL, 450 mL. As per SRO
Approval status of product in Could not be verified for the applied strength
Reference Regulatory
Authorities
Me-too-status Cofex DM Syrup Reg. No 040625
M/s Wilson’s Pharmaceuticals, 387-388 Sector 1-9
Industrial Area Islamabad
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
ii.  The RRA approved formulations have salt forms in
their label claim, (Dextromethorphan
Hydrobromide, Diphenhydramine Hydrochloride).
iii.  The reference for this strength could not be
verified in RRA.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275%
meeting.

231. Name and address of M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

manufacture / Applicant (DML No. 000406)
Oral Liquid Section (General)

Brand Name + Dosage Form and| VENTO SYRUP 2mg/5ml

Strength

Composition Each 5 mL contains;
Albuterol as Sulfate ............. 2 mg

Dairy No. date of R &I fee Dy. No. 15332 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836406 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group Selective beta-2-adrenoreceptor agonists
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ATC Code: R03CC02

Type of form

Form-5A

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

120 mL, As per SRO

Approval status of product in
Reference Regulatory
Authorities

Ventolin Syrup
MHRA Approved

Me-too-status

Bronkal Syrup Reg. No. 013894
M/s Atco Laboratories Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted..

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  pharmacopoeial specifications of the applied
formulation are available, specifications shall be
revised to pharmacopoeial specs.

Decision: Deferred for following;
Submission of correct Form-5 along with full fee.

Revision of Specifications.

manufacture / Applicant

232. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Oral Dry Powder Suspension Section (General)
Brand Name + Dosage Form and| ANZAL 100 mg Oral Solution
Strength
Composition Each 5 mL contains;
Linezolid....... 100 mg
Dairy No. date of R &I fee Dy. No. 15321 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835990 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Other antibacterials.
ATC Code: J01XX08
Type of form Form-5A
Finished product specifications | Innovator’s Specifications
Pack size and Demand Price As per SRO
Approval status of product in Linezolid 100mg/5ml granules for oral suspension
Reference Regulatory MHRA Approved.
Authorities
Me-too-status Nezkil Dry Suspension Reg. No. 067037
M/s S.J. & G. Fazul Ellahi (Pvt.) Ltd. Karachi
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Applied product is oral solution, the formulation of
linezolid is in form of granules for oral suspension.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of correct formulation as per innovator product.
233. Name and address of M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Oral Liquid Section (General)

Brand Name + Dosage Form and

Strength

METRO 200 mg/5ml Suspension

Composition

Each 5mL contains;
Metronidazole base.................. 200 mg

Dairy No. date of R &I fee

Dy. No. 15374 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836428 dated 05.03.2019, endorsed on
07.03.2019
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Pharmacological Group

Antibacterial for Systemic use.
ATC Code: J01XD01

Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory
Authorities

Metronidazole 200 mg/5 ml Oral Suspension

Each 5 ml of oral suspension contains metronidazole
benzoate equivalent to 200 mg of metronidazole
MHRA Approved.

Me-too-status

Diagyl Suspension Reg. No. 020229
M/s Swiss Pharmaceuticals (Pvt) Ltd., A-159 SITE North
Karachi Scheme No. 33 Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Saltis not mentioned in label claim.

Decision: Deferred for following:

e Submission of correct Form-5 along with full fee.
e Correction for salt of API as per innovator product.

234.

Name and address of
manufacture / Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Oral Liguid Section (General)

Brand Name + Dosage Form and
Strength

BENARIL SYRUP

Composition

Each 5 ml contains;

Ammonium Chloride....... 131.5 mg
Chloroform... 22 mg

Menthol....... 1 mg

Sodium Citrate ....... 55 mg
Diphenhydramine .....13.5 mg

Dairy No. date of R &I fee

Dy. No. 15288 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835952 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

diphenhydramine, combinations
ATC Code: RO6AA52

Type of form

Form-5A

Finished product specifications

Innovator’s Specifications

Pack size and Demand Price

120mL, 450mL. As per SRO

Approval status of product in
Reference Regulatory
Authorities

Could not be verified.

Me-too-status

Could not be verified.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i. The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Salt of diphenhydramine is not mentioned.
iii.  Evidence of approval of formulation in RRA is
required.
iv.  Evidence of approval of me-too is required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

e Evidence of approval of applied formulation in reference regulatory
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authorities/agencies which were adopted by the Registration Board in its 275™"

meeting.
e Correction for salt of API.
235. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)

Oral Dry Powder Suspension Section (General)
Brand Name + Dosage Form and| AMCIN-C GRANULES For Oral Solution 75mg/ 5ml

Strength

Composition Label claim is given for capsule.

Dairy No. date of R &I fee Dy. No. 15330 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835999 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group MACROLIDES, LINCOSAMIDES AND

STREPTOGRAMINS, Lincosamides
ATC Code: JO1FFO1

Type of form Form-5A

Finished product specifications | USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Cleocin FOR SOLUTION;ORAL

Reference Regulatory FDA Approved.

Authorities

Me-too-status Could not be confirmed.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate

valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Label claim of Capsule is given
iii.  Evidence of Me-too product is required.

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.
e Submission of proper label claim.
236. Name and address of M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Capsule Section (General)

Brand Name + Dosage Form and| BALIN 50 MG Capsule

Strength

Composition Each Capsule Contains;
Pregabalin .............. 50 mg

Dairy No. date of R &I fee Dy. No. 15277 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829593 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group Other antiepileptics
ATC Code: NO3AX16

Type of form Form-5A

Finished product specifications | Innovator’s Specifications

Pack size and Demand Price 14’s. As per SRO

Approval status of product in Lyrica® 50 mg hard capsules

Reference Regulatory MHRA Approved.

Authorities

Me-too-status Gabica 50 mg Capsule Reg. No. 048725
M/s Getz Pharma (Pvt) Ltd Karachi

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
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| Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
237. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Capsule Section (General)
Brand Name + Dosage Form and| BALIN 150 MG Capsule
Strength
Composition Each Capsule Contains;
Pregabalin .............. 150 mg
Dairy No. date of R &I fee Dy. No. 15313 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835982 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Other antiepileptics
ATC Code: NO3AX16
Type of form Form-5A
Finished product specifications | Innovator’s Specifications
Pack size and Demand Price 14’s. As per SRO
Approval status of product in Lyrica® 150 mg hard capsules
Reference Regulatory MHRA Approved.
Authorities
Me-too-status Gabica 150 mg Capsule Reg. No. 048724
M/s Getz Pharma (Pvt) Ltd Karachi
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
238. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Capsule Section (General)
Brand Name + Dosage Form and| AMIN-C CAPSULE 300mg
Strength
Composition Each Capsule contains;
Clindamycin as HCI................. 300 mg
Dairy No. date of R &I fee Dy. No. 15327 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835996 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group MACROLIDES, LINCOSAMIDES AND
STREPTOGRAMINS, Lincosamides
ATC Code: JOLFF01
Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in Clindamycin 75, 150 and 300 mg Capsules, Hard.
Reference Regulatory MHRA Approved.
Authorities
Me-too-status Greenlin-300 Capsules Reg. No. 052448
M/s Evergreen Pharmaceuticals Lahore.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per
notification No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
239. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
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Cream / Ointment Section (General)

Brand Name + Dosage Form and
Strength

NITRA 20mg/g Cream

Composition

Miconazole Nitrate 2.0 %

Dairy No. date of R &I fee

Dy. No. 15347 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836440 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

ANTIFUNGALS FOR TOPICAL USE, Imidazole and
triazole derivatives.
ATC Code: DO1ACO02

Type of form

Form-5A

Finished product specifications

BP Specifications

Pack size and Demand Price

10 gm, 20 gm. As per SRO

Approval status of product in
Reference Regulatory
Authorities

Daktarin 2% Cream
MHRA Approved

Me-too-status

Myconit Cream Reg. No. 009936
M/s EPLA Laboratories (Pvt) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Label claim of tablet is given instead of cream.
iii.  Strength needs to be correct to %w/w.

Decision: Deferred for following;
Submission of correct Form-5 along with full fee.
Submission of proper label claim, formulation and specifications.

240.

Name and address of
manufacture / Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)

Brand Name + Dosage Form and
Strength

Composition

COOL GEL

Contains;

Lignocaine...................oe.... 0.6% W/W
Cetylpyridinium Chloride .... 0.02% W/W
Menthol ..................eil. 0.06 % W/W
Eucalyptol .........coooeiiiiiniie, 0.1% V/W
Ethanol..........ccooviiiiiiiinin, 33% V/IW

Dairy No. date of R &I fee

Dy. No. 15288 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835952 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Stomatological Preparation,
ATC code: AOLAD11

Type of form

Form-5A

Finished product specifications

Innovator’s Specifications

Pack size and Demand Price

10 gm, 20 gm. As per SRO

Approval status of product in
Reference Regulatory
Authorities

Could not be verified, more ingredients are used than
provided reference.

Me-too-status

Could not be verified, more ingredients are added than
given me-too

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Evidence of RRA approval is required.
iii.  Evidence of me-too is required.
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Decision: Deferred for following;
Submission of correct Form-5 along with full fee.

Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm.

Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

manufacture / Applicant

meeting.
241. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Injectable Section (General)
Brand Name + Dosage Form and| AMROKET 30 MG INJECTION (Ampoule)
Strength (For toll manufacturing)
Composition Each Ampoule Contains;
Ketorolac tromethamine .......... 30 mg
Dairy No. date of R &I fee Dy. No. 15373 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836427 dated 07.03.2019, endorsed on
07.03.2019
Pharmacological Group ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS, Acetic acid derivatives
and related substances.
ATC Code: MO1AB15
Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price 1x1, as per SRO.
Approval status of product in Ketorolac trometamol 30mg/ml Solution for Injection
Reference Regulatory MHRA Approved.
Authorities
Me-too-status Ketometa 30mg Injection Reg. No. 108436
M/s Lahore Chemical & Pharmaceutical Works Lahore.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
ii.  Volume of ampoule should be mentioned. Revise
label claim accordingly along with requisite fee.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Revision of label claim as per innovator product.
242. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Injectable Section (General)

Brand Name + Dosage Form and
Strength

AM-TOP 40mg Infusion

Composition

Each Infusion Contains;
Pantoprazole as Sodium sesquihydrate .... 40 mg

Dairy No. date of R &I fee

Dy. No. 15288 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835952 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Proton Pump Inhibitor
ATC Code: A02BC02

Type of form

Form-5A

Finished product specifications

USP Specifications

Pack size and Demand Price

10 infusions, As per SRO

Approval status of product in
Reference Regulatory
Authorities

Infusion could not verified, powder for infusion is MHRA
approved.

Me-too-status

Could not be verified for infusion.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
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valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

ii.  Route of administration is mentioned as oral, needs
correction.

iii.  Clarify whether product is infusion or powder for
infusion.

iv.  Provide evidence of section approval for general
vial dry powder filling.

v.  If product is in infusion form, provide evidence of
RRA approval and Me-too status. Also mention
volume of infusion in label claim

Decision: Deferred for following;
Submission of correct Form-5 having proper details of product applied along with full

fee.

Evidence of approval of required manufacturing facility of “Dry powder Injection”

Section from CLB.

Evidence of applied formulation/drug already approved by DRAP (generic / me-too
status) alongwith registration number, brand name and name of firm.

Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting.Correction for salt of API.

manufacture / Applicant

243. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Injectable Section (General)
Brand Name + Dosage Form and| XAMIC 500mg Injection
Strength
Composition Each Injection Contains;
Tranexamic Acid...... .... 500 mg
Dairy No. date of R &I fee Dy. No. 15285 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0818376 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group ANTIHEMORRHAGICS
B02A ANTIFIBRINOLYTICS, Amino Acids
ATC Code: B02AAQ2
Type of form Form-5A
Finished product specifications | USP Specifications
Pack size and Demand Price 2x 10’s. As per SRO
Approval status of product in Cyklokapron Injection, 500mg/5ml Solution for injection
Reference Regulatory MHRA approved.
Authorities
Me-too-status Transamin —INJ Reg. No. 010452
M/s Hilton Pharma (Pvt) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Route of Administration is mentioned as oral,
needs correction.
iii.  Mention volume of ampoule and also revise label
accordingly.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
o Revision of label as per innovator product.
244, Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Injectable Section (General)

Brand Name + Dosage Form and
Strength

ANZAL 400 mg per 200 ml Infusion.
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Composition

Each 200 ml Contains;
Linezolid...... .... 400 mg

Dairy No. date of R &I fee

Dy. No. 15317 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835986 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Other antibacterials.
ATC Code: JO1XX08

Type of form Form-5A
Finished product specifications pnovator’s Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory
Authorities

Zyvox 2 mg/ml solution for infusion, 300 ml infusion bags
contain 600 mg linezolid.
MHRA Approved

Me-too-status

Nezkil 200 mg Infusion, Reg. No. 048802
M/s S.J. & G. Fazul Ellahi (Pvt.) Ltd. Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted..

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Route of Administration is mentioned as oral,
needs correction.

iii.  The product approved in RRA has strength of
600mg/300ml and have volume of 300 ml, whereas
applied product is 400mg/200ml. Reference of
RRA approval of applied product is required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Submit proper details about intended route of administration.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

meeting.

245.

Name and address of
manufacture / Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form
andStrength

AMPITOR 10mg Tablet

Composition

Each Film Coated Tablet Contains;
Atorvastatin as Calcium .....10mg

Dairy No. date of R &I fee

Dy. No. 15257 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818375 dated 07.03.2019

Pharmacological Group

HMG CoA reductase inhibitors.
ATC Code: CI0AA05

Type of form Form 5-A

Finished product specifications | Innovator’s Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Lipitor 10mg, 20mg, 40mg 80mg
Reference Regulatory USFDA Approved.

Authorities

Me-too-status

Lipitor Tablet 10mg Reg. No. 023620
M/s Pfizer Laboratories Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of applied product is available in USP
and applied specifications are innovator’s.
Justification or change of specifications is required
along with submission of requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
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Revision of Specifications.

manufacture / Applicant

246. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and| AMPITOR 20mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Atorvastatin as Calcium .....20mg
Dairy No. date of R &I fee Dy. No. 15252 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818374 dated 07.03.2019
Pharmacological Group HMG CoA reductase inhibitors.
ATC Code: CI10AA05
Type of form Form 5-A
Finished product specifications | Innovator’s Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Lipitor 10mg, 20mg, 40mg 80mg
Reference Regulatory USFDA Approved.
Authorities
Me-too-status Lipitor Tablet 20mg Reg. No. 023621
M/s Pfizer Laboratories Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.
ii.  Monograph of applied product is available in USP
and applied specifications are innovator’s.
Justification or change of specifications is required
along with submission of requisite fee.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Revision of Specifications.
247. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

AMPITOR 40mg Tablets.

Composition

Each Film Coated Tablet Contains;
Atorvastatin as Calcium .....40mg

Dairy No. date of R &I fee

Dy. No. 15248 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818368 dated 07.03.2019

Pharmacological Group

HMG CoA reductase inhibitors.
ATC Code: C10AA05

Type of form Form 5-A

Finished product specifications | Innovator’s Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Lipitor 10mg, 20mg, 40mg 80mg
Reference Regulatory USFDA Approved.

Authorities

Me-too-status

Lipitor Tablet 40mg Reg. No. 023622
M/s Pfizer Laboratories Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

emark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii.  Monograph of applied product is available in USP
and applied specifications are innovator’s.
Justification or change of specifications is required
along with submission of requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
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o Revision of Specifications.
248. lame and address of manufacture / M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Capsule Section (General)
rand Name + Dosage Form and VERINE 200mg Capsule.
trength
Composition Each Capsule Contains;
Mebeverine HCI ....200 mg
Dairy No. date of R &I fee Dy. No. 15269 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0829584 dated 07.03.2019
Pharmacological Group Synthetic anticholinergics, esters with tertiary amino
group.
ATC Code: A03AAD4
Type of form Form 5-A
inished product specifications Innovator’s Specifications.
ack size and Demand Price As per SRO.
Approval status of product in Mebeverine 200 mg modified release capsules (mebeverine
Reference Regulatory Authorities hydrochloride) - PL 35533/0095
MHRA Approved.
Me-too-status Maravine 200mg Capsules Reg. No. 1088112
M/s MTI Medical (Pvt.) Ltd. Lahore.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Pellets Source: M/s Vision Pharmaceuticals.
ii.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

iii.  The formulation mentions pellets will be used, and
label claim does not depict this. Evidence of RRA
is also of modified release capsules which is not
mentioned in label claim. Label claim needs to be
revised accordingly along with submission of
requisite fee (full fee).

249.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting.

250. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and| GABA 100mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Gabapentin ...100mg
Dairy No. date of R &I fee Dy. No. 15325 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0835994 dated 07.03.2019
Pharmacological Group Other antiepileptics.
ATC Code: NO3AX12
Type of form Form 5-A
Finished product specifications | USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Could not be verified.
Reference Regulatory
Authorities
Me-too-status Kendis Tablet 100mg Reg. No. 049035
M/s Martin Dow Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
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i.e Form 5, currently Form 5-A is submitted.
ii.  Evidence of RRA approval of product having
strength of 100mg in tablet form is required.

Decision: Deferred for following:
e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

meeting.
251. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and| GABA 400mg Tablet
Strength
Composition Each Tablet Contains;
Gabapentin ...400mg
Dairy No. date of R &I fee Dy. No. 15323 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0835992 dated 07.03.2019
Pharmacological Group Other antiepileptics.
ATC Code: NO3AX12
Type of form Form 5-A
Finished product specifications | USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Could not be verified.
Reference Regulatory
Authorities
Me-too-status Kendis Tablet 400mg Reg. No. 049037
M/s Martin Dow Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.
ii.  Evidence of RRA approval of product is required.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting.

252. Name and address of M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
manufacture / Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and| METFOR 250mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Metformin HCI ....... 250mg
Dairy No. date of R &I fee Dy. No. 15276 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0801926 dated 07.03.2019
Pharmacological Group Biguanides
ATC Code: A10BAQ2
Type of form Form 5-A
Finished product specifications | USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in
Reference Regulatory Authorities
Me-too-status Glucophage Tablet 250mg Reg. No. 013365
M/s Martin Dow Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.
ii.  The product approved in RRA is uncoated tablet.
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Applied product is film coated. Justification or
correction along with submission of requisite fee is
required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval

of applied

formulation in reference regulatory

authorities/agencies which were adopted by the Registration Board in its 275" meeting,

or,

e Revision of formulation as per innovator product.

Applicant

253. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant (DML No. 000406)

Tablet Section (General)
rand Name + Dosage Form and METFOR 500mg Tablet
trength

Composition Each Film Coated Tablet Contains;
Metformin HCI ....... 500mg

Dairy No. date of R &I fee Dy. No. 15243 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0801924 dated 02.03.2019 endorsed on
07.03.2019

Pharmacological Group Biguanides
ATC Code: A10BAOQ2

Type of form Form 5-A

Finished product specifications USP Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Metformin 500, 850 and 1000mg film-coated tablets PL

Reference Regulatory Authorities 49230/0001-3
MHRA Approved.

Me-too-status Glucophage Tablet 500mg Reg. No. 000552
M/s Martin Dow Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
254, Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

trength

METFOR 850mg Tablet

Composition

Each Film Coated Tablet Contains;
Metformin HCI ....... 850mg

Dairy No. date of R &I fee

Dy. No. 15256 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818382 dated 02.03.2019 endorsed on
07.03.2019

Pharmacological Group Biguanides

ATC Code: A10BA02
Type of form Form 5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Metformin 500, 850 and 1000mg film-coated tablets PL
49230/0001-3
MHRA Approved.

Me-too-status

Exermet Tablet 850mg Reg. No. 098913
M/s Aspin Pharma Karachi..

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
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No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

255, Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and METFOR 1000mg Tablet

trength

Composition Each Film Coated Tablet Contains;
Metformin HCI ....... 1000mg

Dairy No. date of R &I fee Dy. No. 15245 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0801926 dated 07.03.2019

Pharmacological Group Biguanides
ATC Code: A10BAQ2

Type of form Form 5-A

Finished product specifications USP Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Metformin 500, 850 and 1000mg film-coated tablets PL

Reference Regulatory Authorities 49230/0001-3
MHRA Approved.

Me-too-status Glucophage Tablet 1Gm Reg. No. 025488
M/s Merck Quetta

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

256. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and VENTO 4.0mg Tablet

trength

Composition Each Tablet Contains;
Albuterol as Sulfate ...... 4mg

Dairy No. date of R &I fee Dy. No. 15338 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0836431 dated 07.03.2019

Pharmacological Group Selective beta-2-adrenoreceptor agonists, Salbutamol
ATC Code: RO3AC02

Type of form Form 5-A

Finished product specifications USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Salbutamol Tablets BP 4mg

Reference Regulatory Authorities MHRA Approved.

Me-too-status Ventolin Tablet 2mg Reg. No. 000286
M/s GSK Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

257. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and MPROVEL 300mg/12.5mg Tablet
trength

Composition Each Film Coated Tablet Contains;
Irbesartan .............. 300mg
Hydrochlorothiazide. 12.5mg
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Dairy No. date of R &I fee

Dy. No. 15249 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818369 dated 07.03.2019

Pharmacological Group

Angiotensin Il receptor blockers (ARBs) and diuretics
ATC Code: CO9DA04

Type of form Form 5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Irbesartan and Hydrochlorothiazide Dr. Reddys 150
mg/12.5 mg, 300 mg/12.5 mg and 300 mg/25 mg Film-
coated Tablets (Irbesartan and hydrochlorothiazide) -
UK/H/2639/001-3/DC; PL 08553/0404-6

MHRA Approved.

Me-too-status

Arbi-D 300/12.5 Reg. No. 073771
M/s PharmEvo (Pvt.) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

258.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Capsule Section (General)

Brand Name + Dosage Form and
trength

AMCIN-C Capsule 150mg

Composition

Each Capsule Contains;
Clindamycin as HCI.... 150mg

Dairy No. date of R &I fee

Dy. No. 15366 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0836419 dated 07.03.2019

Pharmacological Group

MACROLIDES, LINCOSAMIDES AND
STREPTOGRAMINS
ATC Code: JO1FF01

Type of form Form 5-A

Finished product specifications USP Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Clindamycin 150 mg Capsules, Hard
Reference Regulatory Authorities MHRA Approved.

Me-too-status

Clidam 150mg Capsule Reg. No. 094956
M/s Parkar Pharma Kotri.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

259.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Capsule Section (General)

Brand Name + Dosage Form and
trength

BALIN 75 MG Capsule

Composition

Each Capsule Contains;
Pregabalin .............. 75 mg

Dairy No. date of R &I fee

Dy. No. 15312 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835981 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Other antiepileptics
ATC Code: NO3AX16

Type of form

Form-5A

Finished product specifications

Innovator’s Specifications
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Pack size and Demand Price

14’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Pregabalin Noumed 25, 50, 75, 100, 150, 200, 225 and
300mg Capsules, hard (pregabalin) - PL 44041/0065-0072
MHRA Approved.

Me-too-status

Gabica 75 mg Capsule Reg. No. 047365
M/s Getz Pharma (Pvt) Ltd Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.

Decision: Deferred for submission of

correct Form-5 along with full fee as per notification

No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

260. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Capsule Section (General)
Brand Name + Dosage Form and BALIN 300 MG Capsule
trength
Composition Each Capsule Contains;
Pregabalin .............. 300 mg
Dairy No. date of R &I fee Dy. No. 15314 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835983 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Other antiepileptics
ATC Code: NO3AX16
Type of form Form-5A
Finished product specifications Innovator’s Specifications
Pack size and Demand Price 14’s. As per SRO
Approval status of product in Pregabalin Noumed 25, 50, 75, 100, 150, 200, 225 and
Reference Regulatory Authorities 300mg Capsules, hard (pregabalin) - PL 44041/0065-0072
MHRA Approved.
Me-too-status Gabica 300 mg Capsule Reg. No. 047368
M/s Getz Pharma (Pvt) Ltd Karachi
GMP Status Inspection report dated 18.07.2018 is attached which is
older than 3 years.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
261. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

trength

OPRAM 5.0mg Tablets

Composition

Each Film Coated Tablet Contains;
Escitalopram as Oxalate ..... Smg

Dairy No. date of R &I fee

Dy. No. 15267 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0829582 dated 07.03.2019

Pharmacological Group

Selective serotonin reuptake inhibitors
ATC Code: NO6AB10

Type of form Form 5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Escitalopram 5, 10 & 20mg Film-Coated Tablets (PL
36390/0149-51; UK/H/5394/001-3/DC)
NHRA Approved.

Me-too-status

Cipralex Film-Coated Tablet 5mg Reg. No. 059033
M/s Lundbeck Pakistan (Pvt.) Ltd. Karachi.

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022)

141




GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

262. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and OPRAM 10mg Tablets

trength
Composition Each Film Coated Tablet Contains;
Escitalopram as Oxalate ..... 10mg
Dairy No. date of R &I fee Dy. No. 15268 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0829583 dated 07.03.2019
Pharmacological Group Selective serotonin reuptake inhibitors
ATC Code: NO6AB10
Type of form Form 5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Escitalopram 5, 10 & 20mg Film-Coated Tablets (PL
Reference Regulatory Authorities 36390/0149-51; UK/H/5394/001-3/DC)
AHRA Approved.
Me-too-status Cipralex Film-Coated Tablet 10mg Reg. No. 028467
M/s Lundbeck Pakistan (Pvt.) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.

decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

263. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and POZER 30mg/2mg Tablet.

Strength

Composition Each tablet contains;
Pioglitazone (as Hydrochloride) .... 30 mg
Glimepiride .............ccoeiininn.... 2 mg

Dairy No. date of R &I fee Dy. No. 15362 dated 07.03.2019. Fee paid vide voucher
No. 0836416 dated 07.03.2019

Pharmacological Group Drugs used in diabetes, combinations of oral blood glucose
lowering drugs;
ATC code: A10BDO06.

Type of form Form 5-A

Finished product specifications Innovator Specifications.

Pack size and Demand Price 10’s As per SRO

Approval status of product in Duetact (Pioglitazone hydrochloride and glimepiride)

Reference Regulatory Authorities tablets (30 mg/2 mg uncoated tablet)
FDA Approved

le-too-status Piozer-G 30/2 Tablets Reg. No. 050690

M/s Hilton Pharma (Pvt) Ltd,, 13, Sector-15, Korangi
Industrial Area, Karachi

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.
ii.  Monograph of Pioglitazone and Glimepiride
Tablets is present in USP, the firm shall revise
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specifications as per pharmacopoeia specifications
along with submission of requisite fee.
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
o Revision of Specifications.
264. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and POZER 15mg/4mg Tablet.
trength
Composition Each Film Coated Tablet contains;
Pioglitazone (as Hydrochloride) .... 15 mg
Glimepiride ..........cocovviiininn.... 4 mg
Dairy No. date of R &I fee Dy. No. 15363 dated 07.03.2019. Fee paid vide voucher
No. 0836417 dated 07.03.2019
Pharmacological Group Drugs used in diabetes, combinations of oral blood glucose
lowering drugs;
ATC code: A10BDO06.
Type of form Form 5-A
Finished product specifications Innovator Specifications.
Pack size and Demand Price 10’s As per SRO
Approval status of product in Cannot be verified for the applied strength.
Reference Regulatory Authorities
Me-too-status Piozer-G 15/4 Tablets Reg. No. 055167
M/s Hilton Pharma (Pvt) Ltd,, 13, Sector-15, Korangi
Industrial Area, Karachi
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.
ii.  Monograph of Pioglitazone and Glimepiride
Tablets is present in USP, the firm shall revise
specifications as per pharmacopoeia specifications
along with submission of requisite fee.
iii.  Evidence of product approval in RRA with applied
strength is required.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

¢ Revision of Specifications.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275"
meeting.

265. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and CANDEN 8mg Tablet

trength

Composition Each Film Coated Tablet Contains;
Candesartan Cilexetil .... 8mg

Dairy No. date of R &I fee Dy. No. 15281 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0829597 dated 07.03.2019

Pharmacological Group Angiotensin 11 receptor blockers (ARBS), plain
ATC Code: CO9CA06

Type of form Form 5-A

Finished product specifications Innovator’s Specifications.

Pack size and Demand Price As per SRO

Approval status of product in Candesartan cilexetil 4 mg, 8 mg, 16 mg and 32 mg

Reference Regulatory Authorities Tablets - PL 35084/0002-9; UK/H/4347 & 4626/001-4/DC
MHRA Approved.
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Me-too-status

Cansar 8mg Tablet Reg. No. 034306
M/s Pharmatec Pakistan Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.

i.  Application shall be submitted on prescribed form
i.e. Form 5, currently Form 5-A is submitted.

ii.  Evidence of product approved in RRA is of
uncoated tablets, applied product is film coated.
Justification or correction is required along with
submission of requisite fee.

iii.  Monograph of applied product is available in USP
and innovators specifications are applied.
Justification or change of specs is required along
with submission of requisite fee.

Decision: Deferred for following;

¢ Revision of Specifications.

meeting.

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

266.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
trength

CANDEN 16mg Tablet

Composition

Each Film Coated Tablet Contains;
Candesartan Cilexetil .... 16mg

Dairy No. date of R &I fee

Dy. No. 15260 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0829574 dated 07.03.2019

Pharmacological Group

Angiotensin Il receptor blockers (ARBS), plain
ATC Code: C09CA06

Type of form Form 5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Candesartan cilexetil 4 mg, 8 mg, 16 mg and 32 mg
Tablets - PL 35084/0002-9; UK/H/4347 & 4626/001-4/DC
MHRA Approved.

Me-too-status

Cansaar 16mg Tablet Reg. No. 033683
M/s Pharmatec Pakistan Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e. Form 5, currently Form 5-A is submitted.

ii.  Evidence of product approved in RRA is of
uncoated tablets, applied product is film coated.
Justification or correction is required along with
submission of requisite fee.

iii.  Monograph of applied product is available in USP
and innovators specifications are applied.
Justification or change of specs is required along
with submission of requisite fee.

Decision: Deferred for following;

o Revision of Specifications.

meeting.

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275"

267.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)
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Brand Name + Dosage Form and
trength

OPTADON Tablet 175mg/25mg

Composition

Each Tablet Contains;
Propyphenazone ............. 175mg
Caffeine ...................... 25mg

Dairy No. date of R &I fee

Dy. No. 15308 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0835976 dated 07.03.2019

Pharmacological Group

OTHER ANALGESICS AND ANTIPYRETICS,
ATC Code: NO2BB54

Type of form

Form5

Finished product specifications

Pack size and Demand Price

10x20’s. As per SRO.

Approval status of product in
Reference Regulatory Authorities

Me-too-status

Optalidon Tablet Reg. No. 002406
M/s GSK Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Specifications of the Finished product are not
defined.

ii.  Evidence of approval of applied formulation in
Reference Regulatory Authority as defined by

Registration Board is required.

Decision: Deferred for following;

e Submission of Specifications of finished product.
¢ Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

Applicant

meeting.
268. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and MATA PLUS Tablet 50mg/1000mg

Strength

Composition Each Film Coated Tablet Contains;
Sitagliptin as Phosphate monohydrate...... 50mg
Metformin HCL.........ooooiiiiiiiiiiii, 1000mg

Dairy No. date of R &I fee Dy. No. 15244 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0801925 dated 07.03.2019

Pharmacological Group Combinations of oral blood glucose lowering drugs
ATC Code: A10BDOQ7

Type of form Form 5-A

Finished product specifications Innovator’s Specifications.

Pack size and Demand Price As per SRO

Approval status of product in anumet Tablets

Reference Regulatory Authorities  IHRA Approved.

Me-too-status Treviamet 50mg 1000mg Tablet Reg. No. 055444
M/s Getz Pharma Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
269. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
trength

MATA PLUS Tablet 50mg/500mg
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Composition Each Film Coated Tablet Contains;
Sitagliptin as Phosphate monohydrate...... 50mg

Metformin HCl..................ooceienee, 500mg

Dairy No. date of R &I fee Dy. No. 15237 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0758993 dated 07.03.2019

Pharmacological Group Combinations of oral blood glucose lowering drugs
ATC Code: A10BDO07

Type of form Form 5-A

Finished product specifications Innovator’s Specifications.

Pack size and Demand Price As per SRO

Approval status of product in anumet Tablets

Reference Regulatory Authorities  IHRA Approved.

Me-too-status Treviamet 50mg 500mg Tablet Reg. No. 055443
M/s Getz Pharma Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

270. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and AM-TOP 20mg Tablet

trength

Composition Each Enteric Coated Tablet Contains;
Pantoprazole as sodium sesquihydrate...... 20mg

Dairy No. date of R &I fee Dy. No. 15346 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0836439 dated 07.03.2019

Pharmacological Group Proton pump inhibitors.
ATC Code: A02BC02

Type of form Form 5-A

Finished product specifications USP Specifications.

Pack size and Demand Price 10’s, As per SRO

Approval status of product in Pantoprazole 20 and 40mg gastro-resistant tablet; PL

Reference Regulatory Authorities 49445/0026; PL 49445/0027
MHRA Approved.

Me-too-status Neege 20mg Tablet Reg. No. 079531
M/s Sami Pharmaceuticals (Pvt) Ltd Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  Application shall be submitted on prescribed form

i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

271. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and AM-TOP 40mg Tablet

trength
Composition Each Enteric Coated Tablet Contains;
Pantoprazole as sodium sesquihydrate...... 40mg
Dairy No. date of R &I fee Dy. No. 15340 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0836433 dated 07.03.2019
Pharmacological Group Proton pump inhibitors.
ATC Code: A02BC02
Type of form Form 5-A
Finished product specifications USP Specifiations
Pack size and Demand Price 10’s As per SRO
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Approval status of product in
Reference Regulatory Authorities

Pantoprazole 20 and 40mg gastro-resistant tablet; PL
49445/0026; PL 49445/0027
MHRA Approved.

Me-too-status

Neege 40mg Tablet Reg. No. 039504
M/s Sami Pharmaceuticals (Pvt) Ltd Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

272.

Name and address of manufacture /

Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Topical Section (General/steroidal)

Brand Name + Dosage Form and
trength

BETNASOL Cream 0.1%

Composition

Each gram contains;
Betamethasone (as valerate)....1.0mg

Dairy No. date of R &I fee

Dy. No. 15366 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0836419 dated 07.03.2019

Pharmacological Group

CORTICOSTEROIDS, DERMATOLOGICAL
PREPARATIONS, CORTICOSTEROIDS, PLAIN,
Corticosteroids, potent (group I11)

ATC Code: DO7AC01

Type of form

Form5

Finished product specifications

USP Specifications.

Pack size and Demand Price

10grams, As per SRO

Approval status of product in
Reference Regulatory Authorities

Betnovate Cream
MHRA Approved.

Me-too-status

Betnovate Cream Reg. No. 000256
M/s GSK Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

1. Pack sizes are not mentioned.
ii.  %age strength is not mentioned.

Decision: Approved.

The registration letter shall be issued after submission of pack sizes along with fee for pre-

approval change.

273.

Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Oral Liquid Section (General)
Brand Name + Dosage Form and VENTO SYRUP 1mg/5ml
trength

Composition

Each 5ml Contains;
Albuterol as Sulfate ............ Img

Dairy No. date of R &I fee

Dy. No. 15286 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0818377 dated 07.03.2019

Pharmacological Group

Selective beta-2-adrenoreceptor agonists.
ATC Code: R03CC02

Type of form

Form 5-A

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

120ml, As per SRO.

Approval status of product in
Reference Regulatory Authorities

Me-too-status

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
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i.e Form 5, currently Form 5-A is submitted.
ii.  Salbutamol oral Solution monograph is available in
pharmacopoeia yet innovator’s specifications are
applied. Justification or correction along with
requisite fee is required.
Evidence of product approval in RRA having
strength of Strength of 1mg/5ml is required.
Evidence of me-too having strength of Strength of
Img/5ml is required.

Decision: Deferred for following;

e Revision of Specifications.

meeting..

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

274.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Oral Liguid Section (General)

Brand Name + Dosage Form and
trength

Hydrosin Syrup

Composition Each 5ml Contains;
Aminophylline.............. 32mg
Diphenhydramine.......... 8mg
Ammonium Chloride .....30mg
Menthol..................... 0.98mg

Dairy No. date of R &I fee

Dy. No. 15352 dated 07.03.2019. Fee paid Rs. 20000/-
vide Slip No. 0835959 dated 07.03.2019

Pharmacological Group

OTHER SYSTEMIC DRUGS FOR OBSTRUCTIVE
AIRWAY DISEASES, Xanthines
ATC Code: RO3DA55

Type of form Form 5-A
Finished product specifications Manufacturer’s Specifications.
Pack size and Demand Price 120ml, 450ml

Approval status of product in
Reference Regulatory Authorities

Me-too-status

Hydryllin Syrup Reg. No. 000016
M/s Searle Company Lahore.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.
ii.  Evidence of product approval in RRA is required.

Decision: Deferred for following;

meeting.

e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275%

275.

Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
trength

HARTAN 320 mg Tablet

Composition

Each Film Coated Tablet Contains;
Valsartan 320 mg

Dairy No. date of R &I fee

Dy. No. 15282 dated 07.03.2019. Fee paid vide voucher
No. 0829598 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Angiotensin 11 receptor blockers (ARBS), plain
ATC Code: C09CA03

Type of form

Form-5-A
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Finished product specifications

USP Specifications.

Pack size and Demand Price

As per SRO

Approval status of product in
Reference Regulatory Authorities

VALSARTAN 320 MG FILM-COATED TABLETS 320
MG FILM-COATED TABLET - PL 08553/0703
MHRA Approved

Me-too-status

Valbar 320mg Tablet Reg. No. 086704
M/s Barrett Hodgson Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

276. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and HARTAN 80 mg Tablet
trength
Composition Each Film Coated Tablet Contains;
Valsartan .......... 80 mg
Dairy No. date of R &I fee Dy. No. 15376 dated 07.03.2019. Fee paid vide voucher
No. 0818367 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin 11 receptor blockers (ARBS), plain
A\TC Code: C09CA03
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in VALSARTAN 80 MG FILM-COATED TABLETS 80
Reference Regulatory Authorities MG FILM-COATED TABLET - PL 08553/0700
MHRA Approved
Me-too-status Valbar 80mg Tablet Reg. No. 086702
M/s Barrett Hodgson Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
277. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

btrength

CARBA 200mg Tablet

Composition

Each Tablet Contains;
Carbamazepine ....... 200mg

Dairy No. date of R &I fee

Dy. No. 15287 dated 07.03.2019. Fee paid vide voucher
No. 0818381 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

ANTIEPILEPTICS, Carboxamide derivatives
\TC Code: NO3AF01

Type of form

Form-5-A

Finished product specifications

USP Specifications.

Pack size and Demand Price

50’s, As per SRO

Approval status of product in
Reference Regulatory Authorities

CARBAMAZEPINE NOUMED 200 MG TABLETS - PL
44041/0035.
MHRA Approved.

Me-too-status

Mazetol Tablets Reg. No. 083998
M/s Cibex (Pvt.) Ltd. Karachi.
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GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

278. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
rand Name + Dosage Form and Sartan 80mg tablet
trength
Composition Each film coated tablet contains
Telmisartan ............... 80 mg
Dairy No. date of R &I fee Dy. No. 15232 dated 07.03.2019. Fee paid vide voucher
No. 0829596 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin 1l Antagonists, plain.
ATC Code: CO9CAO07.
Type of form Form-5A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO. As per DRAP policy.
Approval status of product in Telmisartan Glenmark Generics/ Telmisartan Glenmark 20
Reference Regulatory Authorities mg, 40 mg and 80 Film-coated Tablets - PL 25258/0024-
0026, PL 25258/0072 -0077; UK/H/2633/001-3/DC,
UK/H/4197-8/001-3/DC
MHRA Approved
Me-too-status Telsartan Tablet 80mg Reg. No. 045971
M/s CCL Pharmaceuticals (Pvt) Ltd., 62 Industrial Estate
Kot Lakhpat Lahore
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
279. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

trength

METRO 400mg Tablet

Composition

Each film coated tablet Contains;
Metronidazole B.P. ...... 400mg

Dairy No. date of R &I fee

Dy. No. 15364 dated 07.03.2019. Fee paid vide voucher
No. 0836418 dated 07.03.2019, endorsed on 07.03.2019

Pharmacological Group

Agents Against Amoebiasis And Other Protozoal
Diseases, Nitroimidazole Derivatives.
ATC Code: P01LABO1

Type of form Form 5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

METRONIDAZOLE 400 MG FILM-COATED TABLETS
- PL 43461/0068
MHRA Approved

Me-too-status

Flagyl Tablets 400mg Reg. No. 000827

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
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Application shall be submitted on correct form i.e.

Form5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

280. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and ANZAL 400mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Linezolid...... 400mg
Dairy No. date of R &I fee Dy. No. 15320 dated 07.03.2019. Fee paid vide voucher
No. 0835989 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ther antibacterials
A\TC Code: J01XX08
Type of form Form-5-A
Finished product specifications Innovators’s Specifications.
Pack size and Demand Price As per SRO.
Approval status of product in Could not be verified.
Reference Regulatory Authorities
Me-too-status Nezkil Tablet 400mg Reg. No. 034783
M/s SJ&G Fazul Ellahi Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Valid Evidence of RRA Approval is required for
strength of 400mg.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275
meeting.

281. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
trength

GLIME-M 1.0 mg /500 mg Tablet

Composition Each Film Coated Tablet Contains;
Glimepiride .................. 1 mg
Metformin HCI ............. 500 mg

Dairy No. date of R &I fee

Dy. No. 15275 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829591 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

Combinations of oral blood glucose lowering drugs,
metformin and sulfonylureas
ATC Code: A10BD02

Type of form Form-5A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Could not be confirmed.

Me-too-status

Getformin Tablet 1mg+500mg Reg. No. 044360
M/s Getz Pharma (Pvt) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
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Form 5
ii.  Approval of product in Reference Regulatory
Authorities is required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

meeting.
282. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and VERINE 135 mg Tablet
trength
Composition Each Film Coated Tablet Contains;
Mebeverine HCI.............. 135 mg
Dairy No. date of R &I fee Dy. No. 15310 dated 07.03.2019. Fee paid vide voucher
No. 0835979 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group Drugs For Functional Gastrointestinal DisordersSynthetic
Anticholinergics, Esters With Tertiary Amino Group
ATC Code: AO3AA04
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per DRAP policy
Approval status of product in Mebeverine hydrochloride 135mg Film-coated Tablets PL
Reference Regulatory Authorities 21880/0250-252; UK/H/7036-37/001/DC
MHRA Approved.
Me-too-status Spasfre Tablet 135mg Reg. No. 041750
M/s Himont Pharmaceuticals Lahore.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
283. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and

trength

VISTA 10mg Tablet

Composition

Each Film Coated Tablet Contains;
Rosuvastatin as calcium .... 10mg

Dairy No. date of R &I fee

Dy. No. 15263 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0829577 dated 02.03.2019, endorsed on
07.03.2019

Pharmacological Group

HMG CoA reductase inhibitors
ATC Code: C10AA07

Type of form Form-5-A
Finished product specifications Innovator’s Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Rosuvastatin DAWA 5,10, 20 and 40 mg Film-Coated
Tablets
MHRA Approved.

Me-too-status

Hyporose 10mg tablet Reg. No. 050414
M/s Mediate Pharmaceutical (Pvt.) Ltd. Karachi

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
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Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

284. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and VISTA 20mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Rosuvastatin as calcium .... 20mg
Dairy No. date of R &I fee Dy. No. 15238 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0758994 dated 02.03.2019, endorsed on
07.03.2019
Pharmacological Group HMG CoA reductase inhibitors
ATC Code: CI10AAQ7
Type of form Form-5-A
Finished product specifications Innovator’s Specifications
Pack size and Demand Price As per SRO
Approval status of product in Rosuvastatin DAWA 5,10, 20 and 40 mg Film-Coated
Reference Regulatory Authorities Tablets
MHRA Approved.
Me-too-status Hyporose 20mg tablet Reg. No. 050415
M/s Mediate Pharmaceutical (Pvt.) Ltd. Karachi
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
285. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

NEXET 60mg Tablet

Composition

Each Tablet Contains;
Fexofenadine HCI........ 60mg

Dairy No. date of R &I fee

Dy. No. 15342 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836435 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

ther antihistamines for systemic use.
A\TC Code: RO6AX26

Type of form Form-5A

Finished product specifications USP Specifications.

Pack size and Demand Price As per SRO

Approval status of product in \LLEGRA 60mg Film-coated Tablets
Reference Regulatory Authorities ~ JSFDA Approved.

Me-too-status

Fexet Tablet 60mg Reg. No. 029434
M/s Getz Pharma Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Evidence of product in RRA as uncoated tablet
could not be verified. Provide justification or
change label claim along with submission of

requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
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authorities/agencies which were adopted by the Registration Board in its 275™"
meeting, or,

e Submission of revised formulation as per innovator product.

286. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and NEXET 120mg Tablet
Strength
Composition Each Tablet Contains;
Fexofenadine HCI........ 120mg
Dairy No. date of R &I fee Dy. No. 15341 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836434 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Dther antihistamines for systemic use.
A\TC Code: RO6AX26
287. Form-5A
ype of form
288. USP Specifications.
inished product specifications
Pack size and Demand Price As per SRO
Approval status of product in Fexofenadine Hydrochloride 120 mg and 180 mg Film-
Reference Regulatory Authorities coated tablets PL 21880/0259-0260; UK/H/7053/002-
003/DC
MHRA Approved.
Me-too-status Fexet Tablet 120mg Reg. No. 029435
M/s Getz Pharma Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  Evidence of product in RRA as uncoated tablet
could not be verified. Provide justification or
change label claim along with submission of
requisite fee.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275
meeting, or,

e Submission of revised formulation and label as per innovator product.

289. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and NEXET 180mg Tablet
Strength
Composition Each Tablet Contains;
Fexofenadine HCI........ 180mg
Dairy No. date of R &I fee Dy. No. 15343 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0836436 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group ther antihistamines for systemic use.
A\TC Code: RO6AX26
Type of form Form-5A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Fexofenadine Hydrochloride 120 mg and 180 mg Film-
Reference Regulatory Authorities coated tablets PL 21880/0259-0260; UK/H/7053/002-
003/DC
MHRA Approved.
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Me-too-status

Fexet Tablet 180mg Reg. No. 029436
M/s Getz Pharma Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Evidence of product in RRA as uncoated tablet
could not be verified. Provide justification or
change label claim along with submission of
requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

meeting, or,

e Submission of revised formulation and label claim as per innovator product.

Applicant

290. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and AMENITEC 10 mg Tablet
Strength
Composition Each Tablet Contains
Enalapril Maleate ............... 5 mg
Dairy No. date of R &I fee Dy. No. 15291 dated 07.03.2019. Fee paid vide voucher
No. 0835955 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ACE inhibitors, plain
ATC Code: C09AA02
Type of form Form 5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO. As per DRAP policy.
Approval status of product in Enalapril Maleate 5, 10, 20 mg Tablets (PL 44041/0012-
Reference Regulatory Authorities 0014)
MHRA Approved
Me-too-status Cardiotec 20 mg Tablet Reg. No. 007706
M/s Wilsons Pharmaceuticals (Pvt.) Ltd. Islamabad
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
291. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

AMROFEC 75mg Tablet

Composition

Each Film Coated Tablet Contains;
Diclofenac Sodium ...75mg

Dairy No. date of R &I fee

Dy. No. 15301 dated 07.03.2019. Fee paid vide voucher
No. 0835969 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS, Acetic acid derivatives
and related substances.

\TC Code: MO1ABO05

Type of form

Form-5

Finished product specifications

BP Specifications.

Pack size and Demand Price

2x10’s As per SRO.
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Approval status of product in Could not be confirmed for strength of 75mg
Reference Regulatory Authorities
Me-too-status dicmaf 75mg Tablet Reg. No. 092669
/1/s Mafins Pharma Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Provide evidence of approval of product in RRA.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
292. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and GLIME 1.0 mg Tablet
Strength
Composition Each Film coated Tablet contains;
Glimepiride ........... 1 mg
Dairy No. date of R &I fee Dy. No. 15273 dated 07.03.2019. Fee paid vide voucher
No. 0829588 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Oral blood glucose lowering drugs: Sulfonamides, urea
derivatives.
ATC Code: A10BB12
Type of form Form 5-A
Finished product specifications Innovator Specifications
Pack size and Demand Price As per SRO and DRAP Policy.
Approval status of product in Glimepiride 1 mg Tablets
Reference Regulatory Authorities MHRA Approved.
Me-too-status Amaryl tab 1 mg Reg. No. 019567
M/s Sanofi-Aventis Pakistan Ltd. Plot No. 23, Sector 22
Korangi Industrial Area Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Application shall be submitted on prescribed form
i.e Form 5, currently Form 5-A is submitted.

ii. Monograph of Glimepiride Tablets is present in
pharmacopoeias; the firm shall revise specifications
as per pharmacopoeia specifications. Submit
requisite fee for the changes.

iii. The product applied is a coated tablet, evidence of
approval of coated tablet in RRA is required, or
change label along with submission of requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Revision of Specifications.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275"
meeting, or submission of formulation and label claim as per innovator product.

293. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and MLODI 10mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Amlodipine Besylate ............. 10 mg
Dairy No. date of R &I fee Dy. No. 15233 dated 07.03.2019. Fee paid vide voucher
No. 0758797 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Dihydropyridine derivatives
ATC Code: CO8CA01
Type of form Form-5-A
Finished product specifications USP Specifications
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Pack size and Demand Price

As per DRAP Policy

Approval status of product in
Reference Regulatory Authorities

Norvasc 10 mg Tablets (amlodipine besylate equivalent to
5 mg of amlodipine per tablet).
FDA Approved

Me-too-status

Norvasc Tablet 10mg Reg. No. 011826
M/s Pfizer Pakistan Ltd., B-2-SITE Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.

Application shall be submitted on correct form i.e.
Form 5

ii.  The specifications of the applied product are
present in pharmacopoeia and specifications
applied are mfg specifications. This needs
correction along with requisite fee.

iii.  The product of innovator is not film coated and the
applied product is film coated. Justification is

required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

o Revision of Specifications.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting, or submission of formulation and label claim as per innovator product.

Applicant

294, Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and CO-HARTAN 80mg/12.5mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Valsartan ................. 80mg
Hydrochlorothiazide .....12.5mg
Dairy No. date of R &I fee Dy. No. 15242 dated 07.03.2019. Fee paid vide voucher
No. 0759000 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin Il receptor blockers (ARBS) and diuretics
ATC Code: C09DA03
Type of form Form-5A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Valsartan-Hydrochlorothiazide 80mg/12.5mg,
Reference Regulatory Authorities 160mg/12.5mg and 160mg/25mg film-coated Tablets
(valsartan and hydrochlorothiazide) -PL 43801/0031-0033.
MHRA Approved.
Me-too-status Nuval-D 80/12.5mg Tablet Reg. No. 066838
M/s PharmEvo Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
295. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

CO-HARTAN 160mg/25mg Tablet

Composition

Each Film Coated Tablet Contains;
Valsartan ................. 160mg
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Dairy No. date of R &I fee

Dy. No. 15280 dated 07.03.2019. Fee paid vide voucher
No. 0829596 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Angiotensin 1 receptor blockers (ARBs) and diuretics
A\TC Code: C09DA03

Type of form Form-5A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Valsartan-Hydrochlorothiazide 80mg/12.5mg,
160mg/12.5mg and 160mg/25mg film-coated Tablets
(valsartan and hydrochlorothiazide) -PL 43801/0031-0033.
MHRA Approved.

Me-too-status

Nuval-D 160/25mg Tablet Reg. No. 066840
M/s PharmEvo Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

296. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and IRBES 150 mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Irbesartan.................... 150 mg
Dairy No. date of R &I fee Dy. No. 15255 dated 07.03.2019. Fee paid vide voucher
No. 0818380 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group Angiotensin-Il Antagonists, Plain.
ATC Code: C09CA04
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in Irbesartan 75 mg, 150 mg and 300 mg film-coated Tablets
Reference Regulatory Authorities (irbesartan) PL 43801/0007-0009
MHRA Approved.
Me-too-status Irecon Tablet 150 mg Reg. No. 039726
M/s Barret Hodgson Pakistan Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
297. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

IRBES 300 mg Tablet

Composition

Each film Coated Tablet Contains;
Irbesartan.................... 300 mg

Dairy No. date of R &I fee

Dy. No. 15251 dated 07.03.2019. Fee paid vide voucher
No. 0818379 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Angiotensin-11 Antagonists, Plain.
ATC Code: C09CA04

Type of form

Form-5-A

Finished product specifications

USP Specifications
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Pack size and Demand Price

As per SRO

Approval status of product in
Reference Regulatory Authorities

Irbesartan 75 mg, 150 mg and 300 mg film-coated Tablets
(irbesartan) PL 43801/0007-0009
MHRA Approved.

Me-too-status

Irecon Tablet 300 mg Reg. No. 039727
M/s Barret Hodgson Pakistan Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

Applicant

298. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant (DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and CO-APRIL 5mg/25mg Tablet

Strength

Composition Each Film Coated Tablet Contains;
Ramipril ................. Smg
Hydrochlorothiazide ....25mg

Dairy No. date of R &I fee Dy. No. 15358 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0835457 dated 07.03.2019, endorsed on
07.03.2019

Pharmacological Group ACE inhibitors and diuretics
ATC Code: CO9BAO5

Type of form Form-5

Finished product specifications Manufacturers Specifications.

Pack size and Demand Price 28’s. As per SRO.

Approval status of product in ALTACE HCT Tablet DIN 02283174

Reference Regulatory Authorities Health Canada Approved.

Me-too-status Co-Triatec 5/25mg Tablet Reg. No. 043010
M/s Sanofi-Aventis Pakistan Ltd. Karachi.

GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Specifications of Finished Product are mentioned
as Manufacturers specifications.
Decision: Approved with Innovator’s Specifications.
299. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

APRIL 2.5 mg Tablet

Composition

Each Film Coated Tablet Contains;
Ramipril.............. 2.5mg

Dairy No. date of R &I fee

Dy. No. 15227 dated 07.03.2019. Fee paid vide voucher
No. 0758791 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

ACE Inhibitors, plain,
ATC Code: CO9AA05

Type of form Form-5-A

Finished product specifications BP/USP Specifications

Pack size and Demand Price As per SRO

Approval status of product in Delix 2.5 Tablets (Hoescht MR, Germany)
Reference Regulatory Authorities Bfarm Germany Approved

Me-too-status

Tritace 2.5mg Tablets Reg. No. 019564
M/s Sanofi-Aventis Pakistan Ltd., Plot No. 23 Sector 22
Korangi Industrial Area Karachi
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GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

ii.  Evidence of coated tablet approval in RRA is
required.

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275
meeting, or submission of formulation and label claim as per innovator product.

300. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and MEBIN 100 mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Mebendazole ....... 100 mg
Dairy No. date of R &I fee Dy. No. 15365 dated 07.03.2019. Fee paid vide voucher
No. 0836421 dated 07.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTINEMATODAL AGENTS, Benzimidazole derivatives
ATC Code: P02CA01
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in ERMOX 100 MG TABLETS
Reference Regulatory Authorities  IHRA Approved
Me-too-status Vermox 100 mg Reg. No. 004778
M/s Aspin Pharma (Pvt) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  The strength of 500mg mebendazole is approved in
RRA in chewable form, the applied product is not
chewable. Clarification is required.

iii.  The applied product is film coated, and product
approved in RRA is uncoated tablet. Clarification
or revision is required along with submission of
requisite fee.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275
meeting, or submission of formulation and label claim as per innovator product.

301. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and FORMIN 50mg/100mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Vildagliptin ............. 50mg
Metformin HCI...........1000mg
Dairy No. date of R &I fee Dy. No. 15253 dated 07.03.2019. Fee paid vide voucher
No. 0818378 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group ombinations of oral blood glucose lowering drugs.
A\TC Code: A10BD08
Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
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Pack size and Demand Price

As per SRO.

Approval status of product in
Reference Regulatory Authorities

Vildagliptin/Metformin 50 mg/1000 mg Film-coated
Tablets.
MHRA Approved.

Me-too-status

VildoMET 50mg/1000mg Tablet Reg. No. 073612
M/s High-Q Pharmaceuticals Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5

Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.

302. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and AMROFEC SR 100mg Tablet
Strength
Composition Each Enteric Coated Tablet Contains;
Diclofenac Sodium........ 100mg
Dairy No. date of R &I fee Dy. No. 15302 dated 07.03.2019. Fee paid vide voucher
No. 0835970 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS.
ATC Code: M01ABO05
Type of form Form-5
Finished product specifications BP Specifications.
Pack size and Demand Price 2x10’s. AS per SRO.
Approval status of product in DICLOFENAC SODIUM, 100MG, TABLET,
Reference Regulatory Authorities EXTENDED RELEASE; ORAL
USFDA Approved.
Me-too-status Hirun SR 100mg Tablet Reg. No. 094963
M/s Hilton Pharma (Pvt) Ltd Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form i.e.
Form 5
ii.  The product name is of sustained release product,
formulation and label claim is of enteric coated
tablet. The reference in RRA is of Extended
Release tablet not of enteric coated. Justifications
or corrections are required in label claim and
formulation along with submission of requisite
fee(Full Fee).
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275"
meeting, or submission of formulation and label claim as per innovator product.

303. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

P-N Tablet 5mg

Composition

Each Tablet Contains;
Norethisterone.............. Smg

Dairy No. date of R &I fee

Dy. No. 15304 dated 07.03.2019. Fee paid vide voucher
No. 0835972 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Progestogens, Estrane derivatives.
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ATC Code: GO3DCO02

Type of form

Form-5

Finished product specifications

Pack size and Demand Price

3x10’s. As per SRO.

Approval status of product in
Reference Regulatory Authorities

Norethisterone 5mg Tablets PL 29831/0152
MHRA Approved.

Me-too-status

Noregyn 5mg Tablet Reg. No. 053336
M/s Zafa Pharmaceutical Lab Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

Finished product specifications are not mentioned.

Decision: Deferred for confirmation of manufacturing facility.

Applicant

304. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and VASTCOR 20mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Simvastatin................. 20mg
Dairy No. date of R &I fee Dy. No. 15294 dated 07.03.2019. Fee paid vide voucher
No. 0835961 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group HMG CoA reductase inhibitors.
ATC Code: C10AA01
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO.
Approval status of product in Simvastatin 10 mg, 20 mg, 40 mg and 80 mg film-coated
Reference Regulatory Authorities tablets PL 49565/0014-0017
MHRA Approved.
Me-too-status Simvoget Tabl;et 20mg Reg. No. 044047
M/s Getz Pharma Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. The application is submitted on Form-5A. Application
shall be submitted on correct formi.e. Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
305. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

AMBROBION Tablet

Composition Each Tablet Contains;
Thiamine Disulphide (Vitamin B1) ....... 100mg
Pyridoxine Hydrochloride (Vitamin B6)...200mg
Cyanocobalamine (Vitamin B12)........... 200mcg

Dairy No. date of R &I fee

Dy. No. 15299 dated 07.03.2019. Fee paid vide voucher
No. 0835967 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

'Vitamin B1 in combination with vitamin B6 and/or vitamin
B12.
ATC Code: A11DB

Type of form

Form-5-A

Finished product specifications

Pack size and Demand Price

10x10’s. As per SRO.

Approval status of product in
Reference Regulatory Authorities

Could not be verified.

Me-too-status

Neurobion Tablet Reg. No. 001486
M/s Martin Dow Ltd. Karachi.
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GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

The application is submitted on Form-5A. Application
shall be submitted on correct formi.e. Form 5
Finished Product Specifications are not mentioned.
Approval in RRA could not be verified.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Submission of Specifications.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

meeting.
306. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and ZINEDAL 10mg Tablet
Strength
Composition Each Film Coated Tablet Contains;
Cetirizine dihydrochloride............... 5mg
Dairy No. date of R &I fee Dy. No. 15229 dated 07.03.2019. Fee paid vide voucher
No. 0758793 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIHISTAMINES FOR SYSTEMIC USE, Piperazine
derivatives
ATC Code: ROGAEQ7
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO
Approval status of product in Cetirizine dihydrochloride 10 mg film-coated tablets
Reference Regulatory Authorities (cetirizine dihydrochloride) - PL 20416/0278
MHRA Approved.
Me-too-status Rigix 10mg Tablet Reg. No. 011248
M/s AGP Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
307. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

Applicant

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

CANDEN PLUS Tablet 16mg/12.5mg

Composition

Each Film Coated Tablet Contains;
Candesartan Cilexetil ....... l6mg
Hydrochlorothiazide .....12.5mg

Dairy No. date of R &I fee

Dy. No. 15261 dated 07.03.2019. Fee paid vide voucher
No. 0829575 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

/Angiotensin Il receptor blockers (ARBs) and diuretics
ATC code: CO9DA06

Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Candesartan and Hydrochlorothiazide 8/12.5, 16/12.5,
32/25 & 32/12.5 mg Tablets - PL 20416/0343-46.
MHRA Approved.

Me-too-status

Prosartan-DU 16/12.5 tablets Reg. No. 055826
M/s Helix Pharma Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
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Remark of the Evaluator.

The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5

The product applied is a film coated product. Product
approved in RRA is an uncoated tablet. Clarification or
correction is required along with submission of
requisite fee.

Product monograph is available in USP and
innovator’s specifications are applied. Justification or
correction is required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Revision of Specifications.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275%
meeting, or submission of formulation and label claim as per innovator product.

308. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Capsule Section (General)
Brand Name + Dosage Form and COXIB 200mg Capsule
Strength
Composition Each Capsule Contains;
Celecoxib ............. 200mg
Dairy No. date of R &I fee Dy. No. 15235 dated 07.03.2019. Fee paid vide voucher
No. 0758799 dated 02.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS, Coxibs.
ATC Code: MO1AH01
Type of form Form-5-A
Finished product specifications Innovator’s Specifications
Pack size and Demand Price As per SRO
Approval status of product in Celecoxib 100 mg capsules, hard and Celecoxib 200 mg
Reference Regulatory Authorities capsules, hard (celecoxib) - PL 35507/0133 -0134
MHRA Approved.
Me-too-status Colixib Capsule 200mg Reg. No. 100505
M/s High-Q Pharmaceuticals Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
300. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

Applicant

(DML No. 000406)
Capsule Section (General)

Brand Name + Dosage Form and
Strength

XAMIC 250mg Capsules

Composition

Each Capsule Contains;
Tranexamic Acid ........... 250mg

Dairy No. date of R &I fee

Dy. No. 15297 dated 07.03.2019. Fee paid vide voucher
No. 0835965 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

ANTIFIBRINOLYTICS, Amino acids
ATC Code: BO2AA02

Type of form

Form-5-A

Finished product specifications

USP Specifications

Pack size and Demand Price

2x10’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Could not be confirmed for capsule dosage form.

Me-too-status

Haemic Capsule 250mg Reg. No. 039014
M/s Genix Pharma Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
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valid till 27.10.2024 is submitted.

Remark of the Evaluator.

The application is submitted on Form-5A. Application
shall be submitted on correct formi.e. Form 5

Provide evidence of RRA approval of product in
Capsule dosage form.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

Applicant

meeting.
310. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Capsule Section (General)
Brand Name + Dosage Form and XAMIC 500mg Capsules
Strength
Composition Each Capsule Contains;
Tranexamic Acid ........... 500mg
Dairy No. date of R &I fee Dy. No. 15296 dated 07.03.2019. Fee paid vide voucher
No. 0835964 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIFIBRINOLYTICS, Amino acids
ATC Code: B02AAQ2
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price 2x10’s. As per SRO
Approval status of product in Could not be confirmed for capsule dosage form.
Reference Regulatory Authorities
Me-too-status Haemic Capsule 500mg Reg. No. 039016
M/s Genix Pharma Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5
Evidence of RRA approval of product in Capsule
dosage form is required.
Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275
meeting.

311. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi

(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

MEPRA 20mg Capsule

Composition

Each Capsule Contains;
Esomeprazole Magnesium trihydrate eq. Esomeprazole
22.5% pellets ...20mg

Dairy No. date of R &I fee

Dy. No. 15282 dated 07.03.2019.

Fee paid Rs. 80,000/- vide voucher No. 0836445 dated
05.03.2019, endorsed on 07.03.2019

Fee paid Rs. 20,000/- vide voucher No. 0752860 dated
02.03.2019, endorsed on 07.03.2019

Pharmacological Group

Proton Pump inhibitors.
ATC Code: A02BCO05

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Esomeprazole 20mg Gastro-resistant Capsules
(esomeprazole magnesium dihydrate) - PL 16028/0166.
MHRA Approved.
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Me-too-status

Nexum 20mg Capsule Reg. No. 033890
M/s Getz Pharma (Pvt.) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  Source of pellets is required.
ii.  The application is submitted on Form-5A.
Application shall be submitted on correct form

i.e. Form5

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Submission of source of pellets.

Applicant

312. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Tablet Section (General)
Brand Name + Dosage Form and MEPRA 40mg Capsule
Strength
Composition Each Capsule Contains;
Esomeprazole Magnesium trihydrate eq. Esomeprazole
22.5% pellets ...40mg
Dairy No. date of R &I fee Dy. No. 15239 dated 07.03.2019.
Fee paid Rs. 80,000/- vide voucher No. 0836446 dated
05.03.2019, endorsed on 07.03.2019
Fee paid Rs. 20,000/- vide voucher No. 0758995 dated
02.03.2019, endorsed on 07.03.2019
Pharmacological Group Proton Pump inhibitors.
ATC Code: A02BC05
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO
Approval status of product in ESOMEPRAZOLE 40 MG GASTRO-RESISTANT
Reference Regulatory Authorities CAPSULES HARD.
MHRA Approved.
Me-too-status Nexum 40mg Capsule Reg. No. 033891
M/s Getz Pharma (Pvt.) Ltd. Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Source of pellets is required.
ii.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of source of pellets.
313. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Cream/Ointment Section (General)

Brand Name + Dosage Form and
Strength

NITRA 20mg/g Oral Gel

Composition

Not provided

Dairy No. date of R &I fee

Dy. No. 15344 dated 07.03.2019. Fee paid vide voucher
No. 0836437 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Antiinfectives and antiseptics for local oral treatment.
ATC Code: AOLAB09

Type of form

Form-5-A

Finished product specifications

BP Specifications

Pack size and Demand Price

10g, 20g. As per SRO.

Approval status of product in
Reference Regulatory Authorities

DAKTARIN ORAL GEL miconazole 20mg/g gel tube.
TGA Australia Approved.
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Me-too-status

DAKTARIN Oral gel 20mg Reg. No. 009078
M/s Aspin Pharma(Pvt) Ltd. Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.

Application shall be submitted on correct form
i.e. Form 5

ii.  Label claim of Next Tablet is given instead of
applied product (page 98). Label Claim of
applied product is required. Also submit fee
for revision of label along with fee (Full Fee)

iii.  The gel formulation approved in RRA is an
oral gel, the applied product’s intended clinical
use is not as an oral gel. The Me-too Gel
formulations are also oral gels. Evidence of gel
for non-oral use approved in RRA is required
and also its me-too.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.

e Submission of formulation and proper label.

e Submission of proper label claim and intended use of product.

e Evidence of approval of applied formulation in reference regulatory authorities
agencies which were adopted by the Registration Board in its 275" meeting.

Applicant

314. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Cream/ointment Section (General)
Brand Name + Dosage Form and AMCIN-V 2% Vaginal Cream
Strength
Composition
Dairy No. date of R &I fee Dy. No. 15331 dated 07.03.2019. Fee paid vide voucher
No. 0836000 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group GYNECOLOGICAL ANTIINFECTIVES AND
ANTISEPTICS, ANTIINFECTIVES AND ANTISEPTICS,
EXCL. COMBINATIONS WITH CORTICOSTEROIDS,
Antibiotics.
ATC Code: GO1AA10
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price 10g, 20g, As per SRO.
Approval status of product in Dalacin Cream 2% (VVaginal Cream)
Reference Regulatory Authorities MHRA approved.
Me-too-status Femcin-V 2% Cream Reg. No. 101644
M/s Evolution Pharma Rawat.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. The application is submitted on Form-5A. Application
shall be submitted on correct form i.e. Form 5
Label claim of GABA Tablet is given instead of
applied product (page 103). Label claim of applied
product is required. Also submit fee for revision of
label claim (Full Fee)
Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of formulation and proper label.
e Submission of proper label claim and intended use of product.
e Evidence of approval of applied formulation in reference regulatory authorities/
agencies which were adopted by the Registration Board in its 275" meeting.
315. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi

(DML No. 000406)
Cream/ointment Section (General)
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Brand Name + Dosage Form and
Strength

BETASOL OINTMENT 0.05%

Composition

Each gram of Ointment contains;
Clobetasol Propionate.................. 0.05mg (0.05%
W/W)

Dairy No. date of R &I fee

Dy. No. 15356 dated 07.03.2019. Fee paid vide voucher
No. 0836443 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Corticosteroids, very potent (group V).
IATC Code: DO7ADO1

Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO.
Approval status of product in Clobetasol Propionate 0.05% w/w Ointment
Reference Regulatory Authorities (PL17507/00236)
MHRA Approved.

Me-too-status

Clobetol ointment 0.05% Reg. No. 065177
M/s Valor Pharmaceuticals Islamabad

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5

ii.  The label claim needs to be corrected as
percentage strength is different from per gram
strength. Also submit requisite fee for revision
of label claim (Full fee)

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Submission of revised label and formulation as per innovator product.

316. Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

BETASOL CREAM 0.05%

Composition

Each gram of Cream Contains;
Clobetasol propionate................. 0.05mg(0.05% W/W)

Dairy No. date of R &I fee

Dy. No. 15348 dated 07.03.2019. Fee paid vide voucher
No. 0836441 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Corticosteroids, very potent (group V).
ATC Code: DO7ADO01

Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Clobetasol Propionate 0.05% w/w Cream (PL 17507/0235)
MHRA Approved.

Me-too-status

Clobicare Cream 0.05% Reg. No. 067938
M/s Seatle Pharma Lahore.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5

ii.  The label claim needs to be corrected as
percentage strength is different from per gram
strength. Also submit requisite fee for revision
of label claim (Full fee)

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Submission of revised label and formulation as per innovator product.
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317. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Oral Liquid Section (General)
Brand Name + Dosage Form and MEBIN 100mg/5ml Oral Suspension
Strength
Composition Each 5ml Suspension Contains;
Mebendazole ............c.ceeenn.e 100mg
Dairy No. date of R &I fee Dy. No. 15375 dated 07.03.2019. Fee paid vide voucher
No. 0836444 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTINEMATODAL AGENTS, Benzimidazole derivatives.
ATC Code: P02CA01
Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO.
Approval status of product in VERMOX 100 MG/5 ML ORAL SUSPENSION
Reference Regulatory Authorities MHRA Approved.
Me-too-status Nemazole Suspension Reg. No. 013321
M/s GSK Karachi.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
318. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Oral Liquid Section (General)
Brand Name + Dosage Form and NILSIT Oral DROPS 100,0001U/ml
Strength
Composition Each ml Contains;
Nystatin ............. 100,000IU
Dairy No. date of R &I fee Dy. No. 15305 dated 07.03.2019. Fee paid vide voucher
No. 0835973 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group INTESTINAL ANTIINFECTIVES, Antibiotics.
ATC Code: AO7TAA02
Type of form Form-5
Finished product specifications
Pack size and Demand Price 30ml, As per SRO.
Approval status of product in NYSTATIN ORAL SUSPENSION BP
Reference Regulatory Authorities MHRA Approved.
Me-too-status Nilstat Drops Reg. No. 001554
M/s ICI Pakistan Hattar.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i. Itis not mentioned what will be the
specifications of Finished Product.
Decision: Deferred for submission of correct Form-5 along with full fee as per notification
No.F.7-11/2012-B&A/DRAP dated 07-05-2021.
3109. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Injection Section (General)
Brand Name + Dosage Form and ANZAL 600mg/300ml Infusion
Strength
Composition Each 100ml Contains;
Linezolid............. 200mg
Dairy No. date of R &I fee Dy. No. 15319 dated 07.03.2019. Fee paid vide voucher
No. 0835988 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group Other antibacterials
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ATC Code: J01XX08

Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Linezolid 2 mg/ml Solution for Infusion - PL 36780/0001;
UK/H/5511/001/DC

Each infusion bag contains 300 ml of Linezolid 2mg/ml
Infusion.

MHRA Approved.

Me-too-status

Nezkil 600mg Infusion Reg. No. 048804
M/s SJ&Fazul Ellahi Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5

ii.  Section approval letter is required along with
evidence that LVP manufacturing facility is
present.

iii.  Label claim given at page 121 mentions that
each 100ml contains 600mg/300ml. The label
claim needs to be corrected along with
submission of requisite fee (Full fee)

Decision: Deferred for following;

meeting.

e Submission of correct Form-5 along with full fee.

e Submission of proper label claim and formulation.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

e Evidence of LVP Section/manufacturing facaility.

Applicant

320. Name and address of manufacture /

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

ANZAL 200mg/100ml Infusion

Composition

Each 100ml Contains;
Linezolid............. 200mg

Dairy No. date of R &I fee

Dy. No. 15318 dated 07.03.2019. Fee paid vide voucher
No. 0835987 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Other antibacterials
ATC Code: J01XX08

Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

LINEZOLID, 200MG/100ML (2MG/ML), SOLUTION;
INTRAVENOUS.
USFDA Approved.

Me-too-status

Nezkil 200mg Infusion Reg. No. 048802
M/s SJ&Fazul Ellahi Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5

ii.  Section approval letter is required along with
evidence that LVP manufacturing facility is

present.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Evidence of LVP Section/manufacturing facaility.
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321. Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

VENTO 0.5mg/1ml Injection

Composition

Each 1ml Ampoule Contains;
Albuterol Sulfate .....0.5mg

Dairy No. date of R &I fee

Dy. No. 15336 dated 07.03.2019. Fee paid vide voucher
No. 0836429 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

Selective beta-2-adrenoreceptor agonists
ATC Code: R03CC02

Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Ventolin 500mcg/ml Injection (1ml glass ampoule)
MHRA Approved.

Me-too-status

Ventolin Injection Reg. No. 005904
M/s GSK Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.

Application shall be submitted on correct form
i.e. Form 5

ii.  Itis not mentioned that whether product will
be an ampoule or a vial. And also volume of
injection is not mentioned.

iii.  The route of administration is mentioned as
oral.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
e Submission of details of product including formulation, label claim and intended use.

322. Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

ZEEN 10mg/ml Injection IV/IM

Composition

Each 1ml Ampoule Contains;
Nalbuphine HCI................ 10mg

Dairy No. date of R &I fee

Dy. No. 15240 dated 07.03.2019. Fee paid vide voucher
No. 0758996 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

OPIOIDS, Morphinan derivatives.
ATC Code: NO2AF02

Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Could not be verified as container and volume is not
mentioned.

Me-too-status

Bunail Injection 10mg/ml Reg. No. 053437
M/s Bosch Pharmaceuticals Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.

Application shall be submitted on correct form
i.e. Form 5

ii.  Dosage Form is mentioned as film coated
tablet.

iii.  Route of Administration is mentioned as oral

iv.  Evidence of approval of product in RRA could
not be verified. Proper Evidence of approval of
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product having similar volume and container
in RRA is required.

Decision: Deferred for following;

meeting.

and intended use.

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™

e Submission of proper details of the applied product including label claim, formulation

323. Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

ZEEN 20mg/ml Injection IV/IM

Composition

Each 1ml Ampoule Contains;
Nalbuphine HCl................ 20mg

Dairy No. date of R &I fee

Dy. No. 15231 dated 07.03.2019. Fee paid vide voucher
No. 0758795 dated 02.03.2019, endorsed on 07.03.2019

Pharmacological Group

OPIOIDS, Morphinan derivatives.
ATC Code: NO2AF02

Type of form Form-5-A
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Could not be verified as container and volume is not
mentioned.

Me-too-status

Bunail Injection 20mg/ml Reg. No. 053438
M/s Bosch Pharmaceuticals Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

i.  The application is submitted on Form-5A.

Application shall be submitted on correct form
i.e. Form 5

ii.  Dosage Form is mentioned as film coated
tablet.

iii.  Route of Administration is mentioned as oral

iv.  Evidence of approval of product in RRA could
not be verified. Proper Evidence of approval of
product having similar volume and container

in RRA is required.

Decision: Deferred for following;

meeting.

and intended use.

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275%

e Submission of proper details of the applied product including label claim, formulation

324, Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

AMCIN-C Injection 150mg/ml

Composition

Each 1ml Ampoule Contains;
Clindamycin as Phosphate .....150mg

Dairy No. date of R &I fee

Dy. No. 15328 dated 07.03.2019. Fee paid vide voucher
No. 0835997 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

MACROLIDES, LINCOSAMIDES AND

STREPTOGRAMINS, Lincosamides.
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ATC Code: JO1FFO1

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

CLINDAMYCIN 150MG/ML SOLUTION FOR
INJECTION PL 24780/0002 2ml and 4ml ampoules
MHRA Approved.

Me-too-status

Dalacin C Injection Reg. No. 004592
M/s Pfizer Pakistan Karachi.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5

ii.  Itis not mentioned whether product will be an
ampoule or vial, neither volume is mentioned.
The strength, volume and container should be
as that of innovator, for revision submit
requisite fee (Full Fee.)

Decision: Deferred for following;

and intended use.

e Submission of correct Form-5 along with full fee.
e Submission of proper details of the applied product including label claim, formulation

325. Name and address of manufacture /
Applicant

M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
(DML No. 000406)
Injection Section (General)

Brand Name + Dosage Form and
Strength

AMCIN-C Injection 300mg/ml

Composition

Each 1ml Ampoule Contains;
Clindamycin as Phosphate .....300mg

Dairy No. date of R &I fee

Dy. No. 15326 dated 07.03.2019. Fee paid vide voucher
No. 0835995 dated 05.03.2019, endorsed on 07.03.2019

Pharmacological Group

MACROLIDES, LINCOSAMIDES AND
STREPTOGRAMINS, Lincosamides.
ATC Code: JO1FFO1

Type of form Form-5-A
Finished product specifications USP Specifications
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Could not be verified.

Me-too-status

Could not be verified.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate

Remark of the Evaluator.

valid till 27.10.2024 is submitted.
i.  The application is submitted on Form-5A.

Application shall be submitted on correct form
i.e. Form 5

ii.  Itis not mentioned whether product will be an
ampoule or vial, neither volume is mentioned.

iii.  Evidence of product approval in RRA is
required.

iv.  Evidence of me-too is required.

Decision: Deferred for following;

meeting.

system etc.

e Submission of correct Form-5 along with full fee.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

o Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275

e Submission of details of applied product i.e. formulation, label, container closure
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326. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Injection Section (General)
Brand Name + Dosage Form and DECADON INJECTION 8mg/2ml (IV/IM)
Strength
Composition Each 2ml Vial Contains;
Dexamethasone Sodium Phosphate Eq. to Dexamethasone
Phosphate ......... 8mg
Dairy No. date of R &I fee Dy. No. 15334 dated 07.03.2019. Fee paid vide voucher
No. 0836412 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group Glucocorticoids
ATC Code: HO2AB02
Type of form Form-5
Finished product specifications Not mentioned.
Pack size and Demand Price 2ml Vial. As per SRO.
Approval status of product in DEXAMETHASONE 8.3 MG/ML SOLUTION FOR
Reference Regulatory Authorities INJECTION - PL 01502/0081
MHRA Approved.
Me-too-status Could not be verified.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  Specifications of Finished product are not
mentioned.
ii.  Provide Me-too of the applied product.
iii.  Provide evidence of RRA approval of the
applied product.
Decision: Deferred for following;

e Submission of specifications of the finished product.

e Evidence of applied formulation/drug already approved by DRAP (generic / me-tog
status) alongwith registration number, brand name and name of firm.

e Evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 275™
meeting.

. Eviden%e of approval of required manufacturing facility of “Liquid Injecatble
(Steroid)” Section from CLB.

327. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Injection Section (General)
Brand Name + Dosage Form and XAMIX 250mg/5ml Injection
Strength
Composition Each 5ml Injection Contains;
Tranexamic Acid........ 250mg
Dairy No. date of R &I fee Dy. No. 15295 dated 07.03.2019. Fee paid vide voucher
No. 0835963 dated 05.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIFIBRINOLYTICS, Amino acids
ATC Code: B02AAQ2
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price 2x10’s. As per SRO.
Approval status of product in Could not be verified for strength of 250mg
Reference Regulatory Authorities
Me-too-status Transamin Injection 250mg Reg. No. 007534
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.  The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form 5
ii.  Route of administration is mentioned as Oral.

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 174




iii.  Itis not mentioned whether injection will be a
vial or an ampoule. Volume of injection is also
not mentioned in the label claim. Mention
volume of injection along with submission of
requisite fee (Full Fee)

iv.  Evidence of approval of the product in RRA
having applied strength is required.

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of intended route of administration of applied product.
e Submission of details of applied product i.e. label, formulation, container closure
system etc.
e Evidence of approval of applied formulation in reference regulatory|
authorities/agencies which were adopted by the Registration Board in its 275" meeting.
328. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.1.T.E., North Karachi
Applicant (DML No. 000406)
Injectable Section (General)
Brand Name + Dosage Form and AMROKET 30mg/3ml Injection (IM/IV) (For toll
Strength manufacturing)
Composition Each 3ml Ampoule Contains;
Ketorolac Tromethamine........... 30mg
Dairy No. date of R &I fee Dy. No. 15372 dated 07.03.2019. Fee paid vide voucher
No. 0836426 dated 07.03.2019, endorsed on 07.03.2019
Pharmacological Group ANTIINFLAMMATORY AND ANTIRHEUMATIC
PRODUCTS, NON-STEROIDS, Acetic acid derivatives
and related substances.
ATC Code: M01AB15
Type of form Form-5-A
Finished product specifications USP Specifications.
Pack size and Demand Price 1x1 As per SRO.
Approval status of product in Ketorolac trometamol 30mg/ml Solution for Injection
Reference Regulatory Authorities MHRA Approved
Me-too-status Toralac Injection 30mg Reg. No. 050290
M/s Global Pharma Islamabad.
GMP Status Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.
Remark of the Evaluator. i.The application is submitted on Form-5A.
Application shall be submitted on correct form
i.e. Form5

ii.  Contract manufacturing details are not
provided and on application form Toll
manufacturing is mentioned.

iii.  Volume of ampoule is not mentioned. It needs
to be defined along with submission of
requisite fee (Full Fee).

Decision: Deferred for following;
e Submission of correct Form-5 along with full fee.
e Submission of details of applied product i.e. formulation, label, container closure
system etc.
e Submission of clarification why contract manufacturing is mentioned in the
application.
329. Name and address of manufacture / | M/s Amros Pharmaceuticals, A-96, S.I.T.E., North Karachi
Applicant (DML No. 000406)
Ear/Eye Drop Section (General)
Brand Name + Dosage Form and GENTAMYCIN HC DROPS 0.3%/1%
Strength
Composition Each 100ml Contains;
Gentamycin Sulphate eq. to Base............ 0.3%W/V
Hydrocortisone Acetate................. 1.0% W/V
Dairy No. date of R &I fee Dy. No. 15355 dated 07.03.2019. Fee paid vide voucher
No. 0836413 dated 05.03.2019, endorsed on 07.03.2019
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Pharmacological Group

Corticosteroids and antiinfectives in combination.
ATC Code: SO3CA04

Type of form

Form-5-A

Finished product specifications

Not mentioned.

Pack size and Demand Price

5ml. as per SRO

Approval status of product in
Reference Regulatory Authorities

GENTAMICIN 0.3% W/V AND HYDROCORTISONE
ACETATE 1% W/V EAR DROPS, GENTISONE HC
EAR DROPS

MHRA Approved.

Me-too-status

Otogen HC Ear Drops Reg. No. 016662
M/s Remington Pharmaceuticals Lahore.

GMP Status

Inspection report 28.10.2022 is submitted. GMP certificate
valid till 27.10.2024 is submitted.

Remark of the Evaluator.

I.  Specifications of finished product are not
defined.

ii.  Packsize if of 5 ml and label claim is made of
100ml, justification or correction is required
along with submission of requisite fee.

iii.  The pack size of RRA approved product is
10ml, justification for applied pack size is

required.

Decision: Deferred for following;

e Submission of correct Form-5 along with full fee.
o 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 specifications of the applied product.

330. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-

Applicant 3, National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and VERTOCIN Tablet 16mg

Strength

Composition Each tablet contains:
Betahistine Dihydrochloride ................ 16mg

Dairy No. date of R &I fee Dy. No. 14829 dated 07-03-2019 Rs.20,000/- dated 06-
03-2019 Challan No. 0760161.

Pharmacological Group ANTIVERTIGO PREPARATIONS
ATC Code: N07CA01

Type of form Form 5

Finished product specifications BP specifications

Pack size and Demand Price 30’s, as per SRO

Approval status of product in Betahistine Dihydrochloride 16mg Tablets,

Reference Regulatory Authorities MHRA Approved

Me-too-status BHS Tablet 16mg, Rotex Pharma, Reg. No. 100819

GMP Status Last inspection conducted on 28.12.2021. The GMP
status is reported as compliant.

Remark of the Evaluator.

Decision: Approved

331. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant

National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

VERTOCIN Tablet 8 mg

Composition

Each tablet contains:
Betahistine Dihydrochloride ................. 8 mg

Dairy No. date of R &I fee

Dy. No. 14828 dated 07-03-2019 Rs.20,000/- dated 06-03-

2019 Challan No. 0760160.
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Pharmacological Group

NO7C ANTIVERTIGO PREPARATIONS

Type of form

Form5

Finished product specifications

BP specifications

Pack size and Demand Price

30’s, as per SRO

Approval status of product in
Reference Regulatory Authorities

Betahistine Dihydrochloride 8mg Tablets, MHRA
Approved

Me-too-status

BHS Tablet 8mg, Rotex Pharma, Reg. No. 100819

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved

332.

Name and address of manufacture /
Applicant

M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,
National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

NEOGLIP 2.5mg Tablet

Composition

Each Film Coated Tablet contains;
Saxagliptin HCI (Anhydrous) Eq. to Saxagliptin ........ 2.5
mg

Dairy No. date of R &I fee

Dy. No. 14842 dated 07-03-2019, Rs. 20,000/- dated
06.03.2019. Challan No. 0760174

Pharmacological Group

Drugs used in diabetes. Dipeptidyl peptidase 4 (DPP4)
inhibitors, ATC code: A10BH03

Type of form

Form5

Finished product specifications

ARP Specs

Pack size and Demand Price

10’s, as per SRO

Approval status of product in
Reference Regulatory Authorities

Onglyza 2.5 mg film-coated tablets
Each tablet contains 2.5 mg saxagliptin (as hydrochloride).
MHRA Approved

Me-too-status

Saglip 2.5mg Tablet Reg. No. 071487.
Mfg by M/s CCL Lahore.

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

i.  The Pharmacological group of the drug
mentioned in the application is Psychotropic
agent. The ATC for drug Saxagliptin is
A10B defined as BLOOD GLUCOSE
LOWERING DRUGS, EXCL. INSULINS.
Also submit requisite fee.

ii.  The manufacturing method provided mentions
that the tablet will be manufactured by simple
compression having active in the compressed
core, then it will be film coated. The
manufacturing method of the innovator is
through active coating process. The revised
manufacturing method is required to be
submitted along with supplementary data. Also
submit requisite fee.

The firm has submitted the revised Form-5 and revised

manufacturing method as per innovator product, along with

fee of Rs. 7500/- paid vide slip No. 54293912720 dated

23.09.2022.

Decision: Deferred for following;

e Submission of detailed manufacturing method as per innovator product along with
evidence of required equipment for manufacturing it.
e Submission of evidence that manufacturing process will prevent cyclization of the

API.

e Submission of stability study data as per guidelines provided in 293rd meeting of
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Registration Board.
333. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,
Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)
Brand Name + Dosage Form and VORIFEN 200mg Tablet
Strength
Composition Each Film coated tablet contains;
Voriconazole............... 200 mg
Dairy No. date of R &I fee Dy. No. 14831, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760163
Pharmacological Group Antimycotics for systemic use, triazole derivatives ATC
code JO2ACO03
Type of form Form 5
Finished product specifications JP Specifications.
Pack size and Demand Price 10’s. As per SRO.
Approval status of product in VFEND Voriconazole 200 mg Oral Tablet
Reference Regulatory Authorities USFDA Approved.
Me-too-status Vorif Tablet 200mg Reg. No. 069765.
Mfg by M/s Ferozsons Laboratories Ltd., Amangarh
Nowshehra, Nowshera.
GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.
Remark of the Evaluator.
Decision: Approved.
334, Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,
Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)
Brand Name + Dosage Form and ISOVEN ER Tablet 50mg
Strength
Composition Each Extended Release Tablet Contains;
Desvenlafaxine (as succinate)......... 50 mg
Dairy No. date of R &I fee Dy. No. 14834, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760182
Pharmacological Group Other Antidepressants. ATC Code: NO6AX23
Type of form Form 5
Finished product specifications ARP Specifications
Pack size and Demand Price 14’s. As per SRO.
Approval status of product in Pristiq (desvenlafaxine) Extended-Release tablets, oral
Reference Regulatory Authorities USFDA Approved.
Me-too-status Dessyn XR 50mg Tablet, Reg. No. 091609.
M/s Medisynth Pharmaceuticals Rawat.
GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.
Remark of the Evaluator.
Decision: Approved with innovator’s Specifications. Registration letter shall be issued after
submission of fee Rs. 7500/- for revision of specifications.
335. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-
Applicant 3, National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)
Brand Name + Dosage Form and ISOVEN ER Tablet 100mg
Strength
Composition Each Extended Release Tablet Contains;
Desvenlafaxine (as succinate)......... 100 mg
Dairy No. date of R &I fee Dy. No. 14835, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760183
Pharmacological Group Other Antidepressants. ATC Code: NO6AX23
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Type of form Form 5

Finished product specifications ARP Specifications
Pack size and Demand Price 14’s. As per SRO.
Approval status of product in Pristiq (desvenlafaxine) Extended-Release tablets, oral
Reference Regulatory Authorities USFDA Approved.
Me-too-status Dessyn XR 100mg Tablet, Reg. No. 091610.
M/s Medisynth Pharmaceuticals Rawat.
GMP Status Last inspection conducted on 28.12.2021. The GMP

status is reported as compliant.

Remark of the Evaluator.

Decision: Approved with innovator’s Specifications. Registration letter shall be issued after
submission of fee Rs. 7500/- for revision of specifications.
336. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Capsule Section (General)

Brand Name + Dosage Form and MUSOREL MR 200 mg Capsule.

Strength

Composition Each MR capsule contains (Modified Release);
Mebeverine HCI SR 50% Pellets Eq. to Mebeverine HCI
....... 200mg

(source of Pellets: M/s Vision Pharmaceuticals
Islamabad DML No. 000806)

Dairy No. date of R &I fee Dy. No. 14840, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760184

Pharmacological Group Synthetic anticholinergics, esters with tertiary amino

roup.

%\TCpCode: A03AA04

Type of form Form 5

Finished product specifications ARP Specifications

Pack size and Demand Price 10’s. As per SRO.

Approval status of product in COLOFAC MR Modified Release Capsule

Reference Regulatory Authorities Mebeverine hydrochloride 200 mg
Manufactured by Mylan Products Ltd. 20 Station Close
Potters Bar Herts EN6 1TL United Kingdom.

MHRA Approved.
Me-too-status Mebever MR 200mg Capsule Reg. No. 050747
M/s Getz Pharma Karachi.
GMP Status Last inspection conducted on 28.12.2021. The GMP status

is reported as compliant.

Remark of the Evaluator.
Decision: Approved with innovator’s Specifications. Registration letter shall be issued after
submission of fee Rs. 7500/- for revision of specifications.

337. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-

Applicant 3, National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and Q-REX Tablet 100 mg

Strength

Composition Each Film Coated Tablet Contains;
Quetiapine (as Fumarate) .......... 100 mg

Dairy No. date of R &I fee Dy. No. 14844, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760176

Pharmacological Group Antipsychotics; Diazepines, oxazepines and thiazepines
ATC code: NOSAH04

Type of form Form 5

Finished product specifications USP Specifications.

Pack size and Demand Price 10’s, 20’s, 30’s. As per SRO.
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Approval status of product in
Reference Regulatory Authorities

Quetiapine film coated tablet (25mg, 100mg, 150mg,
200mg) by M/s Aurobindo pharma,
MHRA Approved.

Me-too-status

Quepin 100mg Tablet Reg. No. 055644
M/s Platinum Pharmaceuticals (Pvt.) Ltd., Karachi

GMP Status

Last inspection conducted on 28.12.2021. The GMP
status is reported as compliant..

Remark of the Evaluator.

Decision: Approved.

Applicant

338. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and Q-REX XR Tablet 300 mg

Strength

Composition Each Extended Release Tablet Contains;
Quetiapine (as Fumarate) ......... 300 mg

Dairy No. date of R &I fee Dy. No. 14846, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760186

Pharmacological Group Antipsychotics; Diazepines, oxazepines and thiazepines
ATC code: NOSAH04

Type of form Form 5

Finished product specifications USP Specifications.

Pack size and Demand Price 10’s. As per SRO.

Approval status of product in SEROQUEL XR (quetiapine fumarate) Extended-Release

Reference Regulatory Authorities Tablets 200 mg, 300 mg, and 400 mg
M/s AstraZeneca Pharmaceuticals LP 36 Wilmington, DE
19850 USA
FDA Approved.

Me-too-status Pequit XR 300mg Tablets Reg. No. 075488
Each XR coated Tablet contains;
Quetiapine (as fumarate): 300mg
M/s Medizan Laboratories (Pvt) Ltd., Plot No 313
Industrial Triangle Kahuta Road Islamabad., Islamabad

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

330. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

Q-REX XR Tablet 150 mg

Composition

Each Extended Release Tablet contains;
Quetiapine (as fumarate) ....... 150 mg

Dairy No. date of R &I fee

Dy. No. 14845, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760185

Pharmacological Group

Antipsychotics; Diazepines, oxazepines and thiazepines
ATC code: NO5SAH04

Type of form

Form5

Finished product specifications

USP Specifications

Pack size and Demand Price

30’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Seroquel XL 50 mg, 150 mg, 200 mg, 300 mg, 400 mg
prolonged-release tablets

AstraZeneca UK Ltd, Silk Road Business Park,
Macclesfield, Cheshire, SK10 2NA, United Kingdom
MHRA Approved.
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Me-too-status

Pequit XR 150mg Tablets Reg. No. 075486

Each XR coated Tablet contains;

Quetiapine (as fumarate): 150 mg

M/s Medizan Laboratories (Pvt) Ltd., Plot No 313
Industrial Triangle Kahuta Road Islamabad., Islamabad.

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

340. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and Q-REX Tablet 25 mg

Strength

Composition Each Film Coated Tablet contains;
Quetiapine (as fumarate) ....... 25 mg

Dairy No. date of R &I fee Dy. No. 14843, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760175

Pharmacological Group Antipsychotics; Diazepines, oxazepines and thiazepines
ATC code: NOSAH04

Type of form Form 5

Finished product specifications USP Specifications

Pack size and Demand Price 10’s 20’s 30’s. As per SRO

Approval status of product in Seroquel 25 mg, 100 mg, 200 mg and 300 mg film-coated

Reference Regulatory Authorities tablets
MHRA Approved.

Me-too-status Quepin 25mg Tablet Reg. No. 055643
M/s PlatinumPharmaceuticals(Pvt.) Ltd., Karachi

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

341. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant

National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

MESOBAC Tablet 10 mg

Composition

Each Tablet Contains;
Baclofen ....... 10 mg

Dairy No. date of R &I fee

Dy. No. 14836, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760168

Pharmacological Group

Muscle relaxants, centrally acting agents, Other centrally
acting agents
ATC Code: M03BX01

Type of form

Form5

Finished product specifications

USP Specifications.

Pack size and Demand Price

30’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Baclofen 10 mg Tablets
M/s TEVA UK Limited, Eastbourne, BN22 9AG, UK
MHRA Approved.

Me-too-status

Baclin Tablet Reg. No. 063100

Baclofen........... 10mg

M/s Genome Pharmaceuticals (Pvt) Ltd., Plot No.16/1
Phase No. IV Industrial Estate Hattar Distt Haripur.,
Haripur

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.
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Remark of the Evaluator.

Decision: Approved.

Applicant

342. Name and address of manufacture / M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and PROQUAD Tablet 150mg/75mg/400mg/275mg

Strength

Composition Each Film Coated Tablet Tablet Contains;
Rifampicin ................oo 150 mg
Isoniazide ......................... 75 mg
Pyrazinamide ...................... 400 mg
Ethambutol Hydrochloride ..... 275 mg

Dairy No. date of R &I fee Dy. No. 14833, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760165

Pharmacological Group Combinations of drugs for treatment of tuberculosis
(rifampicin, pyrazinamide, ethambutol and isoniazid).
ATC Code: J0O4AMO6

Type of form Form-5

Finished product specifications USP Specifications.

Pack size and Demand Price 80’s. As per SRO

Approval status of product in Rimstar 150 mg/75 mg/400 mg/275 mg Film-coated

Reference Regulatory Authorities Tablets
M/s Sandoz Limited Park View, Riverside Way
Watchmoor Park Camberley, Surrey GU15 3YL United
Kingdom
MHRA Approved.

Me-too-status Myrin P Forte Tablets Reg. No. 027082
M/s Pfizer Pakistan Ltd., B-2-SITE Karachi.

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

343. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

FUNOKET 200 mg Tablet

Composition

Each Tablet Contains;
Ketoconazole ........... 200mg

Dairy No. date of R &I fee

Dy. No. 14837, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760169

Pharmacological Group

CORTICOSTEROIDS FOR SYSTEMIC USE,
Anticorticosteroids
ATC Code: HO2CAO03

Type of form

Form-5

Finished product specifications

USP Specifications

Pack size and Demand Price

10’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Ketoconazole HRA 200 mg tablets
MHRA Approved.

Me-too-status

KZ 200mg Tablet Reg. No. 092348
M/s Seraph Pharmaceutical, Plot No.210, Industrial
Triangle, Kahuta Road, Islamabad

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

The Pharmacological group mentioned in application is
“broad-spectrum synthetic antifungal agent”. The
pharmacotherapeutic group of the reference product (i.e.
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Ketoconazole HRA 200mg tablet) is Corticosteroids for
systemic use, Anticorticosteroids ATC Code: HO2CAOQ3.
Evidence of pharmacological group along with supporting
data is required or Pharmacological group may be revised
along with submission of requisite fee.

The firm has provided the requisite information along
with submission of fee Rs. 7500/- vide Slip No.
1861017220 dated 23.09.2022.

Decision: Approved.

344. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and ZEEMIG Tablet 5 mg

Strength

Composition Each Film Coated Tablet Contains;
Zolmitriptan ................ 5 mg

Dairy No. date of R &I fee Dy. No. 14849, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760181

Pharmacological Group ANTIMIGRAINE PREPARATIONS, Selective serotonin
(5HT1) agonists
ATC Code: NO2CC03

Type of form Form-5

Finished product specifications USP Specifications

Pack size and Demand Price 3’s. As per SRO

Approval status of product in Zolmitriptan 5mg Film-coated Tablets

Reference Regulatory Authorities M/s Accord, Barnstaple, EX32 8NS, UK
MHRA Approved

Me-too-status Zolon Tablet Reg. No. 088749
M/s Shrooq Pharmaceuticals (Pvt) Ltd , 21-Km Ferozepur
Road, Lahore

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

345. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant

National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

BUSPORIL Tablet 5 mg

Composition

Each Tablet Contains;
Buspirone Hydrochloride ........ 5mg

Dairy No. date of R &I fee

Dy. No. 14832, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760164

Pharmacological Group

Anxiolvytics, Azaspirodecanedione Derivatives.
ATC Code: NO5BEO1

Type of form

Form-5

Finished product specifications

USP Specifications.

Pack size and Demand Price

30’s. As per SRO.

Approval status of product in
Reference Regulatory Authorities

Buspar Tablets 5 mg

M/s Accord Healthcare Limited Sage House 319 Pinner
Road North Harrow Middlesex HA1 4HF United
Kingdom.

MHRA Approved

Me-too-status

Buspro Tablet 5mg Reg. No. 094261
M/s Medisynth Pharmaceuticals, Plot No. 55 Street No. S-
5 National Industrial Zone Rawat.
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GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

346. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Tablet Section (General)

Brand Name + Dosage Form and RENAID Tablet

Strength

Composition Each Film Coated Tablet Contains;
a-keto analogue to isoleucine calcium salt .... 67 mg
a-keto analogue to leucine calcium salt .... ... 101 mg
a-keto analogue to phenylalanine calcium salt . 68 mg
a-keto analogue to valine calcium salt .... 86 mg
a-hydroxy analogue to methionine calcium salt 59 mg
Lysine acetate ...................... 105 mg
L-threonine ....................... 53 mg
L-tryptophan ..................... 23 mg
L- histidine ....................... 38 mg
L- tyrosine .................. 30 mg
Total Nitrogen content per tablet ........... 36 mg
Calcium content per tablet ...1.25 mmol = 50 mg

Dairy No. date of R &I fee Dy. No. 14830, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760162

Pharmacological Group GENERAL NUTRIENTS, OTHER NUTRIENTS Amino
acids, incl. combinations with polypeptides
ATC Code: VO6DD

Type of form Form-5

Finished product specifications ARP Specifications.

Pack size and Demand Price 100’s. As per SRO.

Approval status of product in KETOSTERIL by Fresenius Kabi, Germany.

Reference Regulatory Authorities  |(Bfarm approved)

Me-too-status Ketoalfa Tablets Reg. No. 076807
M/s Genome Pharmaceuticals (Pvt) Ltd., Plot No.16/1
Phase No. IV Industrial Estate Hattar Distt Haripur

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Deferred for evidence of availability of testing facility for drug product along with

analytical procedure.

347. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Capsule Section (General)

Brand Name + Dosage Form and FERIX 150 mg Capsule.

Strength

Composition Each Capsule Contains;
Iron polysaccharide Complex equivalent to Elemental
Iron..................... 150 mg

Dairy No. date of R &I fee Dy. No. 14839, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760171

Pharmacological Group Antianemic preparations, Iron trivalent, oral preparations
ATC Code: BO3AB02

Type of form Form-5

Finished product specifications ARP Specifications.

Pack size and Demand Price 3x10’s. As per SRO

Approval status of product in NA

Reference Regulatory Authorities
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Me-too-status Ferricure Capsule Reg. No. 050637

M/s SJ & G Fazul Ellahie, , Karachi

GMP Status Last inspection conducted on 28.12.2021. The GMP status

is reported as compliant.

Remark of the Evaluator.

Decision: Registration Board approved the case with innovator’s specification, since iron
preparations are not considered as drug by various reference regulatory authorities. Registration
letter shall be issued after submission of fee Rs. 7500/- for revision of specifications.

348. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant National Industrial Zone Rawat. (DML No. 000682)
Semi Solids Cream/ointment/Gel Section (General)

Brand Name + Dosage Form and FUNOKET CREAM 2%

Strength

Composition Each gram of Cream contains;
Ketoconazole .............. 2% W/W (20 mg)

Dairy No. date of R &I fee Dy. No. 14838, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760170

Pharmacological Group Imidazole and triazole derivatives
ATC Code: DO1AC08

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price 1 x 5g, 10g, 15g. As per SRO

Approval status of product in Daktarin Gold 2% Cream

Reference Regulatory Authorities M/s McNeil Products Limited
MHRA Approved

Me-too-status Ramaket Cream 2% w/w Reg. No. 096908
M/s Caliph Pharmaceuticals (Pvt) Ltd., Plot No. 17
Industrial Estate Risalpur

GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved.

349. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,

Applicant

National Industrial Zone Rawat. (DML No. 000682)
Sachet Section (General)

Brand Name + Dosage Form and
Strength

MUCAID 200 mg Powder for Oral Solution

Composition

Each Sachet Contains;
Acetylcysteine powder for oral solution ...... 200 mg

Dairy No. date of R &I fee

Dy. No. 14841, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760173

Pharmacological Group

Expectorants, Excl. Combinations With Cough

Suppressants, Mucolytics.
ATC Code: RO5CB01

Type of form

Form-5

Finished product specifications

ARP Specifications.

Pack size and Demand Price

30’s. As per SRO

Approval status of product in
Reference Regulatory Authorities

Acetylcysteine 200 mg Powder for Oral Solution (Sachet)
M/s Sovereign Medical UK
MHRA Approved.

Me-too-status

Acekan 200mg Sachets Reg. No. 077289
M/s Jaskan Pharmaceuticals (Pvt) Ltd. , Plot No. 50
Sunder Industrial Estate Lahore

GMP Status

Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.

Remark of the Evaluator.

Decision: Approved with innovator’s Specifications. Registration letter shall be issued after
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submission of fee Rs. 7500/- for revision of specifications.
350. Name and address of manufacture / | M/s ARP (Pvt) Ltd., Plot No. 12 & 12 A, Street No. W-3,
Applicant National Industrial Zone Rawat. (DML No. 000682)
Semi Solids Cream/ointment/Gel Section (General)
Brand Name + Dosage Form and BIFOTEN 1% Cream
Strength
Composition Each gram of Cream Contains;
Bifonazole ............... 1%(W/W) (10mg)
Dairy No. date of R &I fee Dy. No. 14848, dated 07.03.2019.
Fee Paid: Rs. 20,000/- dated 06.03.2019 vide slip No.
0760180
Pharmacological Group Antifungal for Topical Use
ATC Code: DO1AC10
Type of form Form-5
Finished product specifications ARP Specifications.
Pack size and Demand Price 159 tube. As per SRO
Approval status of product in Canesten Bifonazole Cream
Reference Regulatory Authorities The cream contains 1% w/w bifonazole
M/s Bayer plc Consumer Care Division England
MHRA Approved.
Me-too-status Canesten Extra Cream Reg. No. 007484
M/s Bayer Pakistan (Pvt) Ltd., C-21, S.I.T.E, Karachi
GMP Status Last inspection conducted on 28.12.2021. The GMP status
is reported as compliant.
Remark of the Evaluator.
Decision: Approved with innovator’s Specifications. Registration letter shall be issued after
submission of fee Rs. 7500/- for revision of specifications.
351. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Capsule Section (General Antibiotic)
Brand Name + Dosage Form and DEXAZOL Capsule 60 mg
Strength
Composition Each Dual Delayed Release Capsule Contains;
Dexlansoprazole............ 60 mg
Dairy No. date of R &I fee Dy. No. 16573 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822188 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Proton pump inhibitors.
ATC Code: A02BC06
Type of form Form-5
Finished product specifications Innovator’s Specifications.
Pack size and Demand Price 14°s 28’s, as per SRO
Approval status of product in DEXILANT (dexlansoprazole) delayed-release capsules,
Reference Regulatory Authorities for oral use
Delayed-release capsules: 30 mg and 60 mg
MHRA Approved.
Me-too-status Remit DR Capsules 30 mg Reg. No. 090301
M/s Scotmann Pharmaceuticals Plot No. 5-D, Sector I-
10/3 Islamabad.
GMP Status Inspection report provided is dated 29.09.2021.
GMP status is good.
Remark of the Evaluator. 1. Source of pellets: M/s Vision Pharma
Decision: Deferred for stability study data as per guidelines provided in 293" meeting of
Registration Board.
352. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Capsule Section (General Antibiotic)
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Brand Name + Dosage Form and
Strength

DEXAZOL Capsule 30 mg

Composition

Each Dual Delayed Release Capsule Contains;
Dexlansoprazole................ 30 mg

Dairy No. date of R &I fee

Dy. No. 16572 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822187 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Proton pump inhibitors.
ATC Code: A02BC06

Type of form

Form-5

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

14’s 28’s, as per SRO

Approval status of product in
Reference Regulatory Authorities

DEXILANT (dexlansoprazole) delayed-release capsules,
for oral use

Delayed-release capsules: 30 mg and 60 mg

MHRA Approved.

Me-too-status

Daplazole DDR Capsule 30 mg Reg. No. 104251
M/s AGP Ltd. Karachi.

GMP Status

Inspection report provided is dated 29.09.2021.
GMP status is good.

Remark of the Evaluator.

1. Source of pellets M/s Vision Pharma

Decision: Deferred for stability study data as per guidelines provided in 293¢ meeting of

Registration Board.

Applicant

353. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Tablet Section (General)
Brand Name + Dosage Form and Levosol Tablets 25 mg
Strength
Composition Each Tablet Contains;
Levosulpiride .......... 25 mg
Dairy No. date of R &I fee Dy. No. 16577 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822192 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group ANTIPSYCHOTICS, Benzamides,
ATC Code:NO5ALO7
Type of form Form-5
Finished product specifications Manufacturers Specifications.
Pack size and Demand Price 10’s,14’s, 20’s, 30’s, A+s per SRO
Approval status of product in Levosulpiride Aristo 25 mg tablets, AIFA Italy approved.
Reference Regulatory Authorities
Me-too-status Sulvoric 25mg Tablet Reg. N0.070484
M/s High-Q
GMP Status Inspection report provided is dated 29.09.2021.
GMP status is good.
Remark of the Evaluator.
Decision: Approved.
354. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence

Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Tablet Section (General)

Brand Name + Dosage Form and
Strength

TERBINA TABLET 125 mg

Composition

Each Tablet Contains;
Terbinafine HCI equivalent to Terbinafine.... 125 mg

Dairy No. date of R &I fee

Dy. No. 16575 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822190 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Antifungals for systemic use.
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ATC Code: DO1BAO2

Type of form Form-5
Finished product specifications USP Specifications
Pack size and Demand Price 10’s. As per SRO
Approval status of product in TERBINAFINE 125MG TABLETS (TERBINAFINE
Reference Regulatory Authorities  |HYDROCHLORIDE)
MHRA Approved

Me-too-status Brandit Tablet 125 mg Reg. No. 090822

M/s High-Q Pharmaceuticals Karachi.
GMP Status Inspection report provided is dated 29.09.2021.

GMP status is good.
Remark of the Evaluator. 1. The Label claim of RRA approved products is

for Terbinafine base 125 mg as HCI Salt, the
applied label claim needs to be revised
accordingly along with submission of requisite
fee(Full fee).

The firm has revised the label claim as per
RRA approved product along with
submission of Fee Rs. 7500/- vide Slip No.
2743183351 dated 04.10.2022

Decision: Approved. Registration letter shall be issued after submission of differential fee of
Rs. 22,500/- by the firm for pre-approval change for equivalency as per as per notification
No.F.7-11/2012-B&A/DRAP dated 13-07-2021.

355. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence

Applicant Road, off Multan Road Lahore Pakistan. (DML No.

000514)
Tablet Section (General)

Brand Name + Dosage Form and TERBINA TABLET 250 mg

Strength

Composition Each Tablet Contains;

Terbinafine HCI equivalent to Terbinafine.... 250 mg

Dairy No. date of R &I fee Dy. No. 16574 dated 07.03.2019. Fee Rs. 20,000/- paid

vide voucher No. 0822189 dated 05.03.2019, endorsed on
07.03.2019
Pharmacological Group Antifungals for systemic use.
ATC Code: D01BAQ2

Type of form Form-5

Finished product specifications USP Specifications

Pack size and Demand Price 10’s. As per SRO

Approval status of product in TERBINAFINE 250MG TABLETS (TERBINAFINE

Reference Regulatory Authorities |HYDROCH LORIDE)

MHRA Approved
Me-too-status Brandit Tablet 250 mg Reg. No. 090823
M/s High-Q Pharmaceuticals Karachi.
GMP Status Inspection report provided is dated 29.09.2021.
GMP status is good.

Remark of the Evaluator. 1. The Label claim of RRA approved products is
for Terbinafine base 250 mg as HCI Salt, the
applied label claim needs to be revised
accordingly along with submission of requisite
fee(Full Fee).

The firm has revised the label claim as per
RRA approved product along with
submission of Fee Rs. 7500/- vide Slip No.
387779024 dated 04.10.2022

Decision: Approved. Registration letter shall be issued after submission of differential fee of
Rs. 22,500/- by the firm for pre-approval change for equivalency as per as per notification
No.F.7-11/2012-B&A/DRAP dated 13-07-2021.

356. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
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000514)
Cream/ ointment/ Gel (General)

Brand Name + Dosage Form and
Strength

ARSIBACT-H CREAM 15gm

Composition

Each gram of cream contains;
Fusidic acid..... 20 mg
Hydrocortisone acetate......... 10 mg

Dairy No. date of R &I fee

Dy. No. 16569 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822184 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group

Corticosteroids, weak, combinations with antibiotics
ATC Code: DO7CA01

Type of form

Form-5

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

15gm. Rs. 250/- per tube.

Approval status of product in
Reference Regulatory Authorities

FUCIDIN® H

Fusidic acid and Hydrocortisone acetate
2% / 1% Cream

Health Canada Approved.

Me-too-status

Fusiwin-H Cream Reg. No. 062471
M/s Hoover Pharmaceuticals Lahore.

GMP Status

Inspection report provided is dated 29.09.2021.
GMP status is good.

Remark of the Evaluator.

Decision: Approved.

Applicant

357. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence

Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Cream/ Ointment/ Gel (General)

Brand Name + Dosage Form and TERBINA 10MG CREAM

Strength

Composition Each gram of cream contains;
Terbinafine HCI...10mg

Dairy No. date of R &I fee Dy. No. 16576 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822191 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group Other antifungals for topical use.

ATC Code: DO1AE15

Type of form Form-5

Finished product specifications Innovator’s Specifications.

Pack size and Demand Price 10gm, as per SRO

Approval status of product in LAMISIL 1% w/w Cream

Reference Regulatory Authorities |MHRA Approved.

Me-too-status Lamisil Cream 1 %
M/s GSK Petaro Road Jamshoro.

GMP Status Inspection report provided is dated 02.01.2018.
Latest inspection report is required.s

Remark of the Evaluator.

Decision: Approved.

358. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence

Road, off Multan Road Lahore Pakistan. (DML No.
000514)
Cream/Ointment/Gel (General)

Brand Name + Dosage Form and
Strength

ARSONE OINTMENT 15GM

Composition

Each Tube Contains;

Mometasone Furoate ....... Img/g
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Dairy No. date of R &I fee Dy. No. 16570 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822185 dated 05.03.2019, endorsed on

07.03.2019
Pharmacological Group CORTICOSTEROIDS, PLAIN, Corticosteroids, potent
(group 1)
ATC Code: DO7AC13
Type of form Form-5
Finished product specifications USP Specifications.
Pack size and Demand Price 1’s. As per SRO
Approval status of product in Mometasone Furoate 0.1% W/W Oitnment.
Reference Regulatory Authorities  [MHRA Approved
Me-too-status Biometa Ointment Reg. No. 08619
M/s Bio-Labs Islamabad
GMP Status Inspection report provided is dated 29.09.2021.

GMP status is good.

Remark of the Evaluator.
Decision: Approved. Firm shall submit evidence of availability of separate dispensing booth for
steroidal formulations, before issuance of registration letter.

359. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)

Cream/ Oitnment/ Gel (General)

Brand Name + Dosage Form and CLINDACIN GEL 30GM

Strength

Composition Each Gram Contains;
Clindamycin Phosphate equivalent to Clindamycin 1%
wiw

Dairy No. date of R &I fee Dy. No. 16571 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822186 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group Antiinfectives for treatment of acne

ATC Code: D10AF01

Type of form Form-5

Finished product specifications USP Specifications.

Pack size and Demand Price 30 gm, Rs. 320/- per Tube

Approval status of product in ZINDACLIN clindamycin (as clindamycin phosphate)

Reference Regulatory Authorities 1% topical gel tube
TGA Australia Approved.

Me-too-status Daymac gel 10mg Reg. No. 062452
M/s Hoover Pharmaceuticals Lahore.
GMP Status Inspection report provided is dated 29.09.2021.

GMP status is good.

Remark of the Evaluator.

Decision: Approved.

360. Name and address of manufacture / | M/s Arsons Pharmaceutical (Pvt.) Ltd. 2.5 Km Defence
Applicant Road, off Multan Road Lahore Pakistan. (DML No.
000514)

Cream/ Ointment/ Gel (General)

Brand Name + Dosage Form and ARSIBACT-B CREAM 15GM

Strength

Composition Each Gram Cream Contains;
Fusidic Acid....... 20mg
Betamethasone as Valerate ..... Img

Dairy No. date of R &I fee Dy. No. 16568 dated 07.03.2019. Fee Rs. 20,000/- paid
vide voucher No. 0822183 dated 05.03.2019, endorsed on
07.03.2019

Pharmacological Group Corticosteroids, potent, combinations with antibiotics,

betamethasone and antibiotics.
ATC Code: DO7CC01
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Type of form

Form-5

Finished product specifications

Innovator’s Specifications.

Pack size and Demand Price

15gm, Rs. 350/- per tube.

Approval status of product in
Reference Regulatory Authorities

Fusidic acid/Betamethasone 20 mg/g + 1mg/g cream
MHRA Approved.

Me-too-status

Fuswin-B Cream Reg. No. 062470
M/s Hoover Pharmaceuticals Lahore.

GMP Status

Inspection report provided is dated 29.09.2021.
GMP status is good.

Remark of the Evaluator.

1. Specifications of Finished products are not
provided.

2. The label claim is required to be revised, the
reference RRA approved product mentions 1mg
Betamethasone as valerate. Also submit
requisite fee (Full Fee).

'he firm was communicated the observations. The firm
has mentioned that finished product specifications will
be innovator’s specifications and has revised the label
claim from “betamethasone valerate” to “betamethasone
as valerate”. Along with submission of Fee Rs. 7500/-
vide slip No. 2935179779 dated 04.10.2022. The firm has
not submitted full fee.

Decision: Approved. Registration letter shall be issued after submission of differential fee of
Rs. 22,500/- by the firm for pre-approval change for equivalency as per as per notification
No.F.7-11/2012-B&A/DRAP dated 13-07-2021.

Applicant

361. Name and address of manufacture / | M/s Avensis Pharmaceuticals, (DML No. 000894)

Applicant Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad

Bin Qasim, Karachi.
Tablet (Psychotropic) Section
Brand Name + Dosage Form and Dormilam Tablet 7.5mg
Strength
Composition Each Tablet contains;
Midazolam .....7.5 mg (as midazolam maleate)

Dairy No. date of R &I fee Dy. No. 17394 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0761618 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group Benzodiazepine derivatives.
ATC Code: NO5CDO08

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price /As per SRO.

Approval status of product in Dormicum 7.5 mg film-coated tablets

Reference Regulatory Authorities Bfarm Germany Approved.

Me-too-status Dormicum Tablet 7.5mg Reg. No. 011231

M/s Martin Dow Marker Quetta.
GMP Status Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator. The reference product is film coated, whereas applied
product is not film coated. Clarification/ correction is
required along with submission of requisite fee.

Decision: Approved as film coated tablet and change of brand name. Registration letter

shall be issued after submission of revised formulation of film coated tablet and Rs. 7500/-

fee for pre-approval change in formulation as per notification No.F.7-11/2012-B&A/DRAP

dated 13-07-2021.

362. Name and address of manufacture / | M/s Avensis Pharmaceuticals,(DML No. 000894)

Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad
Bin Qasim, Karachi.
Tablet (Psychotropic) Section

Brand Name + Dosage Form and
Strength

MS Contin Tablet 10 mg

Minutes of 3234 meeting of Registration Board (6 to 8t December, 2022) 191




Composition

Each Tablet contains;
Morphine Sulphate........ 10 mg

Dairy No. date of R &I fee

Dy. No. 17376 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0841045 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group

Analgesics, Natural opium alkaloids
ATC Code: NO2AA01

Type of form Form-5
Finished product specifications BP Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Could not be confirmed

Me-too-status

Qonza 10mg Tablet Reg. No. 071221
M/s Wilshire Laboratories Lahore.

GMP Status

Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator.

1. The Pharmacological group is mentioned as
Anti pyretic. It needs to be corrected along with
submission of requisite fee.

2. The evidence of approval in RRA is required.
Provided reference was not of registered
product in RRA.

3. Form-5 and undertaking submitted are
unsigned. Signed Undertakings and Form-5 are
required.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopte

d by the Registration Board in its 275" meeting.

Applicant

363. Name and address of manufacture / | M/s Avensis Pharmaceuticals,(DML No. 000894)

Applicant Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad

Bin Qasim, Karachi.
Tablet (Psychotropic) Section

Brand Name + Dosage Form and Soseget 25mg Tablet

Strength

Composition Each tablet Contains;

Pentazocine HCI...... 25 mg
Dairy No. date of R &I fee Dy. No. 17402 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0841048 dated 05.03.2019. Endorsed
on 07.03.2019.
Pharmacological Group Opioid analgesics, Benzomorphan derivatives
ATC Code: NO2ADO1

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price /As per SRO.

Approval status of product in PENTAZOCINE TABLETS BP 25mg

Reference Regulatory Authorities MHRA Approved.

Me-too-status Segon Tablet Reg. No. 060093

M/s Aries Pharmaceuticals Peshawar.

GMP Status Last inspection conducted on 31.08.2021.

Status is OK.

Remark of the Evaluator. The Pharmacological group is mentioned as
psychotropic. It needs to be corrected along with
submission of requisite fee.

Decision: Approved and change of brand name. Registration letter shall be issued after

submission of correct pharmacological group along with fee Rs. 7500/- for pre-approval

changes as per notification No.F.7-11/2012-B&A/DRAP dated 13-07-2021.

364. Name and address of manufacture / | M/s Avensis Pharmaceuticals,(DML No. 000894)

Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad
Bin Qasim, Karachi.
Tablet (Psychotropic) Section
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Brand Name + Dosage Form and
Strength

Rita 10 mg Tablet

Composition

Each Tablet Contains;
Methylphanidate HCI................. 10 mg

Dairy No. date of R &I fee

Dy. No. 17401 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0841049 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group

PSYCHOSTIMULANTS, AGENTS USED FOR ADHD
AND NOOTROPICS, Centrally acting sympathomimetics.
ATC code: NO6BA04

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price /As per SRO.

Approval status of product in Ritalin® 10mg Tablets
Reference Regulatory Authorities MHRA Approved.

Me-too-status

Ritalin 10 mg Tablet Reg. No. 004458
M/s Novartis Pharma Karachi.

GMP Status

Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator.

Decision: Approved and change of brand name.

Applicant

365. Name and address of manufacture / | M/s Avensis Pharmaceuticals,(DML No. 000894)

Applicant Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad
Bin Qasim, Karachi.
Tablet (Psychotropic) Section

Brand Name + Dosage Form and TimeGesic Sublingual Tablet 0.2 mg

Strength

Composition Each sublingual tablet contains;
Buprenorphine HCI eq. to Buprenoprhine Base 0.2mg

Dairy No. date of R &I fee Dy. No. 17400 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0841050 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group Opioid analgesics, Oripavine derivatives.
ATC Code: NO2AEO1

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price IAs per SRO.

Approval status of product in TEMGESIC buprenorphine 200 microgram (as

Reference Regulatory Authorities hydrochloride) sublingual tablet bottle.
TGA Australia Approved.

Me-too-status Enorfine Sublingual Tablets Reg. No. 041527
M/s Munawar Pharma (Pvt) Ltd., 31-Km Multan Road
Lahore.

GMP Status Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator.

Decision: Approved and change of brand name.

366. Name and address of manufacture / | M/s Avensis Pharmaceuticals, (DML No. 000894)

Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad
Bin Qasim, Karachi.
Dry Powder Suspension (Cephalosporin) Section

Brand Name + Dosage Form and
Strength

VIOCEF DS Dry Suspension 250mg/5ml

Composition

Each 5 ml after reconstitution contains;
Cefradine B.P .250 mg

Dairy No. date of R &I fee

Dy. No. 17413 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0839023 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group

First-generation cephalosporins
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ATC Code: J01DB09

Type of form Form-5
Finished product specifications BP Specifications.
Pack size and Demand Price As per SRO.

Approval status of product in
Reference Regulatory Authorities

Nicef Syrup 250mg/5ml / Cefradine Syrup 250mg/5ml
MHRA Approved.

Me-too-status

Cefrinex Suspension 250mg/5ml Reg. No. 015126
M/s Bosch Pharmaceuticals Karachi.

GMP Status

Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator.

The applied product is dry powder for suspension. In
reference RRA approved product, after reconstitution
syrup is formed.

Decision: Approved.

367. Name and address of manufacture / | M/s Avensis Pharmaceuticals, (DML No. 000894)
Applicant Plot No. F-24/1, Eastern Industrial Zone, Port Muhammad
Bin Qasim, Karachi.

SVP Infusion (General) Section

Brand Name + Dosage Form and Moxiflox 400mg/250ml

Strength

Composition Each 250 ml Infusion contains;
Moxifloxacin ...400mg as moxifloxacin HCL

Dairy No. date of R &I fee Dy. No. 17381 dated 07.03.2019. Fee paid Rs. 20,000/-
vide Deposit Slip No. 0841044 dated 05.03.2019. Endorsed
on 07.03.2019.

Pharmacological Group Fluoroquinolones.
ATC Code: JOIMA14

Type of form Form-5

Finished product specifications BP Specifications.

Pack size and Demand Price As per SRO.

Approval status of product in Avelox 400 mg/250 ml solution for infusion

Reference Regulatory Authorities MHRA Approved.

Me-too-status Avelox Infusion Reg. No. 030851
M/s Bayer Pakistan (Pvt.) Ltd. Kot Lakhpat.

GMP Status Last inspection conducted on 31.08.2021.
Status is OK.

Remark of the Evaluator. Chemical name of product is written as Morphine 10

mg.
Decision: Approved.
368 Name and address of manufacturer/ M/s Trigon Pharmaceuticals (Pvt) Ltd. Raiwind Road,

Applicant

Block B LDA Avenue Phase-I, Lahore. (Contract Giver)
(DML No. 000342).

Contract with
M/s English Pharmaceutical Industries. Link Kattar Bund
Road, Thokar Niaz Baig, Multan Road Lahore. (Contract
acceptor) (DML No. 000339)

Brand Name + Dosage Form +
Strength

ESOMERPRAGON 40mg Injection. (IV)

Composition

Each Vial Contains;
Esomeprazole (as sodium)............ 40mg

Diary No. Date of R & | & fee

Dy.N0.16133 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 1900491 dated 6.03.2019, endorsed on
07.03.2019

Pharmacological Group

Proton pump inhibitors.
ATC Code: A02BC05

Type of Form

Form- 5 (Contract Application)

Finished product Specification

Innovators Specification

Pack size & Demanded Price

As per SRO.
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Approval status of product in Reference
Regulatory Authorities

ESOMEPRAZOLE 40 MG POWDER FOR SOLUTION
FOR INJECTION/INFUSION - PL 55035/0001
MHRA APPROVED.

Me-too status

Nexum IV 40mg Injection. Reg. No. 050651
M/s Getz Pharma Karachi.

GMP status

Last GMP inspection of m/s English pharma, conducted
on 15-07-2022 concludes satisfactory compliance.

Remarks of the Evaluator

i. Latest GMP inspection report/certificate of
M/s English Pharma is required.

ii.  Copy of DML of M/s Trigon Pharmaceuticals
is required.

iii.  Section approval letter of M/s English
Pharmaceuticals is required.

Iv. Capacity assessment of M/s English
Pharmaceuticals was  conducted  on
14.06.2019 for following sections;

o Dry Powder Injectable (Penicillin)

o Liquid ampoule Injectable (General)

o Dry powder Lyophilized Injectable
(General)

o Large Volume
(General)

Vial Injectable

Road, Lahore.

Decision: Approved. Registration letter shall be issued after submission of correct address of
applicant along with fee of Rs. 75,000/-.
o Registration Board further authorized its Chairman for issuance of registration letter
upon satisfactory capacity assessment of manufacturing and testing facility of M/s.
English Pharmaceutical Industries, Link Kattar Bund Road, Thokar Niaz Baig, Multan

369 Name and address of manufacturer/

Applicant

M/s Trigon Pharmaceuticals (Pvt) Ltd. Raiwind Road,
Block B LDA Avenue Phase-l, Lahore. (Contract Giver)
(DML No. 000342).

Contract with
M/s English Pharmaceutical Industries. Link Kattar Bund
Road, Thokar Niaz Baig, Multan Road Lahore. (Contract
acceptor) (DML No. 000339)

Brand Name + Dosage Form +
Strength

OMERPRAGON 40mg Injection. (1V)

Composition

Each Vial Contains;
Omeprazole (as sodium)............ 40mg

Diary No. Date of R & | & fee

Dy.N0.16134 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 1900490 dated 6.03.2019, endorsed on
07.03.2019

Pharmacological Group

Proton pump inhibitors.
ATC Code: A02BC01

Type of Form

Form- 5 (Contract Application)

Finished product Specification

Innovators Specification

Pack size & Demanded Price

As per SRO.

Approval status of product in Reference
Regulatory Authorities

Omeprazole 40mg Powder for Solution for Infusion
(omeprazole sodium) - PL 10622/0232
MHRA APPROVED.

Me-too status

Risek 40mg Infusion Reg. No. 024170
M/s Getz Pharma Karachi.

GMP status

Last GMP inspection of m/s English pharma, conducted
on 15-07-2022 concludes satisfactory compliance.

Remarks of the Evaluator

I.  Latest GMP inspection report/certificate of
M/s English Pharma is required.
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ii. Copy of DML of M/s Trigon Pharmaceuticals is
required.

iii. Section approval letter
Pharmaceuticals is required.

of M/s English

Decision: Approved. The registration letter shall be issued after submission of correct
address of applicant along with fee of Rs. 75,000/-.
o Registration Board further authorized its Chairman for issuance of registration letter
upon satisfactory capacity assessment of manufacturing and testing facility of M/s.
English Pharmaceutical Industries, Link Kattar Bund Road, Thokar Niaz Baig,

Multan Road, Lahore.

37(

Name and address of manufacturer/
Applicant

M/s Alen Pharmaceuticals, Plot No. 138-A, Nowshera
Industrial Estate Mardan Road, Risalpur. (Contract Giver)
(DML No. 000435).

&
M/s Bio-Labs (Pvt) Ltd, Plot No. 145 Industrial Triangle,
Kahuta Road, Islamabad (Contract acceptor) (DML No.
000296)

Brand Name + Dosage Form +
Strength

Allazole 100mg/50ml 1.V Infusion

Composition

Each 50ml contains:
Fluconazole.................. 100mg

Diary No. Date of R & | & fee

Dy.No0.16810 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 0815832 dated 27.02.2019, endorsed on
06.03.2019

Pharmacological Group

ANTIMYCOTICS FOR SYSTEMIC USE, Triazole
and tetrazole derivatives.
ATC Code: JO2ACO01

Type of Form Form- 5 (Contract Application)
Finished product Specification USP Specifications
Pack size & Demanded Price 1’s & as per SRO

Approval status of product
Reference Regulatory Authorities

in

Fluconazole 2mg/ml solution for infusion. 50ml,
100ml, 200ml.

MHRA Approved

Me-too status

Could not be verified.

GMP status

Last GMP inspection was conducted on 05-12-2017 and
06-12-2017. GMP audit performa stated that Liquid
Infusion 100ml (General) Section was found GMP
compliant. However, GMP certificate was not attached.

Remarks of the Evaluator

I.Copy of latest GMP inspection report/ certificate of
M/s Bio-Labs is required is required.

ii. Copy of DML of M/s Alen Pharmaceuticals is
required.

Copy of section approval letter of M/s Bio-Labs is
required.

Me too reference could not be verified. Proper me
too reference is required.

iv.

Decision: Deferred for evidence of a

(generic / me-too status) alongwith re

pplied formulation/drug already approved by DRAP
istration number, brand name and name of firm

371

Name and address of manufacturer/
Applicant

M/s Ambrosia Pharmaceuticals, Plot no. 18, Street No. 09,
National Industrial Zone, Rawat. (DML No. 000561)
Tablet Section (General)

Brand Name + Dosage Form +
Strength

Ambstin 10mg Tablet

Composition

Each Film Coated tablet
Ebastine.......... 10mg
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Diary No. Date of R & | & fee

Dy. No. 16028 dated 07-03-2019. Fee paid Rs.
20,000/- vide slip No. 1900244 dated 07.03.2019
endorsed on 07.03.2019.

Pharmacological Group

Other antihistamines for systemic use.
ATC Code: RO6AX22

Type of Form Form-5
Finished product Specification JP Specifications.
Pack size & Demanded Price 10’s & as per SRO

Approval status of product
Reference Regulatory Authorities

in

Ebastine Viatris 10mg film-coated tablet
ANSM, France Approved.

Me-too status

Mestin 10mg Tablet Reg. No. 094054
M/s Metro Pharmaceuticals Rawat.

GMP status

Last Panel inspection conducted on 28.12.2021. GMP
status is Good.

Remarks of the Evaluator

Decision: Approved.

Applicant

377 Name and address of manufacturer/ M/s Ambrosia Pharmaceuticals, Plot no. 18, Street No. 09,

Applicant National Industrial Zone, Rawat. (DML No. 000561)
Tablet Section (General)

Brand Name + Dosage Form + Ambstin 20mg tablet.

Strength

Composition Each Film Coated tablet
Ebastine.......... 20mg

Diary No. Date of R & | & fee Dy. No. 16029 dated 07-03-2019. Fee Paid Rs.
20,000/- vide Slip No. 1900245 dated 07.03.2019.

Pharmacological Group Other antihistamines for systemic use.
ATC Code: RO6AX22

Type of Form Form-5

Finished product Specification JP Specifications.

Pack size & Demanded Price 10’s, as per SRO

Approval status of product in | ALASTINA 20mg

Reference Regulatory Authorities CIMA, Spain Approved.

Me-too status Kestine 20 mg tablet Reg. No. 025432
M/s Highnoon Laboratories Ltd Lahore.

GMP status Last Panel inspection conducted on 28.12.2021. GMP
status is Good.

Remarks of the Evaluator

Decision: Approved.

373 Name and address of manufacturer/ M/s Alfalah Pharma (pvt), Ltd, 12-Km, Sheikhupura Road,

Lahore (contract giver) (DML No. 000461)

M/s Synchro Pharmaceuticals, 77-Industrial Estate, Kot
Lakhpat, Lahore (Contract Acceptor) (DML No. 000575)
Dry Powder Suspension (Cephalosporin)

Brand Name + Dosage Form +
Strength

Vasix Dry Suspension 200mg/sml

Composition

Each 5 ml Contains;
Cefixime Trihydrate equivalent to Cefixime 200mg

Diary No. Date of R & | & fee

Dy. No. 16421 dated 07.03.2019. Fee paid Rs.
50,000/- vide Slip No. 0795641 dated 06-03-2019,
endorsed on 07.03.2019.

Pharmacological Group

Third-generation cephalosporins.
ATC Code: J01DD08

Type of Form

Form-5 (Contract manufacturing)

Finished product Specification

USP Specification
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Pack size & Demanded Price

01x30ml as per SRO

Approval status of product in

Reference Regulatory Authorities

Suprax 200mg/5ml
FDA Approved.

Me-too status

Cefspan D.S Suspension Reg. No. 024634
M/s Barret Hodgson Pakistan Karachi.

GMP status

Last inspection conducted on 22.01.21

Remarks of the Evaluator

Decision: Approved.

374

Name and address of manufacturer/
Applicant

M/s Fresh Pharmaceuticals Plot No. 7 St. no. S-6, National
Industrial Zone RCCI Rawat. (Contract Giver) (DML No.
000827).

Contract with
M/s Vision Pharmaceuticals, Plot No. 22-23, Industrial
Triangle, Kahuta Road Islamabad. (Contract acceptor)
(DML No. 000517)
Injection (General) Section.

Brand Name + Dosage Form +
Strength

CHEMSET 8mg/4ml Injection (IV/IM)

Composition

Each 4ml Ampoule Contains;
Ondansetron hydrochloride dehydrate eq. to Ondansetron

Diary No. Date of R & | & fee

Dy.N0.16455 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 0844419 dated 05.03.2019, endorsed on
06.03.2019

Pharmacological Group

ANTIEMETICS AND ANTINAUSEANTS, Serotonin
(5HT3) antagonists
ATC Code: AO4AA0L

Type of Form

Form- 5 (Contract Application)

Finished product Specification

USP Specifications.

Pack size & Demanded Price

4ml x 5’s. As per SRO.

Approval status of product in

Reference Regulatory Authorities

ONDANSETRON 8MG/4ML INJECTION
(ONDANSETRON HYDROCHLORIDE)
PL 04543/0508

MHRA APPROVED.

Me-too status

Periset 4ml injection Reg. No. 090250
M/s Linear Pharma Islamabad.

GMP status

Last inspection conducted on 28.10.2020. GMP Status is
good.

Remarks of the Evaluator

i. Copy of DML of M/s Fresh Pharma is
required.

ii. Copy of Section Approval letter of M/s Vision
Pharma is required.

iii. Form-5 filled and signed by M/s Fresh Pharma is
required.

iv. Capacity assessment inspection of M/s Vision
Pharmaceutical (DML No. 000517) was
conducted on 15.06.2022 for following sections;

a. Sterile Dry Powder Vial (General)
b. Sterile Dry Powder Injection Vial (Steroid)

Decision: Deferred for submission of

Form-5 by M/s Fresh Pharmaceuticals along with fee of

Rs. 75,000/- as per notification No. 7-11/2012-B&A/DRAP dated 07.05.2021.

379

Name and address of manufacturer/
Applicant

M/s Inventor Pharma, Plot No. K-196, SITE (SHW) PH-II,
Karachi. (Contract Giver) (DML No. 000866).
Contract with
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M/s Vision Pharmaceuticals, Plot No. 22-23, Industrial
Triangle, Kahuta Road lIslamabad. (Contract acceptor)
(DML No. 000517)

Dry Powder Injection (Steroid) Section.

Brand Name + Dosage Form +
Strength

NEOCARTIF 100mg Inejction (1V)

Composition

Each Vial Contains;
Hydrocortisone Sodium Succinate equivalent to
Hydrocortisone......... 100mg

Diary No. Date of R & | & fee

Dy.No0.16407 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 0844286 dated 4.03.2019, endorsed on
06.03.2019

Pharmacological Group

CORTICOSTEROIDS FOR SYSTEMIC USE, PLAIN,
Glucocorticoids.
ATC Code: HO2AB09

Type of Form

Form- 5 (Contract Application)

Finished product Specification

USP Specifications.

Pack size & Demanded Price

I’s. As per SRO

Approval status of product
Reference Regulatory Authorities

in

SOLU-CORTEF 100MG, HYDROCORTISONE 100 MG
POWDER FOR SOLUTION FOR INJECTION OR
INFUSION.

MHRA APPROVED.

Me-too status

Hyzonate Injection 100mg Reg. No. 019228
M/s Amson Vaccines & Pharma (Pvt.) Ltd. Islamabad.

GMP status

Last inspection conducted on 28.10.2020. GMP Status is
good.

Remarks of the Evaluator

i.Capacity assessment inspection of M/s Vision
Pharmaceutical (DML No. 000517) was
conducted on 15.06.2022 for following sections;
a. Sterile Dry Powder Vial (General)
b. Sterile Dry Powder Injection Vial (Steroid)

Decision: Approved with change of brand name.

37¢

Name and address of manufacturer/
Applicant

M/s Inventor Pharma, Plot No. K-196, SITE (SHW) PH-II,
Karachi. (Contract Giver) (DML No. 000866).

Contract with
M/s Vision Pharmaceuticals, Plot No. 22-23, Industrial
Triangle, Kahuta Road Islamabad. (Contract acceptor)
(DML No. 000517)
Sterile Dry Powder Injectable vial (General) Section.

Brand Name + Dosage Form +
Strength

PROMEP 40mg IV Injection

Composition

Each Vial Contains;
Esomeprazole as Sodium....... 40mg

Diary No. Date of R & | & fee

Dy.N0.16409 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 0825726 dated 4.03.2019, endorsed on
06.03.2019

Pharmacological Group

Proton pump inhibitors,
ATC Code: A02BC05

Type of Form

Form- 5 (Contract Application)

Finished product Specification

Innovator’s Specifications.

Pack size & Demanded Price

1’s As per SRO.

Approval status of product
Reference Regulatory Authorities

in

ESOMEPRAZOLE 40 MG POWDER FOR SOLUTION
FOR INJECTION/INFUSION - PL 55035/0001
MHRA APPROVED.

Me-too status

Nexum IV 40mg Injection Reg. No. 050651
M/s Getz Pharma Karachi.
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GMP status

Last inspection conducted on 28.10.2020. GMP Status is
good.

Remarks of the Evaluator

i.  Capacity assessment inspection of M/s Vision
Pharmaceutical (DML No. 000517) was
conducted on 15.06.2022 for following
sections;

a. Sterile Dry Powder Vial (General)
b. Sterile Dry Powder Injection Vial (Steroid)

Decision: Approved.

377,

Name and address of manufacturer/
Applicant

M/s Inventor Pharma, Plot No. K-196, SITE (SHW) PH-II,
Karachi. (Contract Giver) (DML No. 000866).

Contract with
M/s Vision Pharmaceuticals, Plot No. 22-23, Industrial
Triangle, Kahuta Road Islamabad. (Contract acceptor)
(DML No. 000517)
Sterile Dry Powder Injectable vial (General) Section.

Brand Name + Dosage Form +
Strength

OMETEK 40mg IV Injection

Composition

Each Vial Contains;
Omeprazole as Sodium ................ 40mg

Diary No. Date of R & | & fee

Dy.N0.16408 dated 07-03-2019; Fee Rs.50,000 paid
vide slip No. 0844287 dated 4.03.2019, endorsed on
06.03.2019

Pharmacological Group

Proton pump inhibitors,
ATC Code: A02BCO01

Type of Form

Form- 5 (Contract Application)

Finished product Specification

Innovator’s Speceifications.

Pack size & Demanded Price

1’s. As per SRO

Approval status of product
Reference Regulatory Authorities

in

Omeprazole 40mg Powder for Solution for Infusion
(omeprazole sodium) - PL 10622/0232
MHRA Approved.

Me-too status

Risek 40mg Infusion Reg. No. 024170
M/s Getz Pharma Karachi.

GMP status

Last inspection conducted on 28.10.2020. GMP Status is
good.

Remarks of the Evaluator

i.  Capacity assessment inspection of M/s Vision
Pharmaceutical (DML No. 000517) was
conducted on 15.06.2022 for following
sections;

a. Sterile Dry Powder Vial (General)
b. Sterile Dry Powder Injection Vial (Steroid)

Decision: Approved.

378

Name and address of manufacturer/
Applicant

M/s Winilton Pharmaceuticals (Pvt.) Ltd. Plot No. 45 St.
No. S-5, National Industrial Zone RCCI Rawat. (Contract
Giver) (DML No. 000721).
Contract with

M/s Vision Pharmaceuticals, Plot No. 22-23, Industrial
Triangle, Kahuta Road Islamabad. (Contract acceptor)
(DML No. 000517)

Injection (General) Section.

Brand Name + Dosage Form +
Strength

WINDSTON 8mg/4ml Injection (IV/IM)

Composition

Each 4ml Ampoule Contai