F.N0.10-16/2021-OTC) (M-100)

Government of Pakistan
Ministry of National Health Services, Regulations & Coordination
Drug Regulatory Authority Of Pakistan
Health & OTC Products Division (Non-Drugs)

*kkk*k

Islamabad, the 28" Feburary, 2022

“SAY NO TO CORRUPTION”

Subject: Submission of deficient information / documents

The applications of following applicants were placed before the Enlistment Evaluation
Committee (EEC) in its 100" meeting held on 16™ December, 2021 and the same have been deferred being
deficient of the information / documents as specified in column (3) of the Table below which may be furnished
within 20 days of uploading of this letter on official website of DRAP along with soft data as per Annexed
Format at the end of this letter/document. Replies received after given time will not be entertained:-

S.No Brand name Decision
@) (3] @)
(For Export Purpose Only)
M/s Cibex Pvt. Ltd., F-405, S.I.T.E., Karachi
1. Deferred for clarification since the formulation contains Osimum
Menergy Capsule basilli
asillicum
(For Export Purpose Only)
M/s A.R Nutraceutical Pharma, F-4/C, Phase-11, Super Highway Industrial Zone, S.1.T.E-2, Karachi
2. Osteocure Drops Deferred for change of brand name
3. Osteocal Tablet Deferred for provision of NOC from the firm having the enlisted
brand name
(For Export Purpose Only)
M/s Arshzik Pharma, 23km GT Road Near Al Ghani CNG Channi Pull Rawat, Rawalpindi
4, Hydro Far Differential fee or Rs. 2500/- to be submitted.
5. Gumbo Far Differential fee or Rs. 2500/- to be submitted.
For Export Facilitation (Local)
M/s Dr. Masood Homoeopathic Pharmaceuticals, (E. No. 0016) located at 56-Quaid-e-Azam Industrial Estate, Kot Lakhpat,
Lahore.
6. Dr. Masood’s Deferred for provision of TA C and BA c free source document since
HR- 50 (Oral Drops) the formulation contain nosodes
7. Dr. Masood’s Deferred for provision of TA C and BA c free source document since
HR- 51 (Oral Drops) the formulation contain nosodes
8. Dr. Masood’s Deferred for conformation of ear section
EAR DROPS
For Export Facilitation (Local)
M/s Atco Healthcare (Pvt) Ltd, Karachi
9. ALOEFRESH GEL Deferred since the formulation contains Cosmetic ingredient which is
not in the domain of Health & OTC division under the DRAP Act
,2012 and as per Authority
10. BILANCIA LOTION Deferred since the formulation contains Cosmetic ingredient which is
not in the domain of Health & OTC division under the DRAP Act
,2012 and as per Authority
For Export Facilitation (Local)
M/s Kent Homoeopathic Pharmacy, Plot No.30/D,Sector-15, korangi industrial area , Karachi
11. Kent’s Deferred for further clarification of dosage and change of brand name

PILES COURSE CAPSULE

M/s Cure Inn Phytoceuticals (Pvt.) Ltd, Plot No: 8-9-10-11 C Punjab small industrial estate, 8km Ferozepur road Kasur

12. Cure Inn’s EEC decided to defer the application for the change of brand name.
Leukogenia Capsule
13. Cure Inn’s EEC decided to defer the application for the change of brand name.
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M/s Haven Pharmaceuticals Pvt. Ltd.,
Plot No. 65-A, M-3, Industrial Estate, Sahianwala, Faisalabad. (E. No. 00985)

14.

Irovit Tablet

EEC decided to deferto Provided alternate name

15.

Extreme Plus Capsule

EEC decided to defer the application for enlistmen due to following
reasons:

Provide monogrpah of all ingredients except Maca Root Extract,
Ginkgo Biloba Extract,

Ginseng Extract (USP) and saw palmetto extract.

Brand name needs to be changed,

M/s Adcok Pharmaci

eutical (Pvt) Ltd, Lahore

16.

Biorite Syrup

EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required
e  Undertaking regarding content and brand name is required
e Evidence of fee submission endorsed by budgets and
account is required along with R&I receiving is required
e Brand name needs to be changed

M/s Alpha Nutraceutical, Lahore

17.

Lowsid Syrup

EEC decided to defer the application for enlistment due to following

reasons:

e The applied formulation contains Sodium alginate and Sodium
bicarbonate which are common molecule

e Evidence of fee submission is required

e Brand name needs to be changed

18.

Pepsia Syrup

EEC was apprised that division undertook a big task of company
wise arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in
the FIFO list. Accordingly,EEC appreciated the services of division
of health and OTC and decided to defer decision of the instant
product application to check its status whether it has been disposed
of or otherwise.

19.

Acido Suspension

EEC decided to defer the application for enlistment due to following

reasons:

e The applied formulation contains Sodium alginate and Sodium
bicarbonate which are common molecule

e  Evidence of fee submission is required

e Brand name needs to be changed

M/s AR Nutraceutical Pharma, Karachi

20.

Kalso Vit Tablet

EEC decided to defer the application for enlistment due to following
reasons:

o  Properly filled signed and stamped form 3 is required

e Brand name needs to be changed

21.

Kinbone-D Tablet

EEC decided to defer the application for enlistment due to
following reasons:
e  Properly filled signed and stamped form 3 is required
Brand name needs to be changed

22.

Fe-Pro Tablet

EEC decided to defer the application for enlistment due to
following reasons:

e  Properly filled signed and stamped form 3 is required
Brand name needs to be changed

23.

Cvid Syrup

EEC decided to defer the application for enlistment due to
following reasons:

e  Properly filled signed and stamped form 3 is required
Brand name needs to be changed

24.

Osten-D Syrup

EEC decided to defer the application for enlistment due to following
reasons:

e  Properly filled signed and stamped form 3 is required
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e Brand name needs to be changed

25.

Iv-Calm Syrup

EEC decided to defer the application for enlistment due to following
reasons:
o Differential fee is required Fee paid for herbal products

26.

Osten-D Tablet

EEC decided to defer the application for enlistment due to following
reasons:

e  Properly filled signed and stamped form 3 is required

e Brand name needs to be changed

M/s Arber Pharma, Lahore

27.

E-Proz softgelatin Capsule

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

28.

E Prim softgelatin Capsule

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

29.

Ari Rose Capsule

EEC was apprised that division undertook a big task of company
wise arrangement of applications in various designated racks.
Since computerization of record of submitted applications and
subsequent preparation of their FIFO list, the division has been
evaluating and processing files.Hence,there are chances that some
product applications were disposed of but still their names are
available in the FIFO list. Accordingly,EEC appreciated the
services of division of health and OTC and decided to defer
decision of the instant product application to check its status
whether it has been disposed of or otherwise.

30.

Avenza softgelatin Capsule

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

3L

Awabone-M softgelatin Capsule

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

32.

Essence softgelatin Capsule

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

33.

Yohimbe+ softgealtin Capsule

EEC decided to defer the application for enlistment due to
following reasons:

e The applied formulation contains Yohimbine which is common
molecule

34.

Just-D3 Capsule

EEC was apprised that division undertook a big task of company
wise arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in
the FIFO list. Accordingly,EEC appreciated the services of division
of health and OTC and decided to defer decision of the instant
product application to check its status whether it has been disposed
of or otherwise.

35.

Cure Min Tablet

EEC decided to defer the application for enlistment due to following
reasons:
e Brand name needs to be changed

36.

Cure Bone Tablet

EEC decided to defer the application for enlistment due to following
reasons:
e Brand name needs to be changed

M/s Arzik Laboratories, Faisalabad

37.

Calsum Tablet

EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed

38.

Ginktex Syrup

EEC decided to defer the application for enlistment due to
following reasons:
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e Monograph of Centella asiatica extract and Emblica officinal ext
are required
39. Ginktex Tablet EEC decided to defer the application for enlistment due to
following reasons:
e Monograph of Centella asiatica extract and Emblica officinal ext
are required
40. Nu-Choline Tablet EEC decided to defer the application for enlistment due to
following reasons:
e Monograph of Choline chloride is required
e  Brand name needs to be changed
41. Nu-Choline Syrup EEC decided to defer the application for enlistment due to
following reasons:
e Monograph of Choline chloride is required
e Brand name needs to be changed
42. Vitim Plus Tablet EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed
43. Pasuma Plus Tablet EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed
44, Pasuma Plus Syrup EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed
45, Crave Sachet EEC decided to defer the application for enlistment due to
following reasons:
e Brand name needs to be changed
46. Marisil Syrup EEC decided to defer the application for enlistment due to
following reasons:
e The applied formulation contains Silymarin which is common
molecule
e Brand name needs to be changed
M/s Atzan Natural Products, Multan
47. Veejec Vital Solution EEC decided to defer the application for enlistment due to following
reasons:
Brand name needs to be changed
M/s Blossom Lab, Pvt, Ltd, Lahore
48. P-Malt Syrup EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.
M/s Capex Cosmetic & Pharmaceutical, Islamabad
49. Gynofex Sachet EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required
e Brand name needs to be changed
e The applied formulation contains N-Acetyl cysteine which is
common molecule
50. Vitoflex Sachet EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required
e Brand name needs to be changed
M/s Ecolife Pharma, Rawalpindi
51. Evercran Sachet EEC was apprised that division undertook a big task of company wise

arrangement of applications in various designated racks. Since
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computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

52.

Calrex Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

53.

Hb Gain Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

54.

Muzain Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

55.

Calzium Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

56.

Hepofer Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

57.

Respolite Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and

Page 5 of 21 _gauﬂ%




F.N0.10-16/2021-OTC) (M-100)

S.No

Brand name

Decision

1)

@

(©)]

processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

58.

Folic Acid Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

59.

Ferrysol Syrup

EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required
e  Brand name needs to be changed
e Undertaking regarding content and brand name is required
e The applied formulation contains Iron polymaltose which is
common molecule

60.

Provit Capsule

EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required

e  Brand name needs to be changed

e Undertaking regarding content and brand name is required
e The applied formulation contains Iron polymaltose which is
common molecule

61.

Righ Gain Supplement

EEC decided to defer the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 is required
e Brand name needs to be changed
e Undertaking regarding content and brand name is required
e Prof of food supplement section is required

62.

Rizo-D Drops

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

63.

Vito-M Capsule

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

64.

Ferrysol Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
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applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

65.

Calrex Tablet

EEC decided to defer the application for enlistment due to following
reasons:

e  Properly filled signed and stamped form 3 is required

e Brand name needs to be changed

e  Undertaking regarding content and brand name is required

66.

Citovoir Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

67.

Ori-Z Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

68.

Foltreat Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

69.

Progink Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

70.

Muzain Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

71.

Progink Capsule

EEC decided to defer the application for enlistment due to following
reasons:
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e  Properly filled signed and stamped form 3 is required
e  Undertaking regarding content and brand name is required

72.

Riwo-Cal Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Eon Pharmacy, Karachi

73.

Apidiet Syrup

EEC decided to defer the application for enlistment due to following
reasons:
Brand name needs to be changed

74.

Tumyrest Drops

EEC decided to defer the application for enlistment due to following

reasons:

e The applied formulation contains Hyoscyamus Niger which is
toxic in applied strength safety profile of product is required
Brand name needs to be changed

75.

Zekad Drops

EEC decided to defer the application for enlistment due to following
reasons:

The applied formulation contains Zinc sulphate as a single ingredient
which is common molecule

76.

Arzyme Syrup

EEC was apprised that division undertook a big task of company
wise arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in
the FIFO list. Accordingly,EEC appreciated the services of division
of health and OTC and decided to defer decision of the instant
product application to check its status whether it has been disposed
of or otherwise.

77.

Arcolic Drops

EEC decided to defer the application for enlistment due to following
reasons:
o Differential fee is required, fee paid for herbal product
Brand name needs to be changed

M/s Gerishon International, Karachi

78.

Hepagal Capsule

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

Ms/ Himont Laboratories, Lahore

79.

Venopause Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

Ms/ Hinucon, Karachi
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80.

Georun Pro Capsule

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Monograph of UC-type 2 collagen is required

e  Method of testing of finished product is required

81.

Georun Plus Sachet

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Monograph of UC-type 2 collagen is required

e  Method of testing of finished product is required

82.

Georun Pro Sachet

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Monograph of UC-type 2 collagen is required

e Method of testing of finished product is required

83.

Papdeng Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

84.

Papdeng Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Mac & Rains Life

Sciences Pvt Ltd, Lahore

85.

Coli-Fex Drops

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

86.

Gut-Aid Sachet

EEC decided to defer the application for enlistment due to following

reasons:

¢ Brand name needs to be changed

e Confirmation of dedicated Probiotic Sachet section is required

o Competitor of product having specific strains of each micro-
organism in specific dose and specific dosage form i.e. Sachet.

o Weight of each sachet in grams is required.

e Form-3 needs to be revised w.r.t. mentioning of specifications and
strain of each microorganism used in formulation.

o Convert strength of each ingredient from “mcg/g” to “cfu/g”.

e Monographs of each ingredient are required.

o Finished product specifications and testing methods
(Identification, Verification and Enumeration of specific strains
used in formulation and method for identification of contaminant
and pathogenic micro-organism).
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87.

Macflor Sachet

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Confirmation of dedicated Probiotic Sachet section is required

e  Competitor of product having specific strains of each micro-
organism in specific dose and specific dosage form i.e. Sachet.

e Weight of each sachet in grams is required.

e Form-3 needs to be revised w.r.t. mentioning of specifications
and strain of each microorganism used in formulation.

Convert strength of each ingredient from “mcg/g” to “cfu/g”.

e  Monographs of each ingredient are required.

e  Finished product specifications and testing methods
(Identification, Verification and Enumeration of specific strains
used in formulation and method for identification of
contaminant and pathogenic micro-organism).

M/s Mediformers Neutraceutical, Lahore

88.

Hepatreal Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Medinoon Resea

rch Laboratories, Lahore

89.

La-Vie Cpsule

EEC decided to defre the application for enlistment due to following
reasons:

e  Properly filled signed and stamped form 3 ids required

e Undertaking regrading content and brand name is required

90.

Myo-D Sachet

EEC decided to defre the application for enlistment due to following
reasons:
e  Properly filled signed and stamped form 3 ids required
e  Undertaking regrading content and brand name is required
e Brand name needs to be changed

91.

Tricolin Syrup

EEC decided to defre the application for enlistment due to following
reasons:

e Monograph of choline chloride is required

e Brand name needs to be changed

92.

Citric Syrup

EEC decided to defre the application for enlistment due to following
reasons:
e  The applied formulation contains Citcolin which is common
molecule

93.

Citic Tablet

EEC decided to defre the application for enlistment due to following
reasons:
e The applied formulation contains Citcolin which is common
molecule

M/s Novamed Healthcare, Lahore

94.

Rite-D Softgel Capsule 10,0001u

EEC decided to defre the application for enlistment due to following
reasons:
e Brand name needs to be changed

95.

Nap-Well Tablet 10Mg

EEC decided to defre the application for enlistment due to following
reasons:
e The applied formulation contains Melatonin which is
common molecule
e Brand name needs to be changed

96.

Qraise Softgel Capsule 50Mg

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent

preparation of their FIFO list, the division has been evaluating and
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processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise

97.

Nap-Well Tablet 3Mg

EEC decided to defer the application for enlistment due to following
reasons:
e The applied formulation contains Melatonin which is
common molecule
e Brand name needs to be changed

98.

Nap-Well Tablet 5Mg

EEC decided to defer the application for enlistment due to following
reasons:
e The applied formulation contains Melatonin which is
common molecule

e Brand name needs to be changed

99.

Qraise Softgel

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Royal Laboratoies Lahore

100.

Royalvit D3 Drop

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Shaheen Pharmaceuticals (Natural Division), Swat

101.

Ino-Vit Sachet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

102.

Cvc-1000 Sachet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

103.

Vitaplex Sachet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
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processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

104.

Myostol Sachet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

105.

Laxal Sachet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

106.

Cavi-D Plus Syrup

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

107.

Gonad-M Capsule

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

108.

Folic Acid Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

109.

Citral Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
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FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

110.

Yrin-M Capsule

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

111.

Super-M Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise

112.

Osteo-Nor Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

113.

Ginko Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

114.

M-Fol Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

115.

Vita-Power Tablet

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
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application to check its status whether it has been disposed of or
otherwise.

M/s Simbro H

ealthCare, Lahore

116.

Kadeliq

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

117.

Pan-Recover Powder

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Signed and stamped form 3 is required

e Evidence of fee submission is required

e  Undertaking regarding brand name and content is required

118.

Nupracid Liquid

EEC decided to defer the application for enlistment due to following
reasons:

e Signed and stamped form 3 is required

e Evidence of fee submission is required

e  Undertaking regarding brand name and content is required

119.

Pan-1 Powder

EEC decided to defer the application for enlistment due to following
reasons:

e  Brand name needs to be changed

e Brand name needs to be changed

e Signed and stamped form 3 is required

e Evidence of fee submission is required

120.

Pan-2 Powder

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Brand name needs to be changed

e Signed and stamped form 3 is required

e Evidence of fee submission is required

Simly Liquid

EEC decided to defer the application for enlistment due to following
reasons:
o clarification regarding quanity of each in oil extract salix
alba,thymus vulgaris origanum vulgare

121.

Selpro Liquid

EEC decided to defer the application for enlistment due to following
reasons:

e Brand name needs to be changed

e Signed and stamped form 3 is required

e Evidence of fee submission is required

e Undertaking regarding brand name and content is required

122.

Balf-2P Liquid

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

123.

Koko Liquid

EEC was apprised that division undertook a big task of company wise
arrangement of applications in various designated racks. Since
computerization of record of submitted applications and subsequent
preparation of their FIFO list, the division has been evaluating and
processing files.Hence,there are chances that some product
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applications were disposed of but still their names are available in the
FIFO list. Accordingly,EEC appreciated the services of division of
health and OTC and decided to defer decision of the instant product
application to check its status whether it has been disposed of or
otherwise.

M/s Zam Zam Corporation, 205, 206, 2nd floor Beamount Plaza, Beamount road, Karachi agent of M/s Laboratoire ACM,

Impas

se Passoir 17 rue de Clichy, 92110 Clichy la Garenne — France (Manufacturer - M/s Laboratoire GEFA, ZA Bas Rocomps
35410 Chateaugiron-France) (E. No. 00446)

124.

Vitix Tablet

Deferred for following reasons:
o Notarized and attested Free sale certificate issued by the
regulatory body in the country of origin is not provided.
e Long term and accelerated stability studies data of 3 batches as
per requirement of Zone IV A are not provided.

125.

Novophane Capsule

Deferred for following reasons:
o Formulation may be revised to per unit dosage form (per
capsule).
o Notarized and attested Free sale certificate issued by the
regulatory body in the country of origin is not provided.
o Long term and accelerated stability studies data of 3 batches as
per requirement of Zone IV A are not provided.

Vertriebsgeselleschaft, mbH Schierbusch

M/s New Hamdard Medicines, Manan Chowk, M.A. Jinnah Road,87300-Quetta agent of M/s SunlifeProduktions- und

3.D-33161 Hovelhof, Germany (E. No. 00364)

126.

Sunlife Vitamin C Effervescent Tablet 240mg

Deferred for following reasons:
o Free Sale certificate issued by regulatory body and counter signed
by Embassy of Pakistan in the country of origin is not provided.

M/s Sc
Animal

hiwo Pakistan located at the address 11-G, Shah Rukan

-e-Alam Colony, Multan —Pakistan agent of M/s Zhengzhou Bairui

Pharmaceutical Co., Ltd., Xinzheng City Bagiangxian on the North Side of The Xin Chun Road No.2, China (E.No. 00687)

127.

Intestipro Powder

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

128.

Fortify Powder

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

129.

Cytomune Powder

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

130.

Choli-Max Powder

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

131.

Tenzing Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

132.

Spilex Powder

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap

Dated 13-07-2021 is Rs.5000.
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o Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

133.

Orga Jet Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

134.

Optimark Liquid

Deferred for following reasons:

e The firm have submitted fee of Rs. 2000, whereas the
prescribed fee as per notification no. F. 8-4/2018-
H&OTC/Drap Dated 13-07-2021 is Rs.5000.

e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

135.

Vital-ADEK Powder

Deferred for following reasons:

e The firm have submitted fee of Rs. 2000, whereas the
prescribed fee as per notification no. F. 8-4/2018-
H&OTC/Drap Dated 13-07-2021 is Rs.5000.

e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

e Specify the form of Vitamin K, which is used in composition.

136.

Livorex Liquid

Deferred for following reasons:

e The firm have submitted fee of Rs. 2000, whereas the
prescribed fee as per notification no. F. 8-4/2018-
H&OTC/Drap Dated 13-07-2021 is Rs.5000.

e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

137.

Immunace Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2000, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

M/s MK Pharmaceutical Group., located at the address, 307-B, Gulshan-e-igbal Colony, Near Aziz Fatima College for Women,

Risalaywala Road, Faisalabad agent of M/s Mazzoleni S.P.A,

Via Delle Industrie 37/39, Cappella Cantone, Italy (E. No. 01169)

138.

Phytacid Liquid

Deferred for following reasons:

o Application on prescribed form 5 signed and stamp by the
applicant/importer is not provided.

e Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

o Justification of large pack size i.e. 25 liter is required.

139.

Fluifort K Liquid

Deferred for following reasons:

e Application on prescribed form 5 signed and stamp by the
applicant/importer is not provided.

e Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

o Justification of large pack size i.e. 25 liter is required.

o Different formulation is mentioned on different documents,
which requires clarification. Further don’t put Zero values after
the decimal in the formulation.

140.

Presidium Liquid

Deferred for following reasons:
o Application on prescribed form 5 signed and stamp by the
applicant/importer not provided.
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Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

e Justification of large pack size i.e. 25 Liter is required.

141.

Promoter B Liquid

Deferred for following reasons:

e Application on prescribed form 5 signed and stamp by the
applicant/importer not provided.

Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

e Justification of large pack size i.e. 25 Liter is required.

142.

Immunophyt Liquid

Deferred for following reasons:

e Application on prescribed form 5 signed and stamp by the
applicant/importer not provided.

Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

o Justification of large pack size i.e. 25 Liter is required.

143.

Selium E Liquid

Deferred for following reasons:

e Application on prescribed form 5 signed and stamp by the
applicant/importer not provided.

Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

o Justification of large pack size i.e. 25 Liter is required.

144.

Algomin Powder

Deferred for following reasons:

e Application on prescribed form 5 signed and stamp by the
applicant/importer not provided.

Long term and accelerated stability studies data of 3 batches as
per conditions of Zone IV A not provided.

o Free sales certificate issued by the regulatory body and counter
signed by the Embassy of Paksitan in the country of origin not
provided.

o Justification of large pack size i.e. 25 Liter is required.

M/s Zuram Brothers, 522-Hamza Block, Street No.6, Green View Colony, Faisalabad agent of M/s DAEHO Co., Ltd., #24,

Jeongmunsongsan — ro 241 beon-gil, Yanggam-my

eon, Hwaseong-si, Gyeonggi-do, Korea (E. No. 00438)

145. | Salmozero FC Liquid Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.
146. | Biopro Powder Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.
o Specific stain of each probiotic is required.
147. | Perbig S Powder Deferred for following reasons:
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e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.

e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

M/s Genetics Healthcare, 537-A, Sundar Industrial Estate, Lahore agent of M/s Shandong Yuwang Pharmaceutical Co., Ltd.

No0.2731 Tonggu Road, Yucheng

City, Shandong, China (E. No. 0101)

148. | Celeron 50mg Softgel Capsule Deferred for following reasons:

o Notarized Free sale certificate issued by the regulatory body in the
country of origin and counter signed by the Embassy of Pakistan
in country of origin is not provided.

149. | Celeron 100mg Softgel Capsule Deferred for following reasons:

o Notarized Free sale certificate issued by the regulatory body in the
country of origin and counter signed by the Embassy of Pakistan
in country of origin is not provided.

M/s. Base6 (Pvt) Ltd, E-216, Street No.6, Cavalry Ground, Lahore agent of M/s WN Pharmaceuticals Ltd., 2000 Brigantine Drive,
Coquitlam BC Canada V3K 7B5 (Principal Manufacturer: M/s. Factor Group of Nutritional Companies Inc., 1550 United

Boulevard, Coquitlam, British

Columbia, Canada) (E. No. 00316)

150.

Webber Naturals Men’s 50+ Most Complete Multi
Capsule

Deferred for following reasons:
¢ Brand name is inappropriate, which needs to be changed.
e Justification and role of mentioned additional ingredients along
with strength of each ingredient.
e Formulation mentioned on application form 5 is different from
the formulation mentioned on Free sale certificate.

151.

Webber Naturals Women’s 50+ Most Complete Multi
Capsule

Deferred for following reasons:
¢ Brand name is inappropriate, which needs to be changed.
e Justification and role of mentioned additional ingredients along
with strength of each ingredient.
e Formulation mentioned on application form 5 is different from
the formulation mentioned on Free sale certificate.

152.

Webber Naturals Vitamin K2 + D3 Softgels

Deferred for following reasons:
o Clarification is required regarding the strength of Vitamin D3
since on form 5 strenght is mentioned as 1000mcg whereas on
Free sale certificate is written as 10001U.

M/s Ghazi Brothers, located at D-35, KDA Scheme No.1, Miran Muhammad Shah Road, Karachi agent of M/s AlzChem
Trostberg GmbH, located at Dr.-Albert-Frank-Str. 32, 83308 Trostberg, Germany (E. No. 01184)

153.

Creamino Powder

Deferred for following reasons:
e Long term stability studies data of 3 batches as per requirement
of Zone IV A not provided.

M/s Khyber Poultry Enterprises, 85-86, Igbal Stadium Complex, Faisalabad-Pakistan agent of M/s Animal Science Products, Inc.
3418 Rayburn Drive, Nacogdoches, TEXAS 75963, USA (Veterinary) (E. No. 00575)

154. | Vitamin E-40 Liquid Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.
155. | Vitamin A-D3-E-K Plus Electrolytes Powder Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.
156. | Concentrated Vitamins and Electrolytes Powder Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.
157. | Electrolytes Plus Supplementary Vitamins Powder Deferred for following reasons:
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e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.

e Long term stability studies of 3 batches as per the requirement
of Zone IV A are not provided.

M/s Base6 (Pvt) Ltde., E-216, Street No.6, Cavalry Ground, Lahore agent of M/s Blackmores Ltd., 20 Jubilee Avenue,
Warriewood, NSW 2102, Australia (E. No. 00442)

158.

| Blackmores Ultimate Radiance Skin Soft Capsule

| Deferred for change of brand name.

M/s Selmore Pharmaceutical (Pvt.) Ltd., located at 36-Km Multan Road, Lahore agent of M/s Igusol Advance S.A, located at
PoligonoL entiscares de Navarrete (La Rioja), Spain (E. No. 01003)

159.

Solergy Powder

Deferred for clarification/justification regarding the use of 1-2
propanediol in the formulation as it is used as cosmetic ingredients

M/s Prospect Group (Pvt.) Ltd, 125-Upper Mall, Lahore agent

29607. Subsidiary of General Nutritio

of M/s Nutra Manufacturing, 1050 Woodruff Road, Greenville, SC
n Corporation (GNC), USA (E. No. 00299)

160. | Triple Strength Cod Liver Oil Capsule Deferred for change of brand name.

161. | Intl Triple Strength Fish Oil Softgel Capsule Deferred for change of brand name.

162. | Intl Triple STR Tish COQ10 Softgel Capsule Deferred for change of brand name.

163. | Triple Strength Krill Oil Softgel capsule Deferred for change of brand name.

164. | Intl Super Biotin Tablet Deferred for change of brand name.

165. | Intl Triple Ginseng Root Capsule Deferred for change of brand name.

166. | Triple Lecithin 1200 PC Softgel Capsule Deferred for change of brand name.

167. | Intl Big 50 Tablet Deferred for change of brand name.

168. | TL Burn 60 Tablet Deferred for change of brand name.

169. | Women Menopause Caplet Deferred for change of brand name.

170. | Super Magnesium Caplet Deferred for change of brand name.

171. | Melatonin 3 time R tablet Deferred as composition contains Melatonin which is included in the
list of common molecule.

172. | Women’s Calcium Support Tablet Deferred for change of brand name.

173. | GNC Super Garlic Tablet Deferred for change of brand name.

174. | Intl Big 100 Tablet Deferred for change of brand name.

175. | Intl Liver Support Capsule Deferred for change of brand name.

176. | Eye Formula Softgel Capsule Deferred for change of brand name.

177. | Intl Women’s HSN Formula Tablet Deferred for change of brand name.

178. | Staminol Ultra Caplets Deferred for change of brand name.

179. | Pro ZMA Tablet Deferred for change of brand name.

180. | Intl Mega Men Tablet Deferred for change of brand name.

181. | Intl Women’s Ultra Mega Tablet Deferred for change of brand name.

182. | Intl Triple C 1000 Tablet Deferred for change of brand name.

183. | Intl Glucosamine 550 Capsule Deferred since the formulation contains Glucosamine which is included
in the list of common molecule.

184. | Ultra Zinc Lozenges Deferred for change of brand name.

185. | Intl Gluc 750 Chon 600 Tablet Deferred since the formulation contains D-Glucosamine
Hydrochloride,
Chondroitin Sulfate, Sodium which are included in the list of common
molecules.

186. | Men’s Prostate Formula Softgel Capsule Deferred for change of brand name.

187. | Slimvance Core Slimming Complex Capsule Deferred for change of brand name.

188. | Intl PN Multi Enzyme Capsule Deferred for change of brand name.

189. | Men’s Healthy Testosterone Caplets Deferred for change of brand name.

M/s Brand Station, House # 89-A2, WAPDATown Extension, Igbal Town, Lahore agent of M/s Inner Mongolia Huatian
Pharmaceutical Co., Ltd., Economic Development & Experiment Zone for Economical Transformation of Resource Dependent
City, Chifeng, Inner Mongolia P.R. China (E. No. 01217)

190.

PH Manager Oral Solution

Deferred for following reasons:
¢ Original and valid free sale certificate notarized and countered
signed by the Embassy of Pakistin in country of origin is not
provided.
e Long term and accelerated stability studies data as per the
requirement of Zone IV A is not provided.

M/s Professional Vision, 844-B, Peoples Colony No. 1, Faisalabad agent of M/s Inner Mongolia CRVAB Bio-Technology Co., Ltd.,
Resource Type City Economic Transformation Development Test Area, Chifeng, Inner Mongolia Autonomous Region, China (E.

No

.01216)

Page 19 of 21 _gauﬂ%




F.N0.10-16/2021-OTC) (M-100)

S.No Brand name Decision
1) (2 ®)
191. | Moszyme (Mannanase) Deferred for following reasons:
o Justification of large pack size of 25kg is required.
192. | CVB 100 (Protease) Deferred for following reasons:
o Justification of large pack size 0f25kg is required.
193. | Phoszyme (Phytase) Deferred for following reasons:
o Justification of large pack size of 25kg is required.
194. | Xylanzyme (Feed additive xylanase) Deferred for following reasons:
o Justification of large pack size of 25kg is required.
M/s. AGP (Private) Limited, B-23 S.1.T.E., Karachi-Pakistan agent of M/s BioGrowing Co., Ltd., No. 10666, Songze Rd, Qingpu,

shanghai, 201700,

CHINA (E. No. 00208)

195.

IBS Care Capsule

Deferred for with the final opportunity for the provision of Free sale
certificate to be attested by the regulatory body in the country of
origin and countersigned by the Embassy of Pakistan is required.

M/s Techno Care, located at the address 8-B, 1st floor, United Center, Shamsabad, Murree Road, Rawalpindi-Pakistan agent of
M/s Hebei New Century Pharmaceutical Co., Ltd., N0.189, Taihang Street, HI-Tech Zone SHI Jiazhuang City, China (E. No.
00690)

196.

BROMENT PLUS Oral Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

197.

E SEL CARE 10% Oral Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

198.

HEP RENAL Oral Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

199.

KADEK Oral Liquid

Deferred for following reasons:
e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.
o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

200.

POWER PLUS Oral Liquid

Deferred for following reasons:

e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.

o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

e Brand is inappropriate, needs to be changed.

201.

RUMANTONE PLUS Oral Liquid

Deferred for following reasons:

e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.

o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.\

e Formulation contains sodium carbonate, which is included in
the list of common molecule.
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202. | VITAE SEL Oral Liquid Deferred for following reasons:

e The firm have submitted fee of Rs. 2500, whereas the
prescribed feeas per notification no. F. 8-4/2018-H&OTC/Drap
Dated 13-07-2021 is Rs.5000.

o Free sale certificate issued by the regulatory body and
countered signed by the Embassy of Pakistain in the country of
origin is not provided.

el °
(Ayyaz Ahmad)
Secretary, Enlistment Evaluation Committee
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The firm Is directed to submit soft data in both
MS Excel & MS Word on following formats in
USB ONLY.

MS Excel Format

Sr. Company | Product | Dosage | Composition | Common | Recommended | Pack | Date of R&l
No. name Name Form name use Size | submission
1. (Company XYz Tablet | Each tablet XXX XXX 10’'s | DD.MM.YYYY
name, City) contains: 20’s
Without Abc
address (USP)...50mg
2.
MS Word Format
Sr. No. Company Product Na_me and Common Recommended use chk
name composition name Size
1. (Company | XYZ Tablet XXX XXX 10’s
name, City) | Each tablet contains: 20’s
Without Abc (USP)....50mg

address




