Agenda for 248™ Meeting Registration Board to be held on 18-19" March, 2015.

Item No. Detail of Item

Item No.| Confirmation of minutes of 247" meeting Registration Board

Item No.ll Cases for conduction of Clinical Trials — Pharmacy Services Division

Item No.llI Cases deferred by Registration Board

Item No.IV | Registration of drugs - Pharmaceutical Evaluation Cell

Item No.V Miscellaneous cases - Pharmaceutical Evaluation & Registration Division
Item No.VI | Registration of Biological Drugs — Biological Evaluation & Research Division
Item No.VII | Cases referred by Medical Devices Division

Item No.VIII | Quality Control Cases

Any other item with permission of Chair




Item No. I: Confirmation of minutes of 247" meeting Registration Board.

247" meeting of Registration Board was held on 4™ February, 20154 and minutes were

circulated to all members through e-mail. Prof.Dr.K.A.Karamat forwarded following comments:-

a. Item No. VI: Case No.3 (247-M) Page No. 322:

The firm applied for change of brand name & manufacturing site. DRB approved both
these i.e. change of brand name & manufacturing site but the Board minutes (247") meeting has
not mentioned the change of Brand Name. Please do the needful/correction.

Comments forwarded by Prof. Dr. K.A. Karamat were in line with discussion of
Registration Board but erroneously not recorded in decision. Accordingly, necessary amendment
in relevant item of draft minutes (Item No. VI, case No.3) were done and then minutes were

approved by the Chairman.

Submitted for consideration of Registration Board.

Item No:l1l  Cases for conduction of Clinical Trials — Pharmacy Services Division

The case regarding number of clinical trial centers with respect to the approval of Clinical
sites for the conduction of an international randomized double blind placebo controlled trial
regarding use of tranexamic acid for the treatment of Postpartum Hemorrhage was presented
before the Board in its M-247" meeting showing 15-40 clinical trial centers which was approved
by the Board. But while scrutiny of the submitted document, it was noticed that 40 centers have
already been approved whereas 10 additional clinical centers with total of 50 centers had been

requested for approval by the applicant.

Submitted for consideration of Registration Board for above rectification.



Item No.llIl  Cases deferred by Registration Board
Case N0.01 TOC Analyzer and Particle Counter.

Registration Board in 245™ meeting constituted a committee (comprising of Dr.lkram-ul-
Hag, Member Central Licensing Board; Mr.Jamil Anwer, Director, DTL, Lahore and Dr.Tariq
Siddique, DDG (Reg-11), DRAP) to assess requirement of TOC analyzer and Particle Size
Counter for liquid injectable on scientific grounds.

The committee met on 5", 6™ and 7™ January, 2015 and further on 2" February, 2015 in
the office of the Director, Drug Testing Laboratory, Punjab, Lahore. Both the issues of TOC and

particulate matter in liquid injections were discussed in detail.

Mr.Jamil Anwer, Director, DTL, Lahore and Dr.Tarig Siddique, DDG (Reg-11), DRAP)

submitted its report / recommendations as follows:

TOC Analyser:

For determination of organic impurities during production / storage of Water for Injection (bulk,
purified, highly purified, Water for haemodialysis, water for inhalation) and to check the
leaching of containers, USP requires testing through TOC. TOC testing also checks the
validation of filtration, distillation process as carried out for the purification of Water for
Injection as well as purified, highly purified, Water for haemodialysis, water for inhalation. USP
/ BP require TOC Test with limit of 0.5mg/litre.

Besides TOC, a near about alternate method is the chemical test, i.e. determination of oxidizable
substance through KMnQOy, titration. This method gives only presence / absence of oxidizable

substance. However, their limits can not be determined by the chemical method.

USP requires sterility, pyrogens and endotoxins tests for liquid injections in addition to tests

mentioned in individual monographs.

At present, just few pharmaceutical firms which are manufacturing the aqua based injections,

have the equipment to perform test for TOC.



In view of the above, the Committee recommends implementation of oxidizable substances test
for sterile water for injections and others, for minimum compliance of compendial monographs

and for the better compliance, TOC may be adopted at top of the priority.

Particulate Matter:

Particulate matter is checked in bacteriostatic water for injection, water for injection and sterile
water for injection. BP requires above tests for sterilized water for injection in large volume

parenteral preparations.

USP / BP require that injectables should be free from visible and subvisible (i.e. within range
based upon 10pum and 25 um) particulate matter, for which, the specific tests are given in
pharmacopoeia.

For visible particles, method of optical checking is used.

For sub visible particles two methods are used:-

1) Light obscuration method

2) Microscopic method

At present, almost all of the Pharmaceutical Firms are using optical checking and a few have

equipment for particle size determination which is based on light obscuration principle.

In view of pharmacopoeial monographs, all of the federal as well as provincial laboratories are
applying optical checking method for particulate matter which is visible to naked eye. Sub-
visible particulate matter is generally not tested in government as well as private sector.

The committee is of the view that USP / BP procedures for determination of visible as well sub-

visible particles should be principally followed according to the relevant monograph.

Remarks by Dr.lkram ul Hag, Member Central Licensing Board is as follows:

TOC analyzer:

At present just few pharmaceutical firms manufacturing liquid injections have the equipment to
perform test for TOC. But none of the Provincial & Federal labs including Appellate Lab have
the facility/equipment for TOC determination.



USP requires sterility, pyrogens and endotoxins test for liquid injections in addition to tests
mentioned in individual monographs. USP does not require TOC test on Liquid Injectables as
finished product. However, USP requires TOC determination on sterile water for injections but
at the same time gives oxidizable substances test as an alternative test to TOC test. The

equipment for testing TOC is costly and is not readily available in local market.

In view of the above | recommend immediate implementation of oxidizable substances test for
sterile water for injections and a period of one year for making arrangements to start TOC

determination as per USP.

Particulate Matter:

USP requires that injectables should be free of particulate matter. Tests are given in the USP for
visible and sub visible particles.
For visible particles method of optical checking is used.
For sub visible particles two methods are use.

1) Light obscuration method.

2) Microscopic method.
At present almost all the Pharmaceutical Firms are using optical checking and a few have
equipment for particle size determination based on light obscuration principle. All Provincial as
well as Federal labs are using optical checking method and no lab has facility to determine
particle size on light obscuration principal at present. 1 am of the view that USP test for

determination of visible as well sub visible particles should be followed as such.

Comments by PPMA:

Alternate Pharmacopoeial methods to conduct the required tests satisfactorily are attached for
kind perusal; manufacturers may accordingly be allowed to employ the same. In case if
DRAP still insists for using these expensive equipments, then minimum two years, may

kindly be allowed for importing and installing the same.

Submitted for consideration of Registration Board.



Case N0.02: Manufacturing requirement for steroidal drugs.

Registration Board in different meetings discussed and deferred steroidal drugs for
manufacturing requirement of steroidal drugs. The Board also forwarded its recommendations

for consideration of Central Licensing Board, who in 239" meeting decided as follows:

“After thorough deliberations and keeping in view the recommendations/decision of
Registration Board and point of view of stake holders, the Board unanimously decided as under:
1. Steroidal topical preparations like Eye/Ear Drops, Sterile Eye Ointment, External
Preparation i.e. Cream/Ointment/Gel, Lotions, Spray/aerosols, suppositories, vaginal
preparation, intra oral preparations, Nasal drops etc shall be manufactured in General
facility/area subject to following conditions that the: -

a. Manufacturers shall have segregated dispensing booths, cleaning validation
and controls studies for processes and adequate system to minimize the
potential risk of cross contamination,

b. Commercial marketing of above products shall be allowed by Registration
Board after confirmation and verification of conditions as in (1.a.) above.

2. Segregated manufacturing facility shall be required for the manufacturing of Steroidal
Injections, Syrup and Oral Solid dosage forms (Tablet, capsules, granules etc).”

Case N0.03: Brand name

Registration Board in 247th meeting advised stake holders to forward their comments /

views on following matter.

a. Use of suffix Extra, Fast, Long, Forte etc.

b. Same brand name for same molecule in different dosage forms.
c. Use of same brand name by different manufacturers / importers.
d. Use of same brand name in 1.M and 1.V dosage form.

PPMA forwarded its comments as follows:

“One brand Name can be given to One Molecule from a single Manufacturer for its various dosage forms

eg, capsules, suspension, injections IV / IM i.e., different brand names for various dosage forms like



Capsules, suspension, injections 1V / IM etc should not be considered as it may be confusing for the

consumers”.
Submitted for consideration of registration Board,
Case No0.04: PPMA comments on various matters.

Registration Board in various meetings deferred various matters for comments of its

members and stakeholders. PPMA forwarded comments, as follows:

a. New Molecules Registration:
e Prices for new molecules may be fixed by Pricing Section immediately after your
approving it for registration
e In meantime Stability Studies will be conducted by the manufacturers

e On submission of satisfactory Accelerated Stability Studies, drug registration may be
granted forthwith to the applicants concerned

o

Prostaglandins and its analogues:
e These should be allowed to be manufactured in General Tablet/Capsule areas

o

Area requirement for Immunosuppressants:
e PPMA agrees that Immuno suppressants are to be produced in a dedicated area
however Cyclosporins, Mycophenolate Mofetil, Tacrolimus and Everolimus can be
produced in General Area

d. Arearequirement for Letrozole and Clomiphene Citrate:
e Since these are not Hormones, hence should be allowed to be manufactured in
General Tablet/Capsule Areas

®

Area requirement for Vancomycin:
e As it is not a Penicillin Derivative, hence manufacturers, having in-house
Iyophilization facilities, may be allowed to produce it in General Injectable Area

=h

10 Molecules/Product per new section
e PPMA readily accepts grant of 10 products per new section

e We hope you will agree that since many molecules are available in several
strengths/dosage forms, hence grant of 10 products per section will result in
significant under-utilization of the capacities installed, being a national loss as well

It is legitimately requested that registrations may kindly be granted for 10 molecules, instead

of 10 products, per new section



Product Registration in the Country of Origin
If a product is not registered in the Country of origin but is registered in any SRA
country, then it may be registered

«

h. Stability Studies as per ICH/WHO Guidelines

e The Dossier Evaluation Cell is currently demanding submission of Stability Studies as
per ICH/WHO Guidelines which is practically not possible now

e Our members are willing to submit Stability Studies on the normal format and not as per
ICH/WHO Guidelines which may kindly be accepted

i Priority of Pending Regn. Applications

e PPMA earnestly requests that DRAP should allow the manufacturers to prioritise their
Drug Regn. Applications submitted with DRAP (with applicable fees) till 31* Mar. 2015
instead of 31-05-2014

e Similarly cut off dates for Drug Registration Applications of NCE (New Chemical
Entities), for considering the same out of queue, be extended till 31% March 2015 as well

S0 as to ensure the availability of up-dated launched NCE in public interest

e All applications including NCE should accordingly be up-loaded on DRAP web site
soon.

Submitted for consideration of Registration Board.



Item No.1V  Registration of drugs - Pharmaceutical Evaluation Cell
Case No.01: Declaration of Me-too status for new molecules/ drugs

Registration board approves new chemical entities, new dosages forms, new strengths
and new combinations to different applicants in the country. However, issuance of registration
letter/ marketing authorization may take longer time as such letters are issued after approval of
minutes and fulfillment of other codal formalities. Registration applications of such molecules
are submitted by different applicants before issuance of registration letter/ marketing
authorization but after approval of registration board.

Guidance of registration board is required as to whether me- too status of such
formulations be declared after issuance of registration letter/ marketing authorization or once

registration board grants approval in registration board meeting.

Case No. 02: Approval of sections by Central Licensing Board

It has been noticed during scrutiny of pending registration applications that many firms
(especially licensed before year 1998) do not possess approval of sections by Central Licensing
Board (CLB) as such was not the practice during that period. With the introduction of new GMP
requirement in year 1998 it became mandatory to seek approval of layout plan and subsequently
CLB started issuing approval letters regarding grant of sections. However, existence of such
sections/ manufacturing areas is reflected in panel/GMP inspection reports.

Orders of registration board are solicited as to whether sections/ manufacturing areas
mentioned in panel and or GMP inspection reports (by Area FID) be accepted for registration of

a drug or approval of CLB is required in such cases.

Case No. 03: Grant of 10 products per section for new DML and new sections.

Registration Board grants registration of 10 products per section for new DML and new
sections which are approved by Central Licensing Board.

M/s. Jaskan Pharma, Lahore informed that theu have been granted registration as per
following details:-

S. No. | Section Total applied for Registrations | Registered | Deferred




1. Tablets 20 10 0
2. Capsule 10 09 01
3. Dry Suspension | 10 04 05
4. Sachet 10 05 05
Total 50 28 11

section in lieu of the deferred products of other section.

The case is placed before the Board please.

Now the firm has requested to grant the registration of remaining products in tablet

Case N0.04 Grant of registrations in lieu of already registered drugs for new DML/

Section.

M/s. Wenovo Pharmaceutical, Taxila has informed that they have been granted following

registrations (column-11) for new DML but these are not viable to manufacture and requested for

registration of the other drugs (column I11-V1) in replacement of already registered product.

S.No | Already registered drugs | Newly applied drugs Pack size & | Date of
MRP application
1. Amcard 5/160/12.5 Tablet | Piroxicam Tablets 2x10’s 19-9-2014
Each film coated tablet Each tablet contains:- As Per SRO
contains Amlodipine...... 5 | Piroxicam
\”;‘91 t 160 Betacyclodextrin
alsartan.......... mg = P :
Hydrochlorthiazide....12.5 Piroxicam....... 20mg
mg
(Manufacturer Specs)
Regn No. 077880
2. Amcard 10/160/12.5Tablet | Aroxewen Tablets 2x10’s 3-2-2014
Each film coated tablet Each film coated tablet As Per SRO

contains

Amlodipine......... 10mg
Valsartan.......... 160mg
Hydrochlorthiazide....12.5
mg

(Manufacturer Specs)
Regn No. 077881

contains:-

Paroxetine HCI
hemihydrate

= Paroxetine.....20 mg




Hydrochlorthiazide...25 mg
(Manufacturer Specs)
Regn No. 077883

3. Amcard 10/160/25 Tablet Moxwen Tablets 1x5’s 3-2-2014
Each film coated tablet Each film coated tablet As Per SRO
contains contains:-
énlﬂoftlpme ------ ig())mg Moxifloxacin HCI
alsartan......... mg = : :
Hydrochlorthiazide...25mg Moxifloxacin ... 400mg
(Manufacturer Specs)
Regn No. 077882
4, Amcard 10/320/25 Tablet M-Cobal Tablets 1x10’s 20-1-2014
Each film coated tablet Each tablet contains:-
contains Amlodipine...... 10 | Mecobalamin....... 500 As Per SRO
mg mcg
Valsartan......... 320 mg

Submitted for consideration of Registration Board.

Case No0.05: Registration of Drugs of Public Health Urgency on Priority Basis.

Committee for disposal of registration applications of public health urgency has decided

to process the registration application of “7.1% Chlorhexidine Digluconate Gel (4% active

Chlorhexidine)” on priority basis. Following applications have been forwarded by registration

sections to Pharmaceutical Evaluation Cell for evaluation on priority basis.

S.No

Name and address
of Manufacturer /

Applicant

Brand Name
(Proprietary
name +
Dosage form +
Strength)

Composition

Pharmacologi
cal Group

Finished
product
specification

Type of
Form

Initial
date,
diary.

Fee
includin
g.
different
ial fee

Demand

ed Price
/  Pack
size

International
status in
stringent
regulatory
agencies

Me-too status

GMP status as
depicted in
inspection
report (dated)

Remarks / Observations




M/s Atco | Umbilica Gel Form 5- | Not available in | 1. Stability Studies conducted
Laboratories Contains; D reference SRASs, according to ICH/WHO guidelines
Limited B-18, | Chlorhexidine However . .
S.I.T.E, Karachi. (as 19-11- available in for Zone _IV-a are required. The firm
Chlorhexidine | 2014 WHO Model List has submitted that they are under the
digluconate Rs. of Essential process of conducting stability
solution Ph. | 50,000/- | Medicines for studies.
Eur. 7.1% | (Dy. No . | Children and
WN)...4% wiv | 243) Nepal, Nigeria.
(Antiseptic and | Rs. 15/
disinfectant for | per 3g, Form 5-D
umbilical cord | Rs. 105/
care in | per 3gx7 | Good level of
neonates) Tubes, GMP (18-06-
(B.P Specs) Rs. 25/ | 2014),
per 5g, mentioning
Rs. 50/ | cream/ointment
per 10g, | /gel/lotion/Enema
Rs. 75/ | section.
per 15g,
M/s. Friends | Chlodin ~ Gel | Form 5- | Not available in | 1. Firm had applied formulation on
Pharma  (Pvt) | 39.10g&20g | D reference  SRAS, Form 5. However after initial
Limited, 31-Km, Contains: However : evaluation letter they submitted
Ferozepur Road, ontains:- 06-08- available in 0 )
Lahore Chlorhexidine | 2014 WHO Model List Form 5-D and additional required
' Gluconate B.P | Rs. of Essential fee in reply.
7.1% eq. to | 20,000/- | Medicines for 2 In ion repor 21-05-2014),
Chlorhexidine | (Dy. No . | Children and m:’ﬁgg;: th:tpoﬂ;[e(df?:?: wa(s)5ino th)e
....4% 397)  + | Nepal, Nigeria. L
(Antiseptic) Rs. process of external revalidation of
(B.P Spec.s) 30,000/- | Form5-D HVAC system as per SOP’s. They have
dated plan to shift this section within six
17.02.15 | Operations at the months.
factory premises | 3 gtapility Studies conducted
As  per | were compliant . .
SRO per|to GMP  and according to ICH guidelines for
3g,10g | guidelines  (21- Zone IV-a are required.
, 20g 05-2014),
mentioning

Cream/ Ointment
section but
observation that
the Firm was in
the process of
external

revalidation  of
HVAC system as
per SOP’s. They
has plan to shift
this section




within SiX
months.

Case No. 06: Formulations deferred for recommendations of review committee.

Keeping in view recommendations of Review Committee and comments of stake holders,

Registration Board in its 246™ meeting decided as follows:

Following formulations will be considered for registration by Registration Board and
thus the Board advised P E & R Division to place all deferred cases in agenda of the meeting.

i. Ampoule (Iml) containing Glycopyrrolate 0.5 mg Neostigmine + methylsulphate

2.5mg

ii. Injection (10 ml) containing Iron Ferric Carboxymaltose = Iron Element 500mg.
iii. Extended release tablet containing Darifenacin 7.5mg, 15mg.
iv. Tablet containing Naproxen USP 500 mg + Esomeprazole Magnesium Trihydrate =
Esomeprazole 20mg.
v. Tablet containing Cyclobenzaprine 5mg.
vi. Capsule containing Fluoxetine HCI 25 mg + Olenzapine Citrate = Olenzapine 12

mg.

vii. Injection containing Ketamine HCI = Ketamine 500 mg

In view of above decision of registration board, following deferred cases have been identified
which are placed before the board for consideration:

Sr.No. | Name & | 1.Brand Name | 1.Type of Form | 1.Finished Decision of
Address  of | 2.Dossage Form | 2. Type of | Product RB
manufacturer/ | 3.Composition application specification
Applicant 4.Phamacological | 3.Demanded Price / | 2.Me too status

Group Pack size 4.Initial | 3.Last GMP
date, diary 5. Date | inspection
on which fee | report with
become  complete | date & status.
according to type of
application / or form

1. M/s Opal | 1.Vimovo Plus 1.Form-5D Manufacturer’s | Deferred till
Laboratories | 2.Tablets 3.Each | 2.Fast Track FDA: Vimovo | expert
(Private) delayed-release 3.14’s / As per PRC | (Horizon opinion




Limited, LC-
41, LITE,
Landhi,
Karachi.

Tablet contains:
Naproxen (B.P)
(enteric  coated)
...500mg
Esomeprazole
magnesium
trinydrate (USP)
equivalent to
Esomeprazole
...20mg
4.NSAID+Prton
Pump Inhibitor

4.20-10-2010
Rs.8000+Rs.7000/-
(dated.18-01-2011)
02-08-2013
Rs.135,000/-

Pharma)
Esomeprazole
Magnesium;
Naproxen
(strength
20mg;Base
500mg)
Original
approval or
tentative
approval Date:
April 30,2010

EQ

(M.242)

M/s
Pharma
Ltd.
Sector
Korangi
Industrial
Area Karachi,

Hilton
Pvt
13,
15,

1.Esorrid-N
2.Tablet
3.Each
contains:
Naproxen
500mg
Esomeprazole

tablet

1.Form-5D
2.Routine
3.10°s,14°s,20’s,28’s
As per PRC
4.21-09-2010/134
5.09-12-2013/7785
Rs.50,000/-

Deferred till
expert
opinion on
the
formulation.
(M.241)

...20mg

product
NSAID
proton

magnesium
trihydrate
Esomeprazole

4.Combination

inhibitor (PPI)

eq.to

of
and

pump

Case No. 07: Registration of drugs - Pharmaceutical Evaluation Cell

a. Registration Applications of New / Additional sections.

SIN

Name and
address of
manufacturer /
Applicant

Brand Name

(Proprietary name
+ Dosage Form +
Strength)

Composition

Pharmacological
Group

Finished product

Type of Form

Initial date,

diary

Fee including
differential fee

Demanded
Price / Pack
size

International
status in
stringent
regulatory
agencies

Me-too status

GMP status as
depicted in
inspection
report (dated)

Remarks / Observations




Specification

M/s Jasons Irosol Injection | Form 5 FDA: Venofer Inj | 1. Evidence and verification of Total
Pharmaceutical | 100mg 05-12-2014 Organic Testing Facility and Liquid
s, Plot #26, St# | Each 5ml ampoule | Rs. 20,000/- Merofer Jinj by Particle Counter by area FID that
SS-2 National | contains:- (Dy. No. 2195) M/s Bosch the said instruments are in
Industrial Zone | Iron ~ (As  iron | As Per SRO Grant of functional condition is required.

Rawat sucrose)...100mg. additional section Firm has submitted purchase order

Islamabad. (Anti-anaemics) namely  Liquid for these items.

Liquid Ampule | (USP Spec.s) Ampoule Section
Injectable (General)
Section recommended.
(General) (No.
F.1-21/2007-Lic
dated 4™ Dec,
2014.
-do- Deuron Injection | Form 5 BNF. Voltarol | 1. Evidence and verification of Total
75mg 05-12-2014 (Novartis) Organic Testing Facility and Liquid
Each 3ml ampoule | Rs. 20,000/- ) Particle Counter by area FID that
contains:- (Dy. No. 2191) Voltral (Novartis) the said instruments are in
Diclofenac As Per SRO Grant of functional condition is required.
Sodium...75mg. additional section Firm has submitted purchase order
(Anti-rheumatic) namely  Liquid for these items.
(Manufacturer’s Ampoule Section
Spec.s) (General)
recommended.
-do- Alurine  Injection | Form 5 International: 1. Formulation has been deferred by
80mg 05-12-2014 Artem Inj in DRB  in  the light  of
Each 1ml ampoule | Rs. 20,000/ China recommendation  of  National
contains:- (Dy. No. 2190) Me too: Artem Mglaria Control p'rc'Jgra'mme o
Artemether...80mg | As Per SRO Inj by M/s Hilton 2. Evidence and verification of Liquid
(Anti-Malarial) Particle Counter by area FID that
(Manufacturer’s Grant of the said instrument is in functional
Spec.s) additional section condition is required. Firm has
namely  Liquid submitted purchase order for the

Ampoule Section
(General)

item.




recommended.

-do- Jasteron Injection | Form 5 Zofran of GSK Evidence and verification of Total
8mg 05-12-2014 Organic Testing Facility and Liquid
Each 4ml ampoule | Rs. 20,000/- Zofran of GSK, Particle Counter by area FID that
contains:- (Dy. No. 2193) Karachi the said instruments are in
Ondansetron  HCI | As Per SRO Grant of functional condition is required.
dihydrate (B.P) additional section Firm has submitted purchase order
equivalent to namely  Liquid for these items.

Ondansetron...8mg Ampoule Section
(Anti-emetic) (General)
(B.P Spec.s) recommended.

-do- Derol Injection | Form 5 Not confirmed International availability in same
5mg 05-12-2014 strength in reference Stringent
Each 1ml ampoule | Rs. 20,000/- Calciferol Inj by Regulatory Agencies not confirmed.
contains:- (Dy. No. 2192) M/s Global Firm has provided reference of D3-
Colecalciferol As Per SRO Grant of Vicotrat of Heyl Chem.-pharm.
(B.P)...5mg additional section Fabrik Germany which contains
(Vitamin D namely  Liquid 25 mg cholecalciferol
analogue) Ampoule Section corresponding to 100,000 IU of
(BP Spec.s) (General) vitamin D3.

recommended. Evidence and verification of Liquid
Particle Counter by area FID that
the said instrument is in functional
condition is required.

-do- Deuron Plus | Form 5 Availability  in International availability in
Injection 75 , 20 | 05-12-2014 SRA’s needs reference  Stringent  Regulatory
mg Rs. 20,000/- confirmation Agencies not confirmed. Firm has
Each 2ml ampoule | (Dy. No. 2194) . claimed that same formulation is

. Dinopen of . . .
cqntams:- As Per SRO Global Pharma, registered in Bangladesh with brand
Diclofenac Islamabad. name of Intafenac Plus IM
Sodium...75mg Injection.

Lidocaine...20mg Grant of Evidence and verification of Total

(Anti-rheumatic)
(Manufacturer’s
Spec.s)

additional section

namely

Liquid

Ampoule Section

(General)

Organic Testing Facility and Liquid
Particle Counter by area FID that
the said instruments are in




recommended.

functional condition is required.
Firm has submitted purchase order
for these items.

-do- Curatac  Injection | Form 5 BNF: Toradol of Evidence and verification of Total
30 mg/mi 05-12-2014 Roche Organic Testing Facility and Liquid
Each ml ampoule | Rs. 20,000/- Particle Counter by area FID that
contains:- (Dy. No. 2196) Torapan of the said instruments are in
Ketarolac As Per SRO Caraway : functional condition is required

Pharmaceuticals '
Tromethamine...30 Islamabad. Firm has submitted purchase order
mg for these items.
(NSAID) Grant of
(USP Spec.s) additional section

namely  Liquid

Ampoule Section

(General)

recommended.

-do- Trimin  Injection | Form 5 Not confirmed International availability in
500 mcg/ml 05-12-2014 reference  Stringent  Regulatory
Each 1ml ampoule | Rs. 20,000/- Elgin Inj by M/s Agencies not confirmed. Firm has
contains:- (Dy. No. 2197) Novartis claimed that same formulation is
Mecobalamin As Per SRO Grant of registered in India with brand name
(JP)...500mcg additional section of Acvit 12 Injection. Product
(Cobalamin) namely  Liquid Methycobal® injection 500 ug
(Manufacturer’s Ampoule Section Manufactured and marketed by:
Spec.s) (General) Eisai Co., Ltd. 6-10, Koishikawa 4-

recommended.

chome, Bunkyo-ku, Tokyo, 112-
8088 was found from
manufacturer’s website but could
not be confirmed from official
website of Ministry of Health,
Labour and Welfare Japan.
Evidence and verification of Total
Organic Testing Facility and Liquid
Particle Counter by area FID that
the said instruments are in
functional condition is required.
Firm has submitted purchase order
for these items.



http://www.mhlw.go.jp/english/
http://www.mhlw.go.jp/english/

9. -do- Linocid Injection | Form 5 FDA: Lincocin 1. Injection container of reference
600 mg/2ml 05-12-2014 product in US FDA is vial.
Each 2ml ampoule | Rs. 20,000/- Lincolide 2. Evidence and verification of Total
contains:- (Dy. No. 2198) (Global) Organic Testing Facility and Liquid
Lincomycin ~ HCI | As Per SRO Grant of Particle Counter by area FID that
(USP) equivalent to additional section the said instruments are in
Lincomycin namely  Liquid functional condition is required.
...600mg Ampoule Section Firm has submitted purchase order
(Antibiotic) (General) for these items.
(USP Spec.s) recommended.
10. -do- Trex Injection 500 | Form 5 BNF: 1. Evidence and verification of Total
mg/5ml 05-12-2014 Cyklokapron Organic Testing Facility and Liquid
Each 5ml ampoule | Rs. 20,000/- (Pfizer) Particle Counter by area FID that
contains:- (Dy. No. 2199) Danim (Danas) the said instruments are in
Tranexamic  acid | As Per SRO functional condition is required.
(B.P)...500mg Grant of Firm has submitted purchase order
(Fibrinalytic) additional section for these items.
(BP Spec.s) namely  Liquid
Ampoule Section
(General)
recommended.
11. | M/S ARP(Pvt) | Infecnil Tablet Form 5 FDA:
Ltd plot No 12 | 500mg CIPRO(Bayer)
&12A Each Tablet 12-01-2015 _
National contains: (1335) Novidat 500 mg
Industrial Zone | Ciprofloxacin HCl | pe 56 000)- Tablet(Sami
RCCIRawat | (USP) eq. to ! Pharmaceutical-
Islamabad Ciprofloxacin...... As per SRO/ Karachi)
Tablet General E(SISI(L)JrSrgoquinolone) 1x10’s Gdrg_rj['_[ of |
No.F.6-6/2014- | (()p Specs) addrtiona
Lic (M-237 sections
Dated 14-10- recommended.(1
9-09-2014)

2014)




12. | -do- Thyroxar Tablet 50 | Form 5 FDA: Clarification was asked from the
mcg 12-01-2015 UNITHROID Firm about drug generic name
Each Tablet (1336) (STEVENS J) Thyroxine  Sodium as FDA
contains Rs.20,000/- approved brands mentions it as
Thyroxine As per SRO/ Thyroxine (GSK) levothyroxine sodium. Firm has
Sodium....50 mcg | 1x100’s clarified that although thyroxine is
(Thyroid hormone) Grant of used as levothyroxine sodium in
(USP Specs) additional most of the developed countries, but

sections still many  developend &

recommended.(1 underdeveloping countries

9-09-2014) including Pakistan use Thyroxine in
the form of Thyroxine Sodim. The
firm has provided evidence of use
of thyroxine sodium (instead of
levothyroxine sodium ) in countries
like New Zealant & Australia).
They have submitted that GSK in
Pakistan is also  marketing
Thyroxine as Thyroxine Sodium.
However TGA mentions thyroxine
sodium as synonym of
Levothyroxine Sodium.

13. | -do- Bacterid Tablet Form 5 BNF: (Tavanic
500mg 12-01-2015 (Sanofi-Aventis)
Each film coated (1337) . .
Tablet contains Rs.20,000/- Tavan_lc (Sanofi-
Levofloxacin As per SRO/ Aventis)
Hemihydrate USP 1x10’s Grant of
&q. to additional
Levofloxacin...500 sections
mg recommended. (1
(fluoroquinolone) 9-09-2014)
(Authorized USP
Pending Spec.s)

14. | -do- Bacterid Tablet Form 5 BNF: (Tavanic
250mg 12-01-2015 (Sanofi-Aventis)
Each film coated (1338) . )
Tablet contains Rs.20,000/- Tavan_lc (Sanofi-
Levofloxacin As per SRO/ Aventis)
Hemihydrate USP | 1x10’s Grant of
eq. to additional
Levofloxacin...250 sections
mg

(fluoroquinolone)

recommended.(1




(Authorized USP 9-09-2014)
Pending Spec.s)

15. | -do- Aramox Tablet Form 5 BNF: Avelox
400mg 12-01-2015 (Bayer)
Each film coated (1339)
Tablet contains Rs.20,000/- %%% Ei)? M
Moxifloxacin HCI | As per SRO/ Global
USP eg. to 1x5’s
Moxifloxacin.....40
Omg Grant of
(fluoroquinolone) additional
(Manufacturer’s sections
Spec.s) recommended. (1

9-09-2014)

16. | -do- Vitamet Tablet Form 5 METHYCOBAL
500mcg 12-01-2015 500mcg Tablet
Each Sugar coated | (1340) Eisai
Tablet contains Rs.20,000/- Co Ltd. JAPAN
Mecobalamine As per SRO/
(JP).....500mcg 3x10’s METHYCOBAL

(Antianemic agent)
(Manufacturer’s
Spec.s)

500mcg Tablet
Hilton

Pharma (Pvt.) Ltd
Karachi

Grant of
additional
sections
recommended.(1
9-09-2014)




17. | -do- Rixam Tablet 20mg | Form 5 BNF: Brexidol
Each Tablet 12-01-2015
contains: (1341) Cycloram
Piroxicam Rs.20,000/- (Bryon)
Betacyclodextrin As per SRO/
eg. to 2x10’s Grant of
Piroxicam additional
.....20mg sections
(Cyclo-oxygenase recommended.(1
inhibitor) 9-09-2014)
(Manufacturer’s
Spec.s)

18. | -do- Leukurb Tablet Form 5 Singulair 10mg
10mg Tablet of Merck
Each film coated 12-01-2015 & Co.

Tablet contains (1342) Inc. USA
Montelukast Rs.20,000/- | Myteka 10mg
sodium (B.P) eq. to Tablet
Montelukast.....10 | As per SRO/ Hilton Pharma
mg Pwvt.
(Anti-asthmatic 14’s Ltd. Karachi
Leukotriene
receptor Grant of
. additional
antagonists) .
sections
(Manufacturer’s
Spec.s) recommended.(1
9-09-2014)

19. | -do- Histanil Tablet 5mg | Form 5 BNF: Neoclarityn
Each film coated | 12-01-2015 (MSD)
tablet contains (1343)

Desloratadine....5 | Rs.20,000/- Alenor
mg L As per SRO/ Tablet(Macter)
(Desloratadineisa | 1x10’s

long-acting second-
generation H;-
receptor antagonist
which has a
selective and
peripheral H1-
antagonist action)
(Manufacturer’s
Spec.s)

Grant of
additional
sections
recommended.(1
9-09-2014)



http://www.whocc.no/atc_ddd_index/?code=R03DC
http://www.whocc.no/atc_ddd_index/?code=R03DC
http://www.whocc.no/atc_ddd_index/?code=R03DC

20. | -do- Esitil Tablet 10mg | Form 5 BNF: Cipralex
Each film coated | 12-01-2015 (Lundbeck)
Tablet contains:- (1344)
Escitalopram Rs.20,000/- Questa 10 mg
Oxalate (USP) eq. | Asper SRO/ | Tablet(Bosch)
to 1x10’s
Escitalopram. .. 1x14’s Grant of
10mg 1x30’s additional
(Antidepressant sections
(SSRI) Selective recommended.(1
Serotonin-reuptake 9-09-2014)
Inhibitors -5HT-
Receptot Inhibitor)
(USP Specs)
21. -do- Aromep capsule Form 5 BNF: Losec Legalized copy of Valid GMP
20mg (AstraZeneca) certificate of manufacturer of
Capsule General | £ach capsule 12-01-2015 Pellets; stability studies as per
NO.F.6-6/2014- | ¢ontains (1345) RISEK 20mg ICH/WHO guidelines of Pellets
Lic (M-237 Omeprazole Rs.100,000/- Capsule according to zone of Pakistan are
Dated 14-10- (enteric coated Getz Pharma required. Firm has submitted that
2014) pellets)eq. to As per SRO/ (Pvt.) they have demanded the same from
Omeprazole... 2x7’s Ltd supplier and they would submit it
20mg before getting final registration.
(Proton Pump Grant of
Inhibitor) additional
(Manufacturer’s sections
Spec.s) recommended.(1
{Source of pellets: 9-09-2014)
M/s Spansules
Formulations Sy.
No. 172, Plot No.
154/A4, IDA,
Bollaram Village,
Jinnaram Mandal,
Medak Distric,
Andhra Pradesh,
India}
22. | -do- Aromep capsule Form 5 LOSEC Legalized copy of Valid GMP
40mg (AstraZeneca UK certificate of manufacturer of
Each capsule 12-01-2015 Ltd) Pellets; stability studies as per
contains (1346) ICH/WHO guidelines of Pellets
Omeprazole(as Rs.1,00,000/- according to zone of Pakistan are

enteric coated
pellets) eq. to

Omezole 40 mg

required. Firm has submitted that
they have demanded the same from




Omeprazole...40m

As per SRO/

capsule (Bosch)

supplier and they would submit it

g before getting final registration.
(Proton Pump 2xT’s Grant of
Inhibitor) additional
(Manufacturer’s sections
Spec.s) recommended. (1
{Source of pellets: 9-09-2014)
M/s Spansules
Formulations Sy.
No. 172, Plot No.
154/A4, IDA,
Bollaram Village,
Jinnaram Mandal,
Medak Distric,
Andhra Pradesh,
India}

23. | -do- Acidease capsule Form 5 NEXIUM
20mg Capsule
Each Capsule 12-01-2015 AstraZeneca
contains (1347)
Esomeprazole (3 | ge 290 000)/- E-CAP Capsule
Esomeprazole ’ (Brookes)
magnesium Asper SRO/ | grant of
trihydrate enteric - ~dditional
coated pellets) eq. X/'S sections
t recommended.(1
Esomeprazole...20 9-09-2014)

mg

(Proton Pump
Inhibitor)
(Manufacturer’s
Spec.s)

{Source of
pellets:

M/s Surge Lab
(Private)
Limited,10th KM
Faisalabad road,
Bikhi District
Sheikhupura}




24. | -do- Acidease capsule Form 5 NEXIUM
40mg Capsule
Each Capsule 12-01-2015 AstraZeneca
contains (1348)

Esomeprazole(as | ge 90 000)/- E-CAP Capsule
Esomeprazole ’ (Brookes)
m_agnesium _ As per SRO/ Grant of
trihydrate enteric - additional
coated pellets) eq. X/'s sections

o recommended.(1
Esomeprazole...40 9-09-2014)

mg

(Proton Pump

Inhibitor)

(Manufacturer’s

Spec.s)

{Source of

pellets:

M/s Surge Lab

(Private)

Limited,10th KM

Faisalabad road,

Bikhi District

Sheikhupura}

25. | -do- Azolin Capsule Form5 BNF:
250mg 12-01-2015 Zithromax
Each capsule (1349) (Pfizer)
co_ntalns _ Rs.20,000/- ZITAMAX
Aithromycin As per SRO/

. (ZITHROMAX)
dihydrate (USP) eq. | 1x6’s
PFIZER
to 1x12’s

Aithromycin...250
mg

(Macrolide
Antibiotic)

(USP Specs)

LABORATORIE
SLTD.

Grant of
additional
sections
recommended.(1
9-09-2014)




26. | -do- Contrazole capsule | Form5 DIFLUCAN
150mg 12-01- ONE(Johnson &
Each capsule 2015(1350) Johnson (New
contains: Rs.20,000/- Zealand)
Fluconazole As per SRO/ Limited)
USP...150mg 1x1’s
(Antifungal Zolanix (GSK)
Triazole) Grant of
(Manufacturer’s additional
Specs) sections

recommended.(1
9-09-2014)

27. | -do- Pregabin Capsule Form 5 LYRICA
50mg 12-01-2015 Capsules (25, 50,
Each capsule (1351) 3, 100,
contains Rs.20,000/- %ggrﬁg? 225 and
Pregabalin...50mg | As per SRO/ US EDA
(Anti epileptic — 2x7’s
anticonvulsant GABICA
agent) Capsules (50, 75,
(Manufacturer’s 100, 150 and
Spec.s) 300mg)

Getz

Grant of
additional
sections
recommended.(1
9-09-2014)

28. | -do- Pregabin Capsule Form 5 LYRICA
75mg 12-01-2015 Capsules (25, 50,
Each capsule (1352) 3, 100,
contains Rs.20,000/- éggrﬁg? 225 and
Pregabalin...... 75 | As per SRO/ US FDA
mg 2x7’s
(Anti epileptic — GABICA
anticonvulsant Capsules (50, 75,
agent) 100, 150 and
(Manufacturer’s 300mg)

Getz
Spec.s)
Grant of

additional




sections
recommended.(1

9-09-2014)

29. | -do- Pregabin Capsule Form 5 LYRICA
150mg Capsules (25, 50,

Each capsule 12-01-2015 75, 100,
contains: (1353) 150,200, 225 and
Pregabalin...150m 300mg)
g Rs.20,000/- US FDA
(Anti epileptic — As per SRO/ GABICA
anticonvulsant Capsules (50, 75,
agent) 2x7’s 100, 150 and
(Manufacturer’s 300mg)
Getz
Spec.s)
Grant of
additional
sections
recommended.(1
9-09-2014)

30. | -do- Tamsar Capsule Form 5 Flomax (Astellas Legalized copy of Valid GMP
0.4mg 12-01-2015 Pharma US, Inc.) certificate of manufacturer of
Each capsule (1354) Pellets; stability studies as per
contains: Rs.1,00,000/- Tamsolin 0.4 mg ICH/WHO guidelines of Pellets
Tamsulosin As per SRO/ Capsule according to zone of Pakistan are
HCI(modified 1x10’s (Getz) required. Firm has submitted that
release pellets) eq. | 2x10’s they have demanded the same from
to 3x10’s Grant of supplier and they would submit it
Tamsulosin....0.4m additional before getting final registration.

g sections
(ay-Adrenergic recommended.(1
blocking agent with 9-09-2014)

selectivity for aya-
adrenergic
receptors)
(Manufacturer’s
Spec.s)

{Source of pellets:




M/s Spansules
Formulations Sy.
No. 172, Plot No.
154/A4, IDA,
Bollaram Village,
Jinnaram Mandal,
Medak Distric,

Andhra Pradesh,
India}
31. -do- Infecnil Dry Form 5 CIPRO (Bayer 1. Formulation is under review by the
Suspension 12-01-2015 Health Care review committee.
Oral dry powder | »50mg/smi (1355) Pharmaceutical
SUSPENSION | Each 5ml contains | Rs.20,000/-
General No.F.6- Ciprofloxacin As per SRO/ Novidat (Sami)
6/2014-Lic (M- | yc(Taste masked | 60ml
237 Dated 14- | graniies) eq. to Grantof
10-2014) Ciprofloxaci.n 250 additional section
" Oral dry powder
Mg . suspension
(Q“_'”_O"?”e (General)
Antibiotic) recommended.(1
(Manufacturer’s 4-10-2014)
Spec.s)
{Source of
granules:
M/s Surge Lab
(Private)
Limited,10th KM
Faisalabad road,
Bikhi District
Sheikhupura }

32. | -do- Fosocin Dry Form 5 FOSFOCINA International availability of
Suspension 12-01-2015 (Laboratorios formulation in reference Stringent
250mg/5ml (1356) ERN, S.A. Regulatory Agencies not confirmed.
Each 5ml (after Rs.20,000/- Barcelona. Firm has submitted reference of
reconstitution) As per SRO/ Espafia) availability in Spain.
contains:- 60ml ) The reference international
Fosfomycin Fosomin formulation Fosfocina mentions the
calcium B.P eq. to 250mg/Sml strength as Fosfomycin calcium
Fosfomycin...250m Dry Suspension 250mg/5ml  while the applied
g CCL Pharma formulation and reference me-too
(Antibiotic) Lahore formulation mentions it Fosfomycin
(Manufacturer’s Calcium eq. to Fosfomycin

Grant of

Spec.s)

additional section

250mg/5ml.




Oral dry powder

suspension
(General)
recommended.(1
4-10-2014)

33. | -do- Malarid Dry Form 5 Co-Artesiane Evidence of WHO recommendation
Suspension 12-01-2015 Dafrg Pharma of same generic, dosage form &
15/90mg (1357) Belgium strength was asked from the Firm.
Each 5ml contains: | Rs.20,000/- Firm in reply has submitted an
Artemether and As per SRO/ Artem plus dry application by Dafra Pharma
Lumefantrine eq. to | 30ml sus_pensmn Belgium  for inclusion of
Artrmether...... 15 | 60ml (Hilton) formulation in the WHO Model list
mg of essential medicines for Children.
Lumefantrine...90 Gra_n'_[ of )
mg additional section
(Synthetic Oral dry powder
Antimalarial) suspension
(Manufacturer’s (General)

Spec.s) recommended.(1
4-10-2014)

34. | -do- Malarid Plus Dry Form 5 Not confirmed Evidence of WHO recommendation
Suspension of same generic, dosage form &
30/180mg 12-01-2015 Artem plus dry strength was asked from the Firm.
Each 5ml contains: | (1362) suspension Firm in reply has submitted an
Artermether and Rs.20.000/- (Hilton) application by Dafra  Pharma
Lumefantrine eq. to Grant of Belgium  for inclusion of
Artemethe.r...30mg As per SRO/ additional section formulatllon in th_e_WHO Moc_iel list
Lumefantrine...180 somi Oral dry powder of essential r_ned_lcm(?s for Children,
mg . suspension but the application is for 15/90mg
(Syr_lthetlc_ 60ml (General) per 5ml.

Antimalarial) recommended.(1
(Manufacturer’s 4-10-2014)
Spec.s)

35. | -do- Contrazole Dry Form 5 BNF: Diflucan
Suspension 12-01-2015 (Pfizer)
50mg/sml (1358)

Each 5ml contains | Rs.20,000/- Flucon (Bryon)

Fluconazole...50m | As per SRO/

g 35ml Grant of

(Antifungal) additional section

(Manufacturer’s Oral dry powder

Spec.s) suspension
(General)

recommended.(1




4-10-2014)

36. | -do- Azolin Dry Form 5 BNF: Zithromax Evidence of availability of same
Suspension (Pfizer) formulation in taste masked
200mg/5ml 12-01-2015 granules was asked from the Firm.
Each 5ml after (1359) ZETRO Getz The firm in reply has submitted that
recon_stitution Rs.20,000/- Pharma as azithr_or_nycin has _very bit_ter
contains:- (Pvt.) Ltd taste, so it is a developing practice
Azithromycin as As per SRO/ Karachi. in Pakistan to use taste masked
taste masked granules in order to enhance
granules eg. to 15mi Grant of palatability and overcome
Azithromycin...20 29 5m additional section paediatric ~ compliance  issues.
Omg Oral dry powder According to them they don’t have
(Macrolide 30ml suspension much evidence , whetehr the brand
Antibiotic) (General) leader formulation (Zithromax of
USP Specs) recommended.(1 Pfizer) contains taste masked
{Source of 4-10-2014) granules or simple powder.

Taste masked The firm has submitted that if
granules: Registration Board has any
M/s Surge Lab concerns regarding use of taste
(Private) masked granules, the Firm would
Limited,10th KM use simple powder formulation for
Faisalabad road, the product. They have submitted
Bikhi District another Form 5 and master
Sheikhupura} formulation of simple powder
formulation according to which
each 5ml after reconstitution
contains:- Azithromycin dihydrate
eq. to Azithromycin... 200mg.

37. | -do- Clarimac Dry Form 5 BNF . Klaricid
Suspension (Abbott)
125mg/5ml 12-01-2015
Each 5ml contains | (1360) (Klaricid
Clarithromycin Rs.20,000/- (Abbott))
taste masked Grant of
gran_u les eq. t_o As per SRO/ additional section
Clarithromycin..12 50 Oral dry powder
5mg ml ]

) suspension
(Macrolide

(General)




Antibiotic)

(USP Specs)
{Source of

Taste masked
granules:

M/s Surge Lab
(Private)
Limited,10th KM
Faisalabad road,

recommended.(1
4-10-2014)

Bikhi District
Sheikhupura}

38. | -do- Zincfix Dry Form 5 Not confirmed 1. International availability of
Suspension ) formulation in reference Stringent
20mg/5ml 12-01-2015 Yes 2 Zinc (Zafa) Regulatory Agencies not confirmed.
Each 5ml contains | (1361) Grant of
f/:nc ShulghatteB 5 Rs.20,000/- additional section

ononydrate b. Oral dry powder
eg to Els(r)nental As per SRO/ suspension
LY General
(Zinc supplement) o0ml gecomme)nded.(l
(SManu)facturer’ S 4-10-2014)

pec.s

39. | -do- Linvox Dry Form 5 BNF: Zyvox

uspension armacia
S i (Ph ia)
100mg/5ml 12-01-2015 _
Each 5ml after (1363) Nezocin
P (Brookes)
recon_stltutlon Rs.20,000/-
contains:-
Linezolid....100mg | As per SRO/
(Antibiotic) Grant of
(Manufacturer’s 60ml additional section
Spec.s) Oral dry powder
suspension
(General)
recommended.(1
4-10-2014)

40. | -do- Gastrorel Dry Form 5 FDA:PEPCID 1. Confirmation of me-too status in
Suspension o dry suspension dosage form is
40mg/5ml 12-01-2015 Zepsin (Cirin) required.

Each 5ml after (1364) Grant of
reconstitution Rs.20,000/- additional section

contains:
Famotidine

Oral dry powder




(USP)...40mg As per SRO/ suspension

(H2- Receptor (General)
Blocker) 50ml recommended. (1
(Manufacturer’s 4-10-2014)
Spec.s)

41. | -do- Leukurb Sachet Form 5 BNF: Singulair

4mg (MSD)

Sachet (General) | £ach Sachet 12-01-2015

'C'Oz\iglg 27014' contains: (1365) Beasy (Bosch

ic (M-
Montelukast Pharma)
Rs.20,000/-

Dated 14-10- sodium eq. to

2014) Montelukast...4mg | As per SRO/ Grant of
(Leukotriene additional section
Receptor 14’ Sachet (General)
Antagonist) recommended.(1
(Manufacturer’s 4-10-2014)
Spec.s)

42. | -do- Protolow Sachet Form 5 FDA: Zegerid 1. Formulation is under review by the
20mg/1680mg Review Committee of DRB.
Each Sachet 12-01-2015 RISEK INSTA
contains: (1366) Powder 20mg
Omeprazole..20mg ) Sachet Getz
Sodium Rs.20,000/ Pharma (Pvt.) Ltd
Zioc;rgl;onate ....... 16 | As per SRO/ Grant of
(Proton Pump 10°s & 14°s additional section
Inhibitor, AntaC|d) Sachet (General)

(Manufacturer’s recommended. (1
Spec.s) 4-10-2014)

43. | -do- Protolow Max Form 5 FDA: Zegerid 1. Formulation is under review by the
Sachet Review Committee of DRB.
40mg/1680mg 12-01-2015 RISEK INSTA
Each Sachet (1367) Powder 40mg
contains: Sachet Getz

Rs.20,000/-
Omeprazole...40mg Pharma (Pvt.) Ltd
Sodium As per SRO/ Grant of
bicarbonate .. .
10°s & 14°s additional section

(Proton Pump
Inhibitor, Antacid)
(Manufacturer’s
Spec.s)

Sachet (General)
recommended.(1
4-10-2014)




44. | -do- Dabapro Sachet 2g | Form 5 BNF: Protelos
Each Sachet (Servier)
contains: 12-01-2015
Strontium Ranelate | (1368) Onita (Pharmevo)
28| RS 90,000/

(Antiosteoporaotic Grant of
drug) As per SRO/ | additional section
(ARP Specs) Sachet (General)
7’s recommended. (1
4-10-2014)

45, | -do- Electrofix Sachet Form 5 BNF: WHO
(ORS) formulation
Each Sachet 12-01-2015
contains: (1369) Osmolor (Atco
Glucose Rs.20,000/- Laboratories)
Anhydrous...13.5¢g Grant of
Ig\IaCI .............. 2.6 | As per SRO/ additional section
Trisodium Citrate | 20's & 1’s Sachet (General)
dihydrate ..2.99 recommended.(1
KCl...... 1.5g 4-10-2014)
(Electrolytes
replenisher)

(Manufacturer’s
Spec.s)

46. | -do- Cold-n- Flu Sachet | Form 5-D MHRA 1. Stability Studies conducted
650mg/10mg approved. according to ICH/WHO guidelines
Each Sachet 12-01-2015 Paramed Lemon for Zone 1V-a are required.
contains: (1370) Cold and Flu
Paracetamol...650 Rs.50,000/- Relief with
mg Decongestant
Phenylephrine Rs- Sachets
HCI...10mg 33/Sachet,Rs- .
(analgesic, 165/5’s Market_l ng
antipyretic + post- | Pack,Rs- Authorisation
synaptic a-receptor | 330/10’s Pack Holder
agonist) Manufacturer:
(Manufacturer’s Wrafton )
Spec.s) Laboratories

Limited
Wrafton
Braunton

North Devon
EX33 2DL




Application on
Form 5-D

Grant of
additional section

Sachet (General)
recommended.(1

4-10-2014)

47. | -do- Cold-n-Flu Max Form 5-D MHRA: Lemsip | 1. Stability Studies conducted
Sachet Max All in One according to ICH/WHO guidelines
Each Sachet 12-01-2015 Lemon powder for Zone 1V-a are required.
contains: (1371) for Oral Solution
Paracetamol..1000 Rs.50,000/-
mg
Phenylephrine Rs- Marketing
HCL...12.2mg S0/Sachet.Rs- | aythorisation
Guaifenesin..200m 250/5’s HolderlManufact
9 _ Pack,Rs- urer: Reckitt
(analgesic, 500/10°s Pack | ganckiser
antipyretic + post- Healthcare (UK)
synaptic a-receptor Limited,
agonist + Hull, HU8 IDS.
mucolytic
expectorant)

(Manufacturer’s

Spec.s) Grant of
additional section
Sachet (General)
recommended.(1
4-10-2014)

48. | -do- Calvic Sachet Form 5 Not confirmed 1. International availability of
Each sachet formulation in reference Stringent
contains 12-01-2015 High-C 1000 of Regulatory Agencies not
Calcium lactate (1372) \F’)Yf”i‘:k oal confirmed/Not provided by the
gluconate...1000 Rs.20,000/- IsIernn;?J(;iju Ica’s, Firm.
mg
Calcium As per SRO/

Carbonate...327 Grant of

mg 10 additional section
Ascorbic Sachet (General)
acid...500 mg recommended.(1




(Calcium
supplement &
Vitamin)
(Manufacturer’s
Spec.s)

4-10-2014)

49. | -do- Fosotro Sachet Form 5 Health Canada:
Each sachet Monurol
contains 12-01-2015
Fosfomycin (1373) (Triton Pharma
tromethamine eq to | p¢ 51 60 Inc.)
Fosf(_)mycm_....3g _ Monurol
_(Antll?acterlaI/Antl- As per SRO/ (Angelini)
infective)

(Manufacturer’s I’s Grant of

Spec.s) additional section
Sachet (General)
recommended.(1
4-10-2014)

50. | -do- Diarel Sachet Form 5 Not confirmed International availability of
Each sachet formulation in reference Stringent
contains 12-01-2015 Regulatory Agencies not
Dioct:?\hedral (1374) Smecta (Atco cc_)nfirmed/Not provided by the
smectite....3 g Rs.20,000/- laboratories.) Firm. _
(Anti-diarrhoeal) Formulation is under review by the
(Manufacturer’s As per SRO/ Review Committee of DRB.

Spec.s)
30°s Grant of
additional section
Sachet (General)
recommended.(1
4-10-2014)

51. | -do- ECZACURE Form 5 BNF: Protopic Clarification was asked about

Ointment (Astellas) Immunosuppressive drug
Semi solids Each gram of 12-01-2015 manufacturing in General section.
Cream/Ointment | 5inment tube (1375) Tacrus (Shroog The Firm in reply has submitted
/Gel (General) | contains - Rs.20.000/ Pharma) that many pharmaceutical
No.F.6-6/2014- | 15¢r0limus ST Grant of companies are  manufacturing
Lic (M-237 monohydrate (JP) As per SRO/ ra_n_o . Tacrolimus Ointment in General
Dated 14-10- additional section )

eqto Semi solids Section.

Tacrolimus.........




2014) |l 1.00mg | 10g Cream/Qintment/
Immunosuppressiv Gel (General)
e, recommended.(1
Immunomodulator 4-10-2014)
(Manufacturer’s
Spec.s)

52. | -do- Acurin Gel Form 5 BNF: Epiduo
Each gram of tube (Galderma)
contains 12-01-2015
Adapalene (1376) ADAPLUS
........... 1 mg Rs.20,000/- (BIOGEN
(0.1%) and PHARMA Islama
Benzoyl As per SRO/ bad)
peroxide...... 25
mg (2.5%) 159&309 Grant of
(synthetic retinoid+ additional section
oxidizing Semi solids
agent/antibacterial Cream/Qintment/
keatolytic agent) Gel (General)
(Manufacturer’s recommended.(1
Spec.s) 4-10-2014)

53. | -do- AROTREXIN gel Form 5 BNF: Isotrexin
1g Gel contains: (Stiefel)
Isotretinoin...... 0.5 | 12-01-2015
mg(0.05 %)_ (377) Tretocin (Derma
Erythromycin...20 | g 50,000/~ | Techno)
mg (2 %)

(Retinoid+macrolid | As per SRO/ Grant of

e antibiotic) additional section

(Manufacturer’s 10g Semi solids

Spec.s) Cream/Qintment/
Gel (General)
recommended.(1
4-10-2014)

54, -do- BACNIL-V Cream | Form5 BNF: Dalacin
2% (Pharmacia)
Each gram 12-01-2015
contains:- (1378) Clind-V
Clindamycin Rs.20,000/- (highnoon)
phosphate eq to Grant of
Clindamycin .20 | As per SRO/ | aggitional section

mg (2 %)




(lincosamide 409 Semi solids

antibacterial) Cream/Ointment/

( USP Specs) Gel (General)
recommended.(1
4-10-2014

55. | -do- CLARISKIN Gel 1 | Form5 BNF: Zindaclin

% (Crawford)

Each gram 12-01-2015

contains:- (1379) Acsolve (Atco)
Clindamycin Rs.20,000 | Grantof
phpsphate ?q to additional section
Clindamycin As per SRO/ Semi solids
........... 10 mg (1 10 Cream/Ointment/
") J Gel (General)
(Im_cosam!de recommended.(1
antibacterial) 4-10-2014

( USP Specs)

56. | -do- ACNERID gel Form 5 BNF: Duac Once
Each gram Daily (GSK)
contains:- 12-01-2015
Clindamycin (1380) Bezclin (Derma
ph_osphate e_:q to Rs.20,000/- techno)
Clindamycin
........... 10mg (1 | As per SRO/ Grant of
%) additional section
Benzoyl 109,150,259 | semi solids
peroxide...... 50 Cream/Ointment/
mg (5 %) Gel (General)
(lincosamide recommended.(1
antibacterial + 4-10-2014)
oxidizing agent,
bacteriocidal
(Manufacturer’s
Spec.s)

57. -do- VITADERM Form 5 BNF: Dovonex
Ointment 0.005 % (LEO)

Each gram 12-01-2015

Ointment contains:- | (1381) Dervit
Calcipotriol USP | 1 59 9o/ (Nabigasim)

€q to' ] Grant of
Calcipotriol......... additional section




.............. 50 As per SRO/ Semi solids
mcg(0.005 %) Cream/Ointment/
(Vitamin D 309 Gel (General)
analogue) recommended.(1
(Manufacturer’s 4-10-2014)
Spec.s)
58. | -do- PAINFLAMED gel | Form5 BNF: Ketoprofen
0 ) .
E.fc h/ogram 19.01.2015 (Non-proprietary)
contains:- (1382) Fastum
Ketoprofen...25 Rs.20,000/- (Pharmatec)
mg (2.5 %_) . Grant of
(Nonsteroidal anti- | As per SRO/ | qqgitional section
inflammatory
agent) 259&309 Semi solids
( BP Specs) Cream/Qintment/
Gel (General)
recommended.(1
4-10-2014)
59. | -do- TERBAFIN Cream | Form5 BNF: Lamisil
1% (Novartis
Each gram of tube 12-01-2015 Consumer
contains (1383) Health,
Terbinafine Rs.20,000/-
HCI....10 mg (1%) Lamisil
(Topical Antifungal | As per SRO/ Topical(Novartis)
Agent)
(Manufacturer’s 5&109

Spec.s)

Grant of
additional section

Semi solids
Cream/Qintment/
Gel (General)
recommended.(1
4-10-2014)




60. | -do- ANTIBAC-SKIN Form 5 BNF: Bactroban
Cream 2 % (GSK)
Each gram 12-01-2015
contains:- (1384) Bactroban
Mupirocin calcium (GSK)
up Rs.20,000/-
eqto Grant of
Mupirocin As per SRO/ additional section
........... 20 mg (2 15 Semi solids
%) 9 Cream/Ointment/
(antibiotic) Gel (General)
(USP Specs) recommended.(1
4-10-2014)
Evaluator 111
Additional Sections (Veterinary Drugs)
S/N | Name and | Brand Name Type of Form Remarks on the | Remarks by Evaluator
address of | (Proprietary name + Dosage formulation (if

manufacturer /
Applicant

Form + Strength)
Composition
Pharmacological Group

Finished product Specification

Initial date, diary

Fee including
differential fee

Demanded Price /
Pack size

any) including
International

status in
stringent drug
regulatory
agencies /
authorities

Me-too status

GMP status as
depicted in
latest inspection
report (with
date) by the
Evaluator




61. | M/s Zakfas | P.N.K Spray Form 5 Me too status | a. Evidence of local
Pharmaceutical needs availability
(Pvt) Ltd.12km | Each 100ml contains:- 12/03/2014 Not confirmation. submitted is
Bosan Road, | Chloramphenicol.....5.0gm mentioned Rs. ambiguous and
Multan. Cetrimide...1.0gm 20000/- The inspection needs confirmation
(Spray Section) | Crystal violet...0.5mg of the firm was
Dimethyl Phthalate...1.0gm Decontrolled/ carried out on
Isopropyl alcohol...... g.s 100ml,150ml,250ml | 22-02-13 by the
Propellant: panel of
Dimethyl ether...67ml inspectors  and
recommended
(Antibiotic / Antibacterial) the garnt of
additional
Manufacturer sections namely:
Bolus & granule
section
Ointment
Section
Spray Section
62. | -do- OXYSONE Spray Form 5 Me too status | a.Evidence of local
submitted is | availability submitted
Each 100ml contains:- 12/03/2014 ambiguous is ambiguous and
Oxytetracycline HCI Not mentioned Rs. needs confirmation.
(USP).500mg 20000/- b.Confirmation of
Hydrocortisone... manufacturing facility
(BP)....160mg Decontrolled/ for steroidal
100ml,150ml,250ml preparation is required.
(Anti-bacterial and Anti-
inflammatory)
Manufacturer
63. | -do- LEVAFOS PLUS Bolus Form 5 Levozan Bolus
Bolus & granule of Star Labs
section) Each Bolus contains:- 12/03/2014 Not Karachi
Oxyclozanide........ 2250mg mentioned Rs.
Levamisole HCI.....1125mg 20000/-
Anthelmintic Decontrolled/
1x5,1x10,
Manufacturer 1x50,1x100
64. | -do- ORIPRIM Bolus Form 5 Trimodin Bolus

Each bolus contains:-
Trimethoprim.... 200mg
Sulphadiazine .... 1000mg
(Antibiotic)

Manufacturer

12/03/2014 Not
mentioned Rs.
20000/-

Decontrolled /
1x5,1x10
1x20,1x50

of Epla Labs

Karachi




65. | -do- UTROCIN Bolus Form 5 Me too status is | Evidence of local
not submitted by | availability is not
Each bolus contains:- 12/03/2014 Not the firm. submitted by the firm.
Oxytetracycline HCI...500mg mentioned Rs.
Neomycin Sulphate...350mg 20000/-
(Antibacterial) Decontrolled /
1x5,1x10
Manufacturer 1x50,1x100
66. | -do- NICLOZAK Bolus Form 5 Me too status is | Evidence of local
not submitted by | availability is not
Each bolus contains:- 12/03/2014 Not the firm submitted by the firm.
Niclozamide... 1250mg mentioned Rs.
20000/-
(Antibacterial)
Decontrolled /
Manufacturer 1x5,1x10
1x50,1x100
67. | -do- FLUMEQUINE Bolus Form 5 Flumiquine
Bolus of
Each 2.5gm bolus contains:- 12/03/2014 Not Medivat Pharma
Flumiquine...350mg mentioned Rs. Lahore
20000/-
(Anthelmintic)
Decontrolled/
Manufacturer 1x5,1x10
1x50,1x100
68. | -do- SULFAVET Bolus Form 5 Me too status not | Evidence of local
submitted availability is not
Each Bolus contains:- 12/03/2014 Not submitted by the firm
Sulfadimidine Sodium...2.5gm | mentioned Rs.
20000/-
(Sulfonamides)
Decontrolled/
Manufacturer 1x5,1x10,
1x50
69. | -do- ALBENTEX Bolus Form 5 Me too status | Evidence of local

Each Bolus contains:-
Albendazole...152mg

(Anthelmintic)

Manufacturer

12/03/2014 Not
mentioned Rs.
20000/-

Decontrolled/
1x5,1x10
1x50,1x100

needs
confirmation

availability ~ submitted
needs confirmation




70. | -do- ALBAZAK Forte Bolus Form 5 Albavet Bolus of
Leads Pharma
Each bolus contains:- 12/03/2014 Not Islamabad
Albandazole...600mg mentioned Rs.
20000/-
(Anthelmintic)
Decontrolled /
Manufacturer 1x5,1x10
1x50,1x100
71. | -do- ZEOLINC FORTE Ointment Form 5 Neolinc-P Confirmation of
(Ointment Inflammatory manufacturing  facility
Section) Each 10.0gm contains:- 12/03/2014 Not Ointment of | for steroidal preparation
Neomycin Sulphate....200mg mentioned Rs. Elko is required.
Lincomycin....200mg 20000/- Organization
Prednisolone...5mg Karachi
Decontrolled /
(Broad spectrum antibiotic and 10.0gm,20gm,
steroid) 30gm,50gm
Manufacturer
72. | -do- DR.MAST FORTE Ointment Form 5 Me too status | Evidence of local
needs availability ~ submitted
Each 7.5gm contains:- 12/03/2014 Not confirmation needs confirmation.
Gentamicin Sulphate...100mg mentioned Rs.
20000/-
(Broad spectrum antibiotic)
Decontrolled/
Manufacturer 7.5gm,15gm,
30gm,50gm
73. | M/s I-PLOCT Injection Form-5 Chlortetrasone Firm  submitted the
International Injection of | invoices of purchase of
Pharma Labs, | Each 100ml contains:- 09-08-2012 Rhone  Meriux | Liquid particle counter
Raiwind Road, | Oxytetracycline Rs.8000/- France. and TOC analyzer.
Bobhtain Hydrochloride................ 5gm | Dy. No.563
Chowk Defence | Lidocaine Hydrochloride...1gm | 02-07-2014 Inspection of the
Road, 1Km | Chloramphenicol............ 10gm | Rs.12000/- firm was carried
towards Kahna, | Thioglycerol.................. Iml out on panel of

Lahore

(Hormone
Liquid
Injectable
Veterinary)

Prednisolone
Acetate....... 500mg

Antibiotic/ Synthetic
Glucorticoid

Manufacturer

Decontrolled\Vial
of 50ml

inspectors on
dated 03-12-14
by the panel of
inspectors  and
recommended
the grant of
additional
sections namely:
Veterinary
Penicillin Liquid
Injectable,
Veterinary
penicillin dry




powder

injectable,
Hormone liquid
injectable
74. | -do- I-PRED Injection Form-5 Prednilin
Injectable
Each ml contains:- 09-08-2012 Solution of
Prednisolone acetate.....25mg Rs.8000/- Apharmo BV
Dy. No.587 Holland
Synthetic Glucocorticoid 02-07-2014
Rs.12000/-
Manufacturer
Decontrolled\Pack
size, 50ml
75. | -do- OXYTOVET Plus Injection Form-5 Oxytocin
Injection of
Each 100ml contains:- 25-02-2015 Sanofi ~ Animal
Oxytocin ....2000IU Dy. No.24 Canada.
Rs.20,000/-
Hormone (Synthetic)
Decontrolled\Vial
BP of 100ml
76. | -do- ID-PRED Injection Form-5 Solodex
Injection of M/s
Prednisolone as 09-08-2012 Breeze Pharma
acetate............. 7.50mg Rs.8000/- Islamabad.
Dexamethasone as Dy. No0.594
sodium......... 2.50mg 02-07-2014
Rs.12000/-
Synthetic Glucocorticoid
Decontrolled/ Vial
Manufacturer of 10ml
77. | -do- I-PROGES V Injection Form-5 Progest AE
Injection of
Each ml contains:- 09-08-2012 Alina  Combine
Progesterone............ 50mg Rs.8000/- Pharma Karachi
Vitamin A.............. 5000 TU Dy. N0.593
Vitamin E.............. 151U 02-07-2014
Rs.12000/-
Hormone

Manufacturer

Decontrolled/ Vial
of 10ml




78. | -do- I-PROST Injection Form-5 Cyclomate
Injection of Star
Each ml contains:- 09-08-2012 Labs Lahore.
Cloprostenol Sodium...263mcg | Rs.8000/-
Dy. No.591
Hormones (Prostaglandin 02-07-2014
analogue) Rs.12000/-
Manufacturer Decontrolled\glass
vial of 2ml
79. | -do- I-PROGES Injection Form-5 Progesterone
Injection of
Each ml contains:- 09-08-2012 Selmore
Progesterone......... 25mg Rs.8000/- Pharmaceuticals
Dy. No0.592
Hormone 02-07-2014
Rs.12000/-
BP
Decontrolled\Vial
of 10ml
80. | -do- I-PRE-C Injection Form-5 Lawrcort
Injection of
Each ml contains:- 09-08-2012 Lawrence
Prednisolone........ 10mg Rs.8000/- Pharma Lahore
Chlorpheniramine Dy. No.572
Meleate.....4mg 02-07-2014
Rs.12000/-
Synthetic Glucocoticoid/
Antihistamine Decontrolled\vial of
50ml
Manufacturer
81. | -do- OXITOCIN Injection Form-5 Oxytocin
Injection of Rex
Each ml contains:- 19-01-2015 Pharma Multan
Oxytocin (Synthetic)...... 51U Dy. No.02
Rs.20,000/-

Hormone

Manufacturer

Decontrolled\pack
size50ml




82. | -do- OXITOCIN Injection Form-5 Oxytocin
Injectable
Each ml contains:- 19-01-2015 solution of
Oxytocin (Synthetic)...... 101U | Dy. No.03 Avicena  Labs
Rs.20,000/- Lahore
Hormone
Decontrolled\pack
Manufacturer size, 50ml
83. | -do- I-CILLIN 25 Injection Form-5 VetyMoxy LA
(Veterinary Injection of
Penicillin Each ml contains:- 09-08-2012 Vetycare
Liquid Amoxicillin Rs.8000/- pharmaceuticals
Injectable) Trihydrate...... 250mg Dy. No.577 Islamabad.
(eq. to base 200mg) 02-07-2014
Rs.12000/-
(Penicillin Veterinary
Preparation) Decontrolled\pack
100ml
Manufacturer
84. JAWAMOX Injection Form-5 Ampicox
Injection of
Each ml contains:- 09-08-2012 Nawan
Cloxacillin Sodium (As Rs.8000/- Laboratories
Cloxacillin Dy. No.578 Karachi
Base).........covnnnn. 125mg 02-07-2014
Amoxicillin Trihydrate (As Rs.12000/-
Amoxicillin Base)...... 125mg
Decontrolled\pack
(Penicillin Veterinary 50ml
Preparation).
Manufacturer
85. | -do- I-MOCLOX Injection Form-5 Clomix Injection
of Alina
Each ml contains:- 09-08-2012 Combine
Cloxacillin (As Cloxacillin Rs.8000/- Pharmaceuticals,
Sodium)....... 50mg Dy. No.576
Amoxicillin (As Amoxicillin 02-07-2014
Trihydrate)...... 100mg Rs.12000/-
Penicillin Veterinary Preparation | Decontrolled\pack
50ml
Manufacturer
86. | -do- AC HUNT Injection Form-5 Amoxi HI
Injection of Dae
Each ml contains:- 09-08-2012 Sung Labs
Amoxicillin Trihydrate...120mg | Rs.8000/- Microbiological
Colistin Sulphate.........3,00,000 | Dy. N0.578 Labs Korea.




LU

(Penicillin/Antibiotic).

02-07-2014
Rs.12000/-

Decontrolled\pack

Manufacturer 50ml
87. | -do- [I-COLAMOX Injection Form-5 Amoxytn
Injection of
Each ml contains:- 09-08-2012 Symans
Amoxicillin Trihydrate..100mg | Rs.8000/- Pharmaceuticals
Colistin Sulphate....... 250,000 Dy. No.579 Lahore
.U 02-07-2014
Rs.12000/-
(Penicillin/Antibiotic)
Decontrolled\pack
Manufacturer 50ml
88. | -do- GENMOXTIC Injection Form-5 Genta AC
Injection of
Each ml contains:- 09-08-2012 Alina  Combine
Amoxicillin Trihydrate...50mg | Rs.8000/- Pharmaceuticals
Gentamicin Sulphate...... 25mg | Dy. No.580
02-07-2014
Penicillin Rs.12000/-
Manufacturer Decontrolled\pack
50ml
89. | -do- I-AMICOL 20% Injection Form-5 Ampicon
Each ml contains:- Injection of
Ampicillin Trihydrate...200mg | 09-08-2012 Vetcon Pharma
Rs.8000/- Azad Kashmir
(Penicillin) Dy. No.581
02-07-2014
Manufacturer Rs.12000/-
Decontrolled\pack
50ml
90. | -do- I-AMOXI1 15 Injection Form-5
Each ml contains:- 09-08-2012
Amoxicillin Trihydrate...150mg | Rs.8000/-
Dy. No.581
Penicillin 02-07-2014
Rs.12000/-
Manufacturer

Decontrolled\pack
50ml




91. | -do- WELAMOX L.A Injection Form-5 Amoxylin
Injection of
Each ml contains:- 19-01-2015 APHARMO BV
Amoxicillin Trihydrate Dy. No.04 Holland
equivalent to 150mg Rs.20,000/-
Amoxicillin base
Decontrolled\pack
(Penicillin) 100ml
Manufacturer
92. | -do- AMOXI-CLAV Injection Form-5 Clavet Injection
of Selmore
Each ml contains:- 19-01-2015 Pharmaceuticals
Amoxicillin Dy. No.09
Trihydrate...... 140mg Rs.20,000/-
Clavulanic
Acid.................. 35mg Decontrolled\pack
50ml 500ml
(Penicillin/Antibiotic)
Manufacturer
93. | -do- PRO-PENICILLIN 2.5 Injection | Form-5 Streptophen
(Veterinary Injection of
Penicillin Each vial contains:- 09-08-2012 Shifa Labs
powder Procaine Rs.8000/- Lahore
injectable) Penicillin.....1500000IU Dy. No.567
Benzyl 02-07-2014
Penicillin........ 5000001U Rs.12000/-
Streptomycin
Sulphate...... 2.5gm Decontrolled\Vial
of
Penicillin’s 2.5gm sterile
powder
Manufacturer
94. | -do- I-PENRIT-5 Injection Form-5 Sero Biotec
Injection of
Each vial contains:- 09-08-2012 Biolabs
Procaine Penicillin ..1500000 IU | Rs.8000/- Islamabad
Benzyl Penicillin...... 500000 IU | Dy. No.568
Streptomycin Sulphate...... Sgm | 02-07-2014
Rs.12000/-

Penicillin

Manufacturer

Decontrolled\pack
size
5gm sterile powder




95. | -do- [-40 LAC Injection Form-5 Elkopropen
Injection of Elko
Each vial contains:- 09-08-2012 Labs Karachi
Procaine Rs.8000/-
Penicillin...30,00,000IU Dy. No0.569
Benzyl 02-07-2014
Penicillin.....10,00,000IU Rs.12000/-
Penicillin Decontrolled\pack
size
Manufacturer 30ml vial
96. | -do- DR.AMPI Powder Injection Form-5D Polyflex
Injection
Each vial contains:- 25-02-2015 Approved by
Ampicillin Sodium....... 10gm Dy. No.23 FDA
Rs.50,000/-
(Powder Penicillin)
Decontrolled\pack
Manufacturer size/ 10gm sterile
powder
97. | -do- TEN PEN 5GM Injection Form-5 JFCOMBIOTIC
Injection of Jfrin
Each vial contains:- 19-01-2015 Pharmaceuticals
Benzyl Penicillin............ 0.5 Dy. No.06
M.L.U Rs.20,000/-
Procaine Penicillin.......... 1.5
M.L.U Decontrolled\pack
streoptomycin size
Sulphate............ 5gm Each vial contains:-
5gm sterile powder
Penicillin
Manufacturer
(Same With I-Penrit)
98. | -do- PSD FORTE Injection Form-5 Penvit Forte
Injection of Star
Each vial contains:- 19-01-2015 Labs Lahore
Penicillin G Procaine..30,00,000 | Dy. No.08
.U Rs.20,000/-

Penicillin G Sodium...10,00,000
.U

Dihydrostreoptomycin
Sulphate............... Sgm

Penicillin

Manufacturer

Decontrolled\pack
size

50ml vial with
Diluent




b. Remaining Registration Applications of New / Additional sections.

Registration Board has been granting 10 products per section to newly approved sections. Following are

the remaining products of the applicants as per above policy.

Evaluator — 11
S/IN | Name and | Brand Name Type of Form | International Remarks / Observations
address of status in
manufacturer / (Proprietary name | Initial ~ date, | stringent
Applicant + Dosage Form + | diary regulatory
Strength) agencies
Fee including
Composition differential fee | Me-too status
Pharmacological Demanded GMP status as
Group Price / Pack | depicted In
size inspection
Finished product report (dated)
Specification
99. M/s. Caliph | Calmol CF Tablets Form 5 Not confirmed | 1. International availability of
Pharmaceuticals, | Each tablet formulation in reference Stringent
(PVt) Ltd, Plot | contains:- 14/06/2012 Panadol-CF Regulatory AgenCies not confirmed.
No. 17 S.I.Z. | Paracetamol........ 5 Dy. No. 538 (GSK)
Risalpur, 00mg Rs. 8000/- +
Nowshera. Paseudoephedrine 04/11/2013 Rs. | Ng major
Khyber HCI ..60mg 12000/- observations
Pakhtoonkhwa | Chlorpheniramine some minor
(Tablet General ) | Maleate..4mg observations (05-
(For pain, fever, As per SRO/ 09-2014) GMP
cod and headache) 10x10’s certificate dated
(Manufacturer’s 12-03-13 has
Spec.s) been issued by
area FID.
100. -do- Calzine Syrup Form 5 BNF 61
(Liquid Syrup | Each 5ml contains:- (Cetirizine
General) Cetirizine 14/06/2012 | (Non-
2HCI.....5mg Dy. No. 563 proprietary)
(Antiallergic) Rs. 8000/- +
(USP Spec.s) 04/11/2013 Rs. RIGIX (AGP
12000/ (PRIVATE)
LIMITED)
As per SRO/ .
60ml bottle | NO ~ major
observations
some minor

observations (05-




09-2014) GMP
certificate dated
12-03-13 has
been issued by
area FID.

101. -do- Califer Syrup Form 5 Iron preparation
Each 5ml contains:- (Approved by
Iron (I11) hydroxide 14/06/2012 DRB in M-245
Polymaltose Dy. No. 523
complex eq. to Rs. 8000/- + | FEROSOFT
elemental 04/11/2013 Rs. | (HILTON
iron....... 50mg 12000/- PHARMA (PVT)

(Haematonic) LIMITED)

(Manufacturer’s

Spec.s) Rs.90.00/ No major

60ml observations
Rs. 160/120ml | some minor

observations (05-
09-2014) GMP
certificate dated
12-03-13 has
been issued by
area FID.

102. -do- Caldrex Syrup Form 5 Not confirmed 1. International availability of
Each Sml contains:- formulation in reference Stringent
Aminophylline 14/06/2012 | COSOME E Regulatory Agencies not confirmed.
....... 32mg Dy. No. 529 Syrup (MERCK
Diphenhydramine Rs. 8000/-+ | PRIVATE
HCI8mg 04/11/2013 Rs. LTD)

Ammonium 12000/-

Chloride...30mg No major
Menthol.............. observations
0.98ml Asper SRO | ome minor
(Cough observations (05-
expectorant)

(Manufacturer’s
Spec.s)

09-2014) GMP
certificate dated
12-03-13 has
been issued by
area FID.




103. -do- Ome-40 Capsules Form 5 LOSEC
(Capsule Each capsule (AstraZeneca UK
General) contains:- 21/11/2014 Ltd)
Omeprazole (as Dy. No. 1787
enteric coated Rs. 20000/-
pellets)...40mg
(Proton Pump As per SRO Omezole 40 mg
inhibitor) capsule
(Manufacturer’s
Spec.s) (Bosch)
{Source of pellets: No major
Islamabad} Some minor
observations (05-
09-2014) GMP
certificate dated
12-03-13 has
been issued by
area FID.
104. -do- A-Zatro Dry Form 5 FDA: Zithromax
(Dry powder | Suspension (Pfizer)
suspension (200mg/5ml) 21/11/2014
General) Each 5ml contains:- | Dy. No. 1782
Azithromycin Rs. 20000/- gﬁgfm(getz
dihydrate =
Azithromycin...20 As per SRO No conclusion
Omg . however no ,
(Macrolide) major
observations
some minor
observations (05-
09-2014) GMP
certificate dated
12-03-13 has
been issued by
area FID.
105. M/s. Metro Mezalic Cream Form 5 FDA: Azelex
Pharmaceuticals | Each gram 17-05-2013 (Allergan)
Plot # 14, Street | contains:- Rs.20,000/-
No SS-2, Azelaic (Dy. No. 3086) | Azecil (\Valor)
National Acid...200mg
Industrial Zone, | (20% w/w) The company is
Rawat, (Antibacterial/ As per policy found complying
Rawalpindi Keratolytic) of cGMP as of

(Manufacturer’s
Spec.s)

MOH/5g,10g,1
59

today. (23.01.15)




106. -do- Metacin-V Vaginal | Form 5 FDA: Clindagel
Cream 17-05-2013
Each gram Rs.20,000/- CLINAGEL
contains:- (Dy. No. 3084) | Gel(GlaxoSmith
Clindamycin Kline  Pakistan
Phosphate Limited)
(USP)...20mg (2% | As per policy
w/w) of The company is
(Antibacterial/ MOH/40g,20g | found complying
gynecological) cGMP as of
(USP Spec.s) today. (23.01.15)
107. -do- Flam Heal Cream Form 5 BNF: Flamazine
Each gram 17-05-2013 (S&N Hlth.)
Contains:- Rs.20,000/-
. Dy. No. 3087
Silver oY " | bERMAZIN
Sulphadiazine Cream (Novartis)
(USP)... 10mg (1% | As per policy
wiw) of MOH/25g | The company is
(Antibacterial) tube, 50g tube, | found complying
USP Spec.s ¢cGMP as of
(USP Spec.9) 250 gm Jar today. (23.01.15)
108. -do- Acnezyl Cream Form 5 BNF: Brevoxyl
Each gram 17-05-2013 (GSK)
Contains:- Rs.20,000/-
Dy. No. 3085
Benzoyl (b : BREVOXYL
Peroxide(B.P)... Cream (GSK)
40mg (4% wiw) As per policy
(Antibacterial- of MOH/20g | The company is

Keratolytic )
(BP Spec.s)

tube, 15¢g tube

found complying
cGMP as of
today. (23.01.15)




109. -do- Mebgel Sachet Form 5 BNF: Fybogel
(Sachet Section) |Each Sachet 17-05-2013 Mebeverine
contains: Rs.20,000/- (Reckit
Mebeverine HCI (Dy. No. 3101) Benkisser)
(BP)...135mg
Ispaghula Husk As per policy | Husk-M (Genix
(BP)...3.5¢ of  MOH/10 | Pharma)
(Antispasmodic) Sachets
(Manufacturer’s Not provided
Spec.s)
110. M/s WelWrd | Clarithrowrd 500mg | Form 5 BNF: Klaricid Evidence of approval of section /
Pharmaceuticals |Injection 13-08-2011 (Abbott manufacturing facility of applied
Plot # 03, Each Vial contains:- | RS:8,000/- Healthcare) drug from licensing section is
Block-A, Phase- | Clarithromycin (Dy. No. . required. Firm has submitted letter
. . 11)+Rs. Klaricid 1.V . . .
I-11, Industrial | (lyophilized)...500 | 15400/- (25-09- | (Abbot) from licensing section for approval
Estate Hattar | mg 14) of layout plan expansion dated
(Anti-Infective Good level of 20.01.2011 having Dry powder

Drug)
(Manufacturer’s
Spec.s)

As Fixed by
Govt

compliance with
GMP guidelines
(25.07.13),
routine GMP
inspection by
area FID

injection (General) Section.
Inspection report dated 25.07.13
mentions  Dry powder injection
(General) Section.

Complete Description of dosage
form of drug is required. Firm had
applied the  formulation as
Iyophilized powder, in reply to
evaluation letter Firm has changed
the formulation to powder in Form

5 while claimed again the
formulation as lyophilized sterile
powder in reply to query.
Reference  originator’s  product

Klaricid is Lyophilized powder for
reconstitution to give a solution for
IV administration.

Master formulation with scientific
names as present in the relevant
pharmacopoeia and quantities of all
the ingredients including excipients,
Batch size, Quantities to be used
per Batch, Source of active and
inactive starting materials, Role of




inactive starting materials and the
Justification of their quantities used
is required. Firm has given details
of lyophilzed powder while
formulation of powder has been
given. Firm has  mentioned
Clarithromycin  lactobionate  as
single ingredient in formulation.
Stepwise details of manufacturing
process including
Precautions/Control  required to
produce specified quantities of the
drug applied for registration and
demonstration  of cleaning
validation procedures, Identification
& description of Critical steps
which may alter the results and tests
for IPQC including  weight
variation, hardness, friability, water
content, etc are required. Firm has
mentioned no lyophilization step in
the process.

List of particular equipments (used
for production of applied product)
showing its model and capacities
along with their status of cGMP
compliance is required. Firm has no
Iyophilizer.

Complete and updated Specfications
of active starting material(s) i.e.,
API (Active Pharmaceutical
Ingredient) with pharmacopoeial
reference are required.

Complete and updated Specfications
of inactive materials/excipients with
clear pharmacopoeial reference are
required.

Reference of and complete
Specifications of finished product
are required.

Details of Reference standard
(Primary or Secondary) being used
are required.

10. List of specific equipments /




11.

12.

13.

instruments required for tests of
applied drug (e.g., Atomic
Absorption  Spectrophotometer s
required for analysis of minerals) is
required. IR spectrophotometer is
required for identification of API
and formulation.

Copy of GMP inspection report
dated 25.07.13 is attached.

Types of container provided is
amber glass vial type IlI.

Complete Specifications (Physical
& Chemical Characteristics) of the
container closure system (Primary
Packaging, Secodary Packaging &
Associated components  e.g.,
caliberated spoon etc.) fulfilling the
compendial requirement are
required.

111.

-do-

Azithrowel 500mg
Injection

Each Injection
contains:-
Azithromycin
(lyophilized)...500
mg

(Anti-Infective
Drug)

(USP Spec.s)

Form 5
13-08-2011
Rs.8,000/-

(Dy. No.
09)+Rs.
12000/- (25-09-
14)

As Fixed by
Govt

Zedbac (Aspire
Pharma) UK

Azimycin
(Mediceena)

Not provided

Evidence of approval of section /
manufacturing facility of applied
drug from licensing section is
required. Firm has submitted letter
from licensing section for approval
of layout plan expansion dated
20.01.2011 bhaving Dry powder
injection (General) Section.
Inspection report dated 25.07.13
mentions  Dry powder injection
(General) Section.

Complete Description of dosage
form of drug is required. Firm had
applied the  formulation as
Iyophilized powder, in reply to
evaluation letter Firm has changed
the formulation to powder in Form
5 while claimed again the
formulation as lyophilized sterile
powder in reply to query.

Master formulation with scientific
names as present in the relevant
pharmacopoeia and quantities of all
the ingredients including excipients,
Batch size, Quantities to be used




per Batch, Source of active and
inactive starting materials, Role of
inactive starting materials and the
Justification of their quantities used
is required. Firm has mentioned
Azithromycin dihydrate 45 %
powder as a single ingredient in
formulation.

4. Stepwise details of manufacturing
process including
Precautions/Control  required to
produce specified quantities of the
drug applied for registration and
demonstration  of cleaning
validation procedures, Identification
& description of Critical steps
which may alter the results and tests
for IPQC including  weight
variation, hardness, friability, water
content, etc are required. Firm has
mentioned no lyophilization step in
the process.

5. List of particular equipments (used
for production of applied product)
showing its model and capacities
along with their status of cGMP
compliance is required. Firm has
no lyophilizer.

6. Complete and updated Specfications
of active starting material(s) i.e.,
API (Active Pharmaceutical
Ingredient) with pharmacopoeial
reference are required.

7. Complete and updated Specfications
of inactive materials/excipients with
pharmacopoeial ~ reference  are
required.

8. Reference of and complete
Specifications of finished product
are required.

9. Details of Reference standard
(Primary or Secondary) being used
are required.

10. Copy of GMP inspection report




dated 25.07.13 is attached.

11. Types of container provided is
amber glass vial type I11.

12. Complete Specifications (Physical
& Chemical Characteristics) of the
container closure system (Primary
Packaging, Secodary Packaging &
Associated ~ components  e.g.,
caliberated spoon etc.) fulfilling the
compendial requirement are
required.

112. M/s Friends | Tationil-600 Form 5-D Not confirmed 1. Firm had applied on Form 5.
Pharma (Pvt) |Injection 11-08-2014 After initial evaluation firm
Limited, 31- |Each Vial contains:- RS-ZONOOO/' Form 5-D submitted Form 5-D and fee Rs.
KM, Ferozpure Lyophil_ized 512313#?5'. 30,000/- but the fee challan is
Road, Lahore. |Glutathione 30,000/ I_Danel ggt not endorsed by STO DRAP.

(B.P?..._600mg (29.01.15) |mpre53|oqthat 2. An undertaking/commitment
(Antioxidant) the Operations at ) .
(Manufacturer’s the factory regard_ln_g L_abel clf’;ums a_md
Spec.s) As per SRO premises were prescribing information being
compliant to same as approved by reference
GMP and drug agencies e.g., FDA, TGA,
guidelines. (21- MHLW, EMA and Health
05-2014) Canada is required.
Howeverithas | 3. International  availability  of
been stated about formulation in reference Stringent
Lyophilized Regulatory Agencies not confirmed.
section that the Firm has given reference of
dedicated section Philiphines.
was found ready | 4. Evidence and verification of
for inspection. Total Organic Testing Facility,
Liquid particle counter and
lyophilizer by area FID that the
said instruments are in functional
condition are required.

5. Inspection report dated 21.05.14
mentions that the Lyophilized
dedicated section was found ready
for inspection. The firm has
submitted cGMP certificate dated
20.08.14 based upon evaluation of
same inspection report.

6. Stability Studies conducted




7. Undertaking that
resemblance of brand name and
packaging of applied product,
the firm will change these; is
required.

according to ICH/WHO
guidelines for Zone IV-a are
required.

in case of

c. ROUTINE CASES - Evaluator Il

S/N | Name and | Brand Name Type of Form Remarks on the | Remarks by Evaluator
address of | (Proprietary name + Dosage formulation  (if
manufacturer /| Form + Strength) Initial date, diary | any) including
Applicant International
Composition Fee including | status in
differential fee stringent  drug
Pharmacological Group regulatory
Demanded Price | agencies /
Finished product | / Pack size authorities
Specification
Me-too status
GMP status as
depicted in
latest inspection
report (with
date) by the
Evaluator
113.| M/s Noa Hemis | Lacomid Tablets 200mg Form-5 Vimpat of UCB Specifications of API
Pharmaceuticals Pharma UK submitted are
Karachi Each film coated tablet | Dy.No: incomplete as details of
contains: 8000/- dated 20- | Lacosa Tablets of identification and assay
Lacosamide.....200mg 12-10 Helix Pharma method are not
12,000/- dated 30- | Karachi provided
Antiepileptic 09-13 (Approved in Finished product
239" meeting of specifications are
Manufacturer As per policy/ | RB) incomplete as details of

1x14°s & 1x28’s

Inspection of the
firm was
conducted by the
panel of

identification and assay
method are not

provided.
Approval of technical
staff from licensing




inspectors to
verify overall
GMP compliance
and rectification
of  shortcoming
on 09-06-2014
and overall GMP
compliance is
rated as “GOOD”

division needs to be
submitted.

Dark blue color tablet
is mentioned under
finished product
specification, however
in master formulation/
product composition,
no such ingredient is
added which gives blue
color to the final tablet

114.| -do- Lacomid Tablets 100mg Form-5 Vimpat of UCB Specifications of API
Pharma UK submitted are
Each  film coated tablet | Dy.No: incomplete as details of
contains: 8000/- dated 20- | Lacolep tablet of identification and assay
Lacosamide.....100mg 12-10 Hilton method are not provided
12,000/- dated 30- | Pharmaceutical Finished product
Antiepileptic 09-13 Karachi specifications are
incomplete as details of
Manufacturer As per policy/ identification and assay
1x14’s & 1x28’s method are not
provided.
Approval of technical
staff from licensing
division needs to be
submitted.
Dark yellow color tablet
is mentioned under
finished product
specification, however
in master formulation/
product composition, no
such ingredient is added
which gives yellowish
color to the final tablet
115.| -do- LACOMID Tablets 50mg Form-5 Vimpat of UCB Specifications of API
Pharma UK submitted are
Each  film coated tablet | Dy.No: incomplete as details of
contains: 8000/- dated 20- | Lacolep 50 tablet . A
Lacosamide.....50mg 12-10 of Hilton identification and assay

Antiepileptic

Manufacturer

12,000/- dated 30-
09-13

As per policy/
1x14’s & 1x28’s

Pharmaceutical
Karachi

method are not

provided
Finished product
specifications are

incomplete as details of
identification and assay
method are not
provided.




Approval of technical
staff from licensing
division needs to be
submitted

Pinkish color tablet is
mentioned under
finished product
specification, however
in master formulation/
product composition,
no such ingredient is
added which gives pink
color to the final tablet

116.

-do-

LACOMID Suspension

Each 5ml contains:
Lacosamide .....75mg

Antiepileptic

Manufacturer

Form-5

Dy.No: 213
8000/- dated 28-
12-10

12,000/- dated 30-
09-13

As per policy/
pack of 100ml &
200ml

Vimpat Syrup of
ucB Pharma
Limited UK

Me too status
needs
confirmation

Firm  has initially
applied formulation as
75mg/ 5ml dry powder
suspension and when
asked regarding
international and local
availability, the firm
changed the dosage
form and strength
(20mg/ml syrup)

Evidence of local
availability is  not
submitted by the firm.
Specifications of API
submitted are
incomplete as details of
identification and assay
method are not

provided
Finished product
specifications are

incomplete as details of
identification and assay
method are not
provided.

Approval of technical
staff from licensing
division needs to be
submitted




117.

-do-

EVOX Tablet 50mg

Each film
contains:
Levosulpiride...... 50mg

coated tablet

Antipsychotic & antiemetic

Manufacturer

Form-5

Dy.No: 213
8000/- dated 20-
12-10

12,000/- dated 30-
09-13

As per policy/
1x10’s & 2x10’s

Not avialble in
SRA’s

Motrol of
Wilshire Labs
Lahore

a.

Evidence of approval of
same generic, dosage
form and strength in
USFDA, TGA,
MHLW, EMA and
Health Canada needs to
be submitted.
Specifications of API
submitted are
incomplete as details of
identification and assay
method are not
provided

Finished product
specifications are
incomplete as details of
identification and assay
method are not
provided.

Approval of technical
staff from licensing
division needs to be
submitted

Pinkish colored film
coated tablet is
mentioned under
finished product
specification, however
in master formulation/
product  composition,
no such ingredient is
added which gives pink
color to the final tablet

118.

-do-

EVOX Tablet 100mg

Each tablet contains:
Levosulpride...... 100mg

Antipsychotic & antiemetic

Manufacturer

Form-5

Dy.No: 212
8000/- dated 20-
12-10

12,000/- dated 30-
09-13

As per policy/
1x10’s & 2x10’s

Not avialble in
SRA’s

Motrol of
Wilshire Labs
Lahore

Evidence of approval
of same generic,
dosage @ form  and
strength in  USFDA,
TGA, MHLW, EMA
and Health Canada
needs to be submitted.
Specifications of API

submitted are
incomplete as details of
identification and assay
method are not
provided

Finished product
specifications are




incomplete as details of
identification and assay
method are not

provided.

Approval of technical
staff from licensing
division needs to be
submitted

Pinkish colored film
coated tablet is
mentioned under
finished product

specification, however
in master formulation/
product  composition,
no such ingredient is
added which gives pink
color to the final tablet

119.| -do- DIORTA Capsules 100mg Form-5 Not available in Evidence of approval
SRA’s of  same generic,
Each capsule contains: Dy.No: 2269-R-II dosage  form  and
Racecadotril....100mg dated 28-12-10 Diraset capsules strength in  USFDA,
of Barrett & TGA, MHLW, EMA
Antidiarrhoeal 8000/- dated 20- | Hodgson Karachi and Health Canada
12-10 (needs needs to be submitted.
Manufacturer 12,000/- dated 10- | confirmation) Specifications of API
04-14 are incomplete as assay
method is not
As per policy/ submitted by the firm
2x10’s Finished product
specifications are
incomplete.
Identification tests and
assay methods are not
provided.
Approval of technical
staff from licensing
division needs to be
submitted.
120. | -do- CLOFEN Tablets 100mg Form-5 PRESERVEX® Specifications of API
film-coated are incomplete as assay
Each  film coated tablet | Dy.No: 2258-R-II | tablets 100 mg of method is not
contains: dated 28-12-10 Almirall Limited submitted by the firm

Aceclofenac...100mg
NSAID

Manufacturer

8000/- dated 20-
12-10
12,000/- dated 10-
04-14

UK

Acefen of Semos
Pharma Karachi

Finished product
specifications are
incomplete.
Identification tests and
assay methods are not
provided.




As per Approval of technical
policy/pack of 1x staff from licensing
10’s & 2x10’s division needs to be
submitted.
121.| -do- CLOFEN Tablets 200mg Form-5 International Evidence of approval
availability needs of same  generic,
Each film coated tablet | Dy.No: 2257-R-1l | to be submitted dosage @ form  and
contains: dated 28-12-10 strength in  USFDA,
Aceclofenac...200mg Me too status TGA, MHLW, EMA
8000/- dated 20- | needs and Health Canada
NSAID 12-10 confirmation needs to be submitted.
12,000/- dated 10- Specifications of API
Manufacturer 04-14 are incomplete as assay
method is not
As per submitted by the firm
policy/pack of 1x Finished product
10°s & 2x10’s specifications are
incomplete.
Identification tests and
assay methods are not
provided.
Approval of technical
staff from licensing
division needs to be
submitted.
122.| -do- ARTEKA Tablet Form-5 WHO Specifications of API
recommended are incomplete as assay
Each tablet contains: Dy.No: 2265-R-1l | formulation method is not
Sulphadoxine....500mg dated 28-12-10 submitted by the firm
Pyremethamine...25mg Mether SP of Finished product
8000/- dated 20- | Helix Pharma specifications are
And 12-10 incomplete.
12,000/- dated 10- Identification tests and
Each tablet contains: 04-14 assay methods are not
Artesunate....50mg provided.
As per Approval of technical
Antimalarial policy/pack of 3 & staff from licensing
6 tablets division needs to be
Manufacturer submitted.
123.| -do- NOALYTE Powder Form-5 Formulation s Evidence of approval
not WHO of section from Drug
Each sachet contains: Dy.No: 2265-R-1l | recommended. Licensing Division

Dextrose...... 20gm
Potassium chloride.....1.5gm
Sodium Chloride...3.5gm
Sodium citrate....2gm

ORS

Manufacturer

dated 28-12-10

8000/- dated 20-
12-10
12,000/- dated 10-
04-14

As per

Me too needs
confirmation

needs to be submitted.
Evidence of approval
of same generic,
dosage @ form  and
strength in  USFDA,
TGA, MHLW, EMA
and Health Canada
needs to be submitted.




policy/pack of c. Evidence of local
10°s & 20’s availability submitted
is ambiguous.

d. Specifications of API
are incomplete as assay
method is not
submitted by the firm

e. Finished product
specifications are
incomplete.
Identification tests and
assay methods are not
provided.

f.  Approval of technical
staff from licensing
division needs to be
submitted.

124.| M/s Nabigasim | MYCODERM Tablets 125mg | Form-5 International a. Evidence of approval of
Industries (Pvt) status in SRA’s same generic, dosage
Limited, Each tablet contains: Dy.No:2144 needs form and strength in
Karachi Terbinafine as | dated06-12-10 verification USFDA, TGA,
hydrochloride...... 125mg 8000/- dated 04- MHLW, EMA and
12-10 Lamisil of Health Canada needs to
Fungicidal 12,000/- dated 22- | Novartis be submitted.
07-13
Manufacturer Inspection of the
As per PRC/- | firm was carried
Pack of 10’s out on o7"
November 2014
by the panel of
inspectors  and
recommended
the renewal of
DML.
125.| -do- MYCODERM Tablets 250mg | Form-5 Lamisil of
Novartis UK
Each tablet contains: Dy.No0:2138-R-II
Terbinafine as | dated06-12-10 Lamisil of
hydrochloride...... 250mg 8000/- dated 04- | Novartis
12-10
Fungicidal 12,000/- dated 22-
07-13
Manufacturer
As per PRC/-
Pack of 10’s
126. | -do- BENPROST LA Tablet 60mcg | Form-5 Careload LA |a. Evidence of local
Tablets 60ug of availability is  not
Each prolonged release tablet | Dy.N0:2139-R-11 | Toray Indsutries submitted by the firm.

contains:
Beraprost sodium equivalent to

dated06-12-10
8000/- dated 04-

Japan




beraprost.....60mcg

Pulmonary arterial HTN/ PGI2
derivative

12-10
12,000/- dated 22-
07-13

Me too status is
not submitted.

As per PRC/-
Manufacturer Pack of 10’s &
30’s
127.| -do- GLYTEC Tablet 50mg Form-5 Galvus Tablet of
Novartis UK
Each tablet contains: Dy.No:
Vildagliptin...... 50mg 8000/- dated 02- | Galvus of
12-10 Novartis Karachi
DPP-4 Inhibitor 12,000/- dated 09-
09-13
Manufacturer
As per PRC/-
Pack of 10’s &
30’s
128.| M/s Akson | LOMITHER Tablet Form-5 WHO The firm has submitted the
Pharmaceuticals, recommended initial fee for capsule
Mirpur  Azad | Each tablet contains: Dy.No: 150 Formulation dosage form  however
Kashmir Artemether.....20mg 8000/- dated 26- while  submitting  the
Lumefantrine.....120mg 11-10 Alar tablets of | differential fee the firm
12,000/- dated 23- | Searle requested to  change
Antimalarial 01-14 capsule to tablet dosage
The inspection of | form.
Manufacturer As per SRO/ Pack | the firm  was
of 2x8 capsules carried out on
22-07-14 by the
area FID and
found GMP
compliant.
129.| -do- LOMITHER Tablet Form-5 WHO The firm has submitted the
recommended initial fee of 8000/- rupees
Each tablet contains: Dy.No: 154 Formulation for capsule dosage form
Artemether.....40mg 8000/- dated 26- however while submitting
Lumefantrine.....240mg 11-10 Artem Plus of | the differential fee the firm
12,000/- dated 23- | Hilton  Pharma | requested to  change
Antimalarial 01-14 Karachi capsule to tablet dosage
form.
Manufacturer As per SRO/ Pack
of 2x8 capsules
130.| M/s Unexo Labs | PARA-CF Tablet Form-5 Availability  in | Evidence of availability in

(Pvt)
Lahore.

Limited,

Each tablet contains:
Paracetamol....500mg
Pseudoephedrine HCL....60mg
Chlorpheniramine

meleate. ..... 4mg

Dy.No:

8000/- dated: 05-
11-10
12000/- dated: 26-
07-13

SRA’s is
submitted by the
firm

Panadol CF
Tablet of GSK
Karachi

SRA’s is not provided by
the firm.




Anti-pyretic/
antihistamine

analgesic/

As per SRO/ Pack
of 100’s

Inspection of the
firm was carried

Manufacturer out on 16" May
2014 by the
panel of
inspectors  and
recommended
the renewal of
DML.
131.| M/s Benson | ALLERKAST Tablets 10mg Form-5 Montelukast 10
Pharmaceuticals, mg film-coated
I-10/3 Islamabad | Each  film  coated tablet | Dy.N0:1267 dated | tablets of Accord
contains: 13-12-10 Health Care UK
Montelukast as | 8000/- dated 13-
sodium.....10mg 12-10 Aerokast of
12000/- dated 03- | Barrett &
Leukotriene receptor antagonist | 04-14 Hodgson Karachi
Manufacturer As per SRO/ pack | Inspection of the
of 14’s firm was carried
out by the panel
of inspectors on
15-04-14 and
GMP compliance
was satisfactory.
132.| -do- BENIFIX DS Suspension Form-5 Suprax of Lupin
(USFDA)
Each 5ml contains: Dy.No0:1268 dated
Cefixime as | 13-12-10 Cefiscot of
Trihydrate....200mg 8000/- dated 13- | Scottman
12-10 Pharmaceuticals
Cephalosporin 12000/- dated 03- | Islamabad
04-14
USP
As per SRO/ pack
of 1’s of 30ml
bottle
133.| M/s Alina | Somacoline Injection Form-5 Not available in Firm  submitted the
Combine SRA’s section approval letter
Pharmaceuticals, | Each ml contains: Dy. No: Not of Liquid Injection
Karachi Citicoline sodium equivalent to | provided Neusolin of General Antibiotic.
Citicoline....... 250mg Global  Pharma Citicoline  containing
20,000/- Islamabad formulations are under
Psychotherapeutic review.
Pack of 1x5’s | Inspection of the Firm has submitted the
Manufacturer (Rs.600/-) firm was carried master formulation of
Imlx10’s out on 14-07-14 125mg/ml injection
(Rs.1090/-) by the area FID however the applied

4mlx5’s(Rs.2000/)
4mlx10’s

and he concluded
“Ml/s Alina

strength is 250mg/ml.
Specifications of API




(Rs.3900/-) Combine is submitted are
2mlx5’s(Rs.1090/) | improving in incomplete as assay
2mlx10’s Production  and method and
(Rs.1980/-) quality areas identification tests
details are not
submitted.
BP monograph of highly
purified water is
submitted instead of
water for injection.
Finished product
specifications are
incomplete.
Evidence of approval of
technical staff issued
from licensing is
required.
packaging material
specifications are
incomplete.
Evidence of approval of
TOC analyzer and liquid
particle counter needs to
be submitted.
134.| -do- Glucomin Tablet Form-5 Not Provided Evidence of approval of
same dosage form and
Each  film coated tablet | Dy. No: Not | Glucovance of strength in  stringent
contains: provided/ 19-10- | Merck SRA’s in FDA, EMA,
Metformin HCL...500mg 10 USFDA, PMDA Japan
Glibenclamide.....2.5mg and Health Canada is
20,000/- required.
Antidiabetic USP  monograph of
Rs. 60/- pack of metformin and gyburide
Manufacturer 3x10’s tablets is  submitted
Rs. 100/- pack of under finished product
5x10’s specifications.
Rs. 195/- pack of
10x10’s
135.| -do- Semi Glucomin Tablet Form-5 Not Provided Evidence of approval of
same dosage form and
Each  film coated tablet | Dy. No: No1832/ | Glucovance of strength in  stringent
contains: 13-10-10 Merck SRA’s in FDA, EMA,

Metformin HCL...250mg
Glibenclamide.....1.25mg

Antidiabetic

Manufacturer

20,000/-

Rs. 42/- pack of
3x10’s
Rs. 65/- pack of
5x10’s
Rs. 130/- pack of
10x10’s

USFDA, PMDA Japan
and Health Canada is
required

USP  monograph of
metformin and gyburide
tablets is submitted
under finished product
specifications.




136. | -do- Zinc-Vit Syrup Form-5 WHO
recommended
Each 5ml contains: Dy. No: Not | formulation.
Zinc sulphate monohydrate | provided/ 19-10-
equivalent to elemental | 10 Zincat of Atco
zinc...... 20mg Labs
20,000/-
Astringent
Rs. 60/- pack of
Manufacturer 60ml
Rs. 100/- pack of
100ml
Rs. 120/- pack of
120ml
137.| -do- Ossillin-F Syrup Form-5 Malcifer-F Syrup
Each 5ml contains: Dy. No: 1830/ 20-
Iron Polymaltose Complex | 10-10
equivalent to elemental
iron....... 50mg 8,000/-
Folic acid...... 0.35mg
Rs. 80/- pack of
Antianemic drug 60ml
Rs. 110/- pack of
Manufacturer 90ml
Rs. 160/- pack of
120ml
138.| -do- Ossillin Syrup Form-5 Ferry Syrup of
Tabros Pharma
Each 5ml contains: Dy. No: 1833/ 20-
Iron Polymaltose Complex | 10-10
equivalent to elemental
iron....... 50mg 8,000/-
Antianemic drug Rs. 118/- pack of
60ml
Manufacturer Rs. 150/- pack of
90ml
Rs. 190/- pack of
120ml
139. Ossillin Tablet Form-5 Ferfix-F  tablets

Each chewable tablet contains:
Iron Polymaltose Complex
equivalent to elemental
iron....... 100mg

Folic acid...... 0.35mg

Antianemic drug

Manufacturer

Dy. No: 1833/ 20-
10-10

20,000/-

Rs. 90/- Pack of
1x10’s
Rs. 133/- Pack of
2x10’s

of Getz Karachi




140.| M/s Macter | MCLEVO OS Form-5D Inspection of the | a. Reference submitted in
International firm was carried respect of international
(Pvt)  Limited, | Each 5ml contains: Dy.No:83 dated | out on 06-11-14 availability is  of
Karachi Levofloxacin.....125mg 09-12-10 by the panel of Levaquin Oral Solution
15000/- dated 13- | inspectors  and (250mg/10ml) however
Antibacterial Agent 12-10 recommended the master formulation
5000/- dated 31- | the renewal of submitted is of dry
Manufacturer 07-13 DML. powder. This needs

clarification.
As per PRC/ pack b. Application is
of 1’s of 30ml submitted on Form-5D
bottle however the submitted
formulation is me too.
This also  requires

clarification.

c. Evidence of approval
of section for oral dry
powder suspension
needs to be submitted.

d. Formulation is in
review.

141.| -do- MCLEVO OS Form-5D a. Reference submitted in
respect of international
Each 5ml contains: Dy.No:83  dated availability is  of
Levofloxacin.....250mg 09-12-10 Levaquin Oral Solution
15000/- dated 13- (250mg/10ml) however
Antibacterial Agent 12-10 the master formulation
5000/- dated 31- submitted is of dry
Manufacturer 07-13 powder. This needs
clarification.
As per PRC/ pack b. Application is
of 1’s of 30ml submitted on Form-5D
bottle however the submitted
formulation is me too.
This also  requires
clarification.

c. Evidence of approval
of section for oral dry
powder suspension
needs to be submitted.

d. Formulation is in
review.

142.| -do- MCLEVO Form-5 Availability in | The FID reported the
Infusion500mg/150ml SRA’s need | availability of  TOC

Dy.No: confirmation. analyzer  however the

Each 150ml contains: availability  of  liquid

Levofloxacin as | 8000/- dated 07-| Me too status | particle counter requires

hemihydarte.....500mg

Antibacterial Agent

07-10
12000/- dated 21-
07-13

submitted needs
confirmation.

confirmation.




Manufacturer Rs .500/- pack of
1’s.
143.| -do- ROTIUM Sachet Form-5 Protelos of | Evidence of approval of
Servier Labs UK | section from Drug
Each sachet contains: Dy.No: 270 Licensing Division is not
Strontium Ranelate....... 2gm 8000/-  dated30- | Onita of | provided by the firm
11-10 PharmEvo moreover the firm has
Antiosteoprotic agent 12000/- dated 31- | Karachi submitted layout plan
07-13 approval of said section
Manufacturer issued from Licensing
As per PRC/ Pack division dated 1% April
of 7’s 2014,
144.| M/s Irza Pharma | Oxytetracycline Tablet Form-5 Oxytetracycline
(Pvt)  Limited, 250mg film
Lahore Each film coated tablet | Dy.No: 621 dated | Coated Tablets of
contains: 23-12-10 Actavis UK
Oxytetracycline dihydrate (MHRA)
equivalent to | 8000/- dated 23-
Oxytetracycline...... 250mg 12-10 Oxymed Tablets
of Mediceena
Tetracycline 12,000/- dated 29- | Pharma Lahore.
07-13
Manufacturer Inspection of the
As per SRO/ Unit | firm was carried
carton with pack | out on 18-03-14
size of 1000’s by the Area FID
in which it is
concluded  that
the  firm s
complying most
of GMP
guidelines except
(injectable/ eye
drop section)
which needs up
gradation and
were not in
operation at the
time of
inspection.
145.| M/s Noa Hemis | GASITON Tablets Form-5 Not available in
Pharmaceuticals SRA’s
Karachi Each tablet contains: Dy.No:

Itopride
Hydrochloride.....50mg

Acid  peptic
disorders

and  motility

Manufacturer

8000/- dated 30-
07-10

12,000/- dated 10-
05-13

As per SRO/ Unit

Ganaton Tablets
of GSK, Karachi

Inspection of the
firm was carried
out on 09-06-14
by the area FID




carton with pack

and GMP was

size of 1000’s graded as
“GOOD”.
146.| M/s Opal | TRAXAMIC Capsule 250mg Form-5 Not found in | Evidence of approval of
Laboratories SRA’s applied dosage form in
(Pvt)  Limited, | Each capsule contains: 28-09-2010  Dy. stringent SRA’s is not
Karachi. Tranexamic acid....... 250mg No.1728 Transamin of | submitted by the firm.
Hilton  Pharma | Evidence of approval of
Antihaemorrahagic/ 20,000/- Karachi section is not submitted
Antihaemophilic however the firm
As per SRO Inspection of the | submitted inspection report
BP Pack of 20’s & | firm was carried | of area FID dated 28-01-14
100’s out on 28-01-14 | in which detail of sections
by the area FID | has not been reflected.
and found GMP
compliant
147.| -do- TRAXAMIC Capsule 500mg Form-5 Not found in | Evidence of approval of
SRA’s applied dosage form in
Each capsule contains: 28-09-2010  Dy. stringent SRA’s is not
Tranexamic acid....... 500mg No0.1732 Transamin of | submitted by the firm.
Hilton  Pharma | Evidence of approval of
Antihaemorrahagic/ 20,000/- Karachi section is not submitted
Antihaemophilic however the firm
As per SRO submitted inspection report
BP Pack of 20’s & of area FID dated 28-01-14
100’s in which detail of sections
has not been reflected.
148. | -do- L-PIRIDE Tablet 25mg Form-5 Levazeo Tablets Evidence of approval of
of Torrent same generic, dosage
Each tablet contains: 28-09-2010  Dy. | Pharmaceuticals form and strength in
Levosulpiride....... 25mg No0.1726 India USFDA, TGA, MHLW,
EMA  and Health
Anti-depressant 20,000/- Evosol Tablets of Canada is not submitted
Biolabs Karachi by the firm.
Manufacturer As per SRO Formulation is under
Pack of 20’s review by the review
committee.
Evidence of approval of
section is not submitted
however  the  firm
submitted inspection
report of area FID dated
28-01-14 in which detail
of sections has not been
reflected.
149.| -do- L-Piride Tablet 100mg Form-5 Not found in |a. Evidence of approval of
SRA’s same generic, dosage
Each tablet contains: 28-09-2010 Dy. form and strength in
Levosulpiride....... 100mg No0.1729 Evosol Tablets of USFDA, TGA, MHLW,

Biolabs Karachi

EMA and Health




Anti-depressant

20,000/-

Canada is not submitted
by the firm.

Manufacturer As per SRO b. Formulation is under
Pack of 20’s review by the review
committee.

c. Evidence of approval of
section is not submitted
however the  firm
submitted  inspection
report of area FID dated
28-01-14 in  which
detail of sections has
not been reflected.

150. | -do- SANAFORTAN Plus Tablets Form 5 Spasofen Tablet | Formulation is not
of Cephalon | available in SRA’s.
Each film coated tablet | Dy No 1463 dated | Labs France Evidence of approval of
contains Hydrated | 28/07/10 section is not submitted
Phloroglucinol...80mg Anafortan  Plus | however the firm
Trimethyl 8000+12000 Tablets of AGP | submitted inspection report
phloroglucinol....80mg Pharma Karachi | of area FID dated 28-01-14
Pack of 2x10’s/ in which detail of sections
Antispasmodic As per SRO has not been reflected.
Manufacturer
151.| -do- REDULEX Sachet Form 5 Zegerid  Sachet | Evidence of approval of
Santarus Canada | section is not submitted
Each sachet contains | Dy No 1469 dated however the firm
Omeprazole....20mg 28/07/10 Risek Insta of | submitted inspection report
Sodium bicarbonate....1680mg Getz Pharma of area FID dated 28-01-14
8000+12000 in which detail of sections
PPI has not been reflected.
Pack of 5gm/ As
Manufacturer per SRO
152.| -do- TONACORT Ointment 0.1% Form 5 Nasocort Evidence of approval of
ointment of | section is not submitted
Each gram contains | Dy No 1482 dated | Trolka India however the firm
Triamcinolone 28/07/10 submitted inspection report
Acetonide....0.1% Kenalog of area FID dated 28-01-14
8000+12000 Ointment of | in which detail of sections
Corticosteroid GSK Karachi has not been reflected.
Pack of 5gm/ As
Manufacturer per SRO
153.| -do- Becopace Liquid 35mcg/ 5ml Form-5 Cytacon Liquid | Evidence of approval of
of  Amdipharm | section is not submitted
Each 5ml contains: 28-09-2010  Dy. | Mercury UK however the firm
Vitamin B-12........ 35mcg No.1734 submitted inspection report
Cytacon Liquid | of area FID dated 28-01-14

Viatmin

Manufacturer

20,000/-

As per SRO

of GSK Karachi

in which detail of sections
has not been reflected.




Pack of 120 ml

154.| -do- Volves Tablet 200mg Form-5 Cefpodoxime Evidence of approval of
Proxetil Tablet of | section is not submitted
Each  film coated tablet | 28-09-2010 Dy. | Aurobindo however the firm
contains: No0.1731 Pharma submitted inspection report
Cefpodoxime as (USFDA) of area FID dated 28-01-14
Proxetil....... 200mg 20,000/- in which detail of sections
Orisbro DS | has not been reflected.
Cephalosporin As per SRO Tablet of Tabros
Pack of 10’s Pharma Karachi
Manufacturer
155.| M/s Sami LENOR Tablets 4mg Form-5 Not available in | Firm submitted that
Pharmaceuticals, SRA’s product is registered with
(Pvt) Limited, Each film coated tablet Dy. No: Irish Medicine Board with
F-95, S.I.T.E. contains: 8000/- dated 27- | Lornox of Ray | brand name of Xefo4m
Karachi. Lornoxicam........ 4mg 12-10 Pharma Karachi | film coated tablet of
12000/- dated 29- Takeda UK. Firm also
NSAID 07-13 submitted that product is
also in multiple countries
Manufacturer As per PRC/ of Europe like Austria,
Chile, denamrk,
Lexumburg, Romania,
Sweeden with aforesaid
brand name
156. | -do- OSIRIS Quick Tablet 10mg Form-5 Not available in
SRA’s (however
Each dispersible tablet Dy. No: the firm
contains: submitted  that
Zinc sulphate monohydrate 8000/- dated 14- | the product is
USP equivalent to elemental 12-10 available in
zinc....10mg 12000/- dated 29- | India)
07-13
Anti diarrhoeal/ Zinc Zinkley Tablet of
Supplement As per PRC/ pack | High-Q Karachi
of 10,20 & 30’s
USP
157.| -do- OSIRIS Quick Tablet 20mg Form-5 Zincfant  20mg
tablet (WHO
Each dispersible tablet Dy. No: prequalified)
contains: 8000/- dated 27-
Zinc sulphate monohydrate 12-10 Zn-Once Tablets
USP equivalent to elemental 12000/- dated 29- | of Genix Pharma
zinc....20mg 07-13 Karachi
Anti diarrhoeal/ Zinc As per PRC/ pack
Supplement 0f 10,20 & 30’s
USP
158.| M/s OBS | FENOCOR Tablets Form-5 Tricor Tablet of
Pakistan  (Pvt) Abbive




Limited Each film coated tablet | Dy.No: (USFAD)
Karachi. contains: 8000/- dated 06-
Fenofibrate....48mg 12-10 Equilip Tablets
12000/- dated 23- | of Nabigasim
Serum Lipid Reducing Agent/ | 09-13 Industries
Cholesterol &  Triglyceride Karachi
Reducers Rs. 15 per tablet/
pack of 30’s Inspection of the
Manufacturer firm was carried
out on 06-03-14
by the area FID
and GMP
compliance was
found
satisfactory.
159. | -do- FENOCOR Tablets Form-5 Tricor Tablet of
Abbive
Each film coated tablet | Dy.No: (USFAD)
contains: 8000/- dated 06-
Fenofibrate....145mg 12-10 Equilip Tablets
12000/- dated 23- | of Nabigasin
Serum Lipid Reducing Agent/ | 09-13 Industries
Cholesterol &  Triglyceride Karachi
Reducers Rs. 30 per tablet/
pack of 30’s
Manufacturer
160. | -do- D-PRISTIQ Tablets 100mg Form-5 Desvenlafaxine | Applied tablets are film
succinate ER | coated extended release
Each film coated tablet | Dy.No: Tablet of Wyeth | and under finished product
contains: 8000/- dated 06- | Pharms Inc | specs delayed release is
Desvenlafaxine succinate | 12-10 (USFDA) submitted.
equivalent to | 12000/- dated 26-
Desvenlafaxine...100mg 07-13 Lafaxine ER
Tablet of Genix
Antidepressant Rs. 350 per tablet/ | Karachi
pack of 10’s
Manufacturer
161. | -do- PLAQUINE Tablets Form-5 Plaquenil 200mg
Film-coated
Each film coated tablet | Dy.No: Tablets of Sanofi
contains: 8000/- dated 06-
Hyroxychloroquine.....200mg | 12-10 HCQ 20 of Getz
12000/- dated 26- | Karachi
Anti Rheumatic agent 07-13
Manufacturer Rs. 20 per tablet/
pack of 30°s
162.| M/s Genix | DARINEX Tablet 15mg Form-5D Emselex® 15 mg | Stability studies needs to
Pharma  (Pvt) prolonged- be submitted as per ICH/
Limited, Each extended release tablet | Dy.No: 235 release tablets of | WHO guidelines.




Karachi contains: 8000/- dated 29- | Merus Labs
Darifenacin Hydrobromide | 11-10 Luxco S.a.R.L.
equivalent to
darifenacin.....15mg Rs.  130/- per | Inspection of the

tablet/ Pack of | firm was carried
Muscuranic receptor antagonist | 10’s & 30’s out on 27-11-14
by the area FID
Manufacturer and certain
recommendations

were given:

1) The paint
work is
required in
few areas of
production.

2) Training  of
new staff /
worker should
be provided.

3) Epoxy of
liquid flooring
is required.

4) Upgrade  the
QC & micro
laboratory s
required.

163. DARINEX Tablet 7.5mg Form-5D Emselex® 7.5 |a. Stability studies needs
mg  prolonged- to be submitted as per
Each extended release tablet | Dy.No: 234 release tablets of ICH/ WHO guidelines.
contains: 8000/- dated 29- | Merus Labs
Darifenacin Hydrobromide | 11-10 Luxco S.a.R.L.
equivalent to
darifenacin.....7.5mg Rs. 100/-  per
tablet/ Pack of
Muscuranic receptor antagonist | 10’s & 30’s
Manufacturer
164. | -do- METVIL Tablets Form-5 Eucreas® 50
mg/850 mg film-
Each film coated tablet | Dy.No: 236 dated | coated tablets of
contains: 29-11-10 Novartis
Vildagliptin.....50mg 8000/- dated 29- | Pharmaceuticals
Metformin 11-10
Hydrochloride.....850mg Glavimet of Atco
Rs. 75 per tablet/ | Labs Karachi
Antidiabetic Pack of 10’s &
14’s
Manufacturer
165. | -do- AZOGEN Suspension 200mg/ | Form-5 Zithromax of




5ml

Each 5ml of suspension after
reconstitution contains:
Azithromycin dihydrate
equivalent to
Azithromycin...... 200mg

Macrolide

Manufacturer

Dy.No:84  dated
09-12-10
8000/- dated 09-

12-10

Rs. 200/- pack of
15ml

Rs. 300/- pack of
22.5ml

Rs. 400/- pack of
30ml

Pfizer

Azicin of Acme
Labs Karachi

166. | -do- AZOGEN Capsule 250mg Form-5 Zithromax of
Pfizer
Each capsule contains: Dy.No:2154 dated
Azithromycin dihydrate | 11-12-10 Azorox of
equivalent to | 8000/- dated 09- | Caylex Pharma
Azithromycin...250mg 12-10 Lahore
12000/- dated 23-
Macrolide 09-13
Manufacturer Rs.  85/-  per
capsule
Pack of 6’s & 10’s
167.| -do- AZOGEN Capsule 500mg Form-5 Not approved in | Evidence of availability in
SRA’s SRA’s is snot submitted by
Each capsule contains: Dy.No0:2154 dated the firm.
Azithromycin dihydrate | 11-12-10 Azorox of
equivalent to | 8000/- dated 09- | Caylex Pharma
Azithromycin...500mg 12-10 Lahore
Macrolide Rs. 100/- per
capsule
Manufacturer Pack of 6’s & 10’s
168. | -do- AZOGEN Tablet 250mg Form-5 Zithromax of
Pfizer
Each film coated tablet | Dy.N0:88 dated
contains: 09-12-10 Geozit of
Azithromycin dihydrate | 8000/- dated 09- | Geofman Pharma
equivalent to | 12-10
Azithromycin...250mg
Rs.  80/-  per
Macrolide capsule
Pack of 6’s & 10’s
Manufacturer
169. | -do- AZOGEN Tablet 500mg Form-5 Zithromax of
Pfizer
Each film coated tablet | Dy.N0:88 dated
contains: 09-12-10 Azomax Tablet




Azithromycin dihydrate
equivalent to
Azithromycin...500mg

8000/- dated 09-
12-10

of Pfizer

Rs.  95/-  per
Macrolide capsule
Pack of 6’s & 10’s
Manufacturer
170.| M/s Semos | ACEFEN Tablets SR 200mg Form-5 Not provided by | Evidence of approval of
Pharmaceuticals, the firm. same generic, dosage form
(Pvt)  Limited, | Each sustained release tablet | Dy.No: and strength in SRA’s is
Karachi contains: Alkeris  Tablets | not submitted by the firm
Aceclofenac sodium.....200mg | 8000/- dated 06- | of Sami Pharna
07-10 Karachi
NSAID 12,000/- dated 21-
10-14 Panel inspection
Manufacturer of the firm was
Rs. 100 & 300/- | carried out on
pack of 10’s & | 27-09-14 and
30’s recommended
the renewal of
DML.
171.| M/s Paramount | BISOLOL Tablets 10mg Form-5 Bisoprolol 10 mg | a. Specifications of API
Pharmaceuticals, film coated tablet submitted are
Kahuta  Road | Each  film coated tablet | Dy.No:174 dated | of Accord Health incomplete and without
Islamabad. contains: 06-12-10 care UK reference.
Bisoprolol fumarate.....10mg 8000/- dated 06- b. Finished product
12-10 Concor of Merck specifications
Beta blocker 12,000/- dated 22- | Karachi submitted are
07-13 incomplete and without
Manufacturer The inspection of reference
Rs. 244/- Pack of | the firm was
14’s conducted on 05-
06-14 by the area
FID and GMP
compliance was
acceptable o the
limits.
172.| -do- OSTEMET Tablets Form-5 Fosamax  Plus | a. Formulation is
Tablets of Merck approved
Each tablet contains: Dy.N0:9970 dated | Karachi internationally as
Alendronate as | 27-10-10 uncoated tablet and
sodium.....70mg 8000/- dated 27- | Lendrol-D of submitted master
10-10 Genix Pharma formulation is of film
Cholecalciferol.....70mcg 12,000/- dated 22- coated tablet.

Biphosphonates / Vitamin D3

Manufacturer

07-13

Rs. 450/- Pack of
4’s

Therefore the master
formulation and
manufacturing method
as per formulation
approved in SRA’s
needs to be submitted.

b. Specifications of API




submitted are
incomplete and without
reference.

c. Specifications of
finished product
submitted are

incomplete and without
reference.

173.| M/s Asian | ZAPP Tablet 10mg Form-5 Solvazinc a. Applied formulation is
Continental effervescent not available in SRA’s.
(Pvt) Limited, | Each dispersible tablet | Dy.No: 148 | tablets (125mg) | b. Me too status
Karachi. contains: dated: 23-11-10 of Galen UK submitted needs
Zinc sulphate monohydrate (125mg eq. to confirmation.
equivalent to elemental | 8000/- dated: 08- | 45mg of
zine....... 10mg 11-10 elemental  zinc),
however the
Antidiarrhoeal As per SRO/ Pack | applied one is
of 14’s 10mg dispersible
Manufacturer tablet.
Zindidgi tablet of
M/s Zafa
Pharmaceuticals.
Inspection of the
firm was carried
out on 04"
September 2014
by the area FID
and found
acceptable level
of GMP
compliance.
174.| -do- ZAPP Tablet 20 mg Form-5 WHO
recommended
Each dispersible tablet | Dy.No: 149 | formulation
contains: dated: 23-11-10
Zinc sulphate monohydrate Zn-once tablet of
equivalent to elemental | 8000/- dated: 08- | M/s Genix
zinc....... 20mg 11-10 Pharma
Antidiarrhoeal As per SRO/ Pack
of 14’s
Manufacturer
175.| -do- ZAPP Syrup Form-5 Not found in | Firm submitted that the
SRA’s product is available in
Each 5ml contains: Dy.No: 149 FDA and also
Zinc sulphate monohydrate | dated: 23-11-10 Zincat oral | recommended by WHO
equivalent to elemental solution of Atco | however no  reference
zinc....... 20mg 8000/- dated: 08- | Labs Karachi provided in this regard.

11-10




Antidiarrhoeal

As per SRO/ Pack

Manufacturer of 90ml
176.| M/s SJ & G | APITANT Capsule 40mg Form-5 Emenf of Merck
Fazul Ellahi (USFDA)
(Pvt)  Limited, | Each capsule contains: Dy.No: 2109-R-1I
Karachi Aprepitant....... 40mg dated 02-12-2010 | Apreaon Capsule
of Ferozsons
Neurokinin-1 Receptor | 8000/- dated 02- | Labs ( Firm has
Antagonist 12-10 submitted the
12,000/- dated 28- | reference of
Manufacturer 0813 minutes of 222"
meeting of DRB
Rs. 485/- per|in which the
capsule board authorized
the chairman for
approval of
reistartion  after
evaluation of
applications)
Inspection of the
firm was carried
out by the area
FID dated 26-09-
14 and reported
the GOOD level
of GMP
compliance.
177.| -do- APITANT Capsule 80mg Form-5 Emenf of Merck
(USFDA)
Each capsule contains: Dy.No:
Aprepitant....... 80mg 8000/- dated 02- | Apreaon Capsule
12-10 of Ferozsons
Neurokinin-1 Receptor | 12,000/- dated 28- | Labs ( Firm has
Antagonist 0813 submitted the
reference of
Manufacturer Rs. 1620/- pack of | minutes of 222"
2’s meeting of DRB
in  which the
board authorized
the chairman for
approval of
reistartion  after
evaluation of
applications)
178.| -do- APITANT Capsule 125mg Form-5 Emenf of Merck
(USFDA)
Each capsule contains: Dy.No: 22




Aprepitant....... 125mg

8000/- dated 02-

Apreaon Capsule

12-10 of Ferozsons
Neurokinin-1 Receptor | 12,000/- dated 28- | Labs ( Firm has
Antagonist 0813 submitted the
reference of
Manufacturer Rs. 1265/- per | minutes of 222™
capsule meeting of DRB
in  which the
board authorized
the chairman for
approval of
reistartion  after
evaluation of
applications)
179.| M/s Zafa | FOLISOFT GELATIN Capsule | Form-5 Not available in . Evidence of approval of
Pharmaceutical | 400mcg SRA’s Evidence of approval of
Industries (Pvt) Dy. No. 1943-R-1I same generic, dosage
Limited, Each soft gelatin capsule | dated : 08-11-10 Me too status form and strength in
Karachi contains: needs USFDA, TGA, MHLW,
Folic acid.....400mcg 8000/- dated : 03- | confirmation EMA  and Health
11-10 Canada needs to be
B3 Antianemic 12000/- dated Inspection of the submitted.
18-02-2013 firm was p. Me too status submitted
Manufacturer conducted on 17- needs confirmation.
Rs. 4.33/- per|12-13 by the |c. Reference of finished
capsule panel of product  specifications
inspectors  and needs to be submitted.
recommended d. Details of reference
the grant of DML standards need to be
(Latest GMP submitted.
status required) le. Evidence of approval of
technical staff from
licensing division s
required.
f. Specifications of water
are not provided.
g. Latest GMP inspection
report is required.
180. | -do- ZODIP PLUS 10 Tablet Form-5 Amlodipine Latest GMP report needs to
Besylate and | be submitted.
Each film coated tablet | Dy. No. 1944-R-Il | Atorvastatin
contains: dated : 03-11-10 Calcium of
Amlodipine as besylate.....5mg Mylan Inc
Atorvastatin as calcium | 8000/- dated : 03- | (USFDA)
hydrate.....10mg 11-10
12000/- dated 18- | Atease of
Calcium antagonist/ | 02-13 PharmEvo

Hypolipidimic statin

Manufacturer

Not Provided/
Pack of 10’s




181.| -do- ZODIP PLUS 20 Tablet Form-5 Amlodipine Latest GMP report needs to
Besylate and | be submitted.
Each film coated tablet | Dy. No. 1945-R-Il | Atorvastatin
contains: dated : 03-11-10 Calcium of
Amlodipine as besylate.....5mg Mylan Inc
Atorvastatin as calcium | 8000/- dated : 03- | (USFDA)
hydrate.....20mg 11-10
12000/- dated 18- | Atease of
Calcium antagonist/ | 02-13 PharmEvo
Hypolipidimic statin
Not Provided/
Manufacturer Pack of 10’s
182. | M/s Zephyr AZOCIN Suspension Form-5 Zithromax of
Pharmatec (Pvt) Pfizer (USFDA)
Limited, Each 5ml of suspension Dy. No: 2290-R-1I
Karachi contains: dated 31-12-10 Zithromax of
Azithromycin as dihydrate Pfizer Karachi
USP...... 200mg 8000/- dated 31-
12-10 Inspection of the
Macrolide 12000 dated 01- | firm was carried
08-13 out on 22-10-14
Manufacturer by the area FID
Rs. 280/ 15ml | and reported no
bottle GMP violation.
183.| -do- L SULPRID Tablet Form-5 Not available in | Firm submitted that
SRA’s Levogold tablet of Lupin
Each film coated tablet Dy. No: 2290-R-11 Pharma is available in
contains: dated 31-12-10 Sulvo of | USA, however no
Levosulpride....25mg Medisure Pharma | reference is provided in
8000/- dated 31- | Karachi this respect. Moreover the
Benzamide 12-10 product is also under
12000 dated 01- review by the board.
Manufacturer 08-13
As per PRC/
2x10’s
184.| -do- L SULPRID Tablet Form-5 Not available in | Firm submitted that
SRA’s Levogold tablet of Lupin
Each film coated tablet Dy. No: 2289-R-1I Pharma is available in
contains: dated 31-12-10 Sulvo of | USA, however no

Levosulpride....50mg
Benzamide

Manufacturer

8000/- dated 31-
12-10

12000 dated 01-
08-13
As per PRC/
2x10’s

Medisure Pharma
Karachi

reference is provided in
this respect. Moreover the
product is also under
review by the board.




185. | -do- COVERTA Tablets Form-5 Not provided by | Evidence of availability in
the firm SRA’s is not submitted by
Each film coated tablet Dy. No: 2294-R-11 the firm.
contains: dated 31-12-10 Acrtilage Plus
Glucosamine sulphate Tablets of S.J. &.
USP...500mg 8000/- dated 31- | G. Fazul Ellahi,
Chondroitin Sulphate USP 12-10 Karachi
...400mg 12000 dated 01-
08-13
Amino Sugar
As per PRC/
USP 3x10’s
186. | -do- LOSTAN Plus Tablets Form-5 Hyzaar tablets of
Merck Sharp
Each film coated tablet Dy. No: 2293-R-11 | Dohme
contains: dated 31-12-10 (USFDA)
Losartan Potassium....50mg
Hydrochlorothiazide.....12.5mg | 8000/- dated 31- | Losar Plus
12-10 Tablets of
Angiotensin Receptor Platinum Pharma
Antagonist + Diuretic As per PRC/
2x10’s
Manufacturer
187.| -do- COLOZEF Tablet Form-5 Colofac Tablets
of BGP Products
Each sugar coated tablet Dy. No: 2286-R-1l | UK (MHRA)
contains: dated 31-12-10
Mebeverine HCL Despas of SJI&G
B.P...... 135mg 8000/- dated 31- | Fazul Ellahi
12-10
Antispasmodic, Musculotropic
As per PRC/
BP 3x10’s
188. | -do- AZOCIN Capsules Form-5 Azithromycin
Capsules (BNF)
Each capsule contains: Dy. No: 2291-R-1I
Azithromycin as dated 31-12-10 Azomax capsules
dihydrate.....250mg of Novartis
8000/- dated 31- | Karachi
Antibiotic 12-10
Manufacturer Rs. 448/ 2x5’s
Capsules
189. | -do- CIDIC-HC Cream Form-5 Fucidin H cream
of Leo Pharma
Each gram cream contains: Dy. No: 2292-R-11 | UK

Fusidic acid.....20mg
Hydrocortisone
acetate...... 10mg

dated 31-12-10

8000/- dated 31-
12-10

Fusiderm of
Martin Dow




Not provided

As per PRC/ Pack

Manufacturer of 5gm & 15gm
190. | M/s Atco ZINCAT MV Kid Syrup Form 5D According to | Firm  submitted  under
Laboratories inspection report | clinical justification that
Limited. B-18, Each 5 ml contains 21-07-2010 dated 18-06- | the WHO recommended
S.IL.T.E,, Vitamin A (as Palmitate) Rs 50,000/- 2014, firm was | the use of micronutrients in
Karachi. USP........ 400mcg considered to be | lactating women  and
Vitamin D3 (Cholecalciferol) MRP Rs 85 per operating at good | children.
USP...... Smcg pack of 60ml level of | Stability data need to be
Vitamin E (as alpha tocopheryl | Rs 170 per pack compliance with | submitted as per ICH/
acetate) USP ....... 5mg of 120ml GMP guidelines | WHO guidelines.

Vitamin C (Ascorbic acid)
USP....... 30mg

Vitamin B1 (Thiamine
Hydrochloride) USP .......
0.5mg

Vitamin B2 (as Riboflavin 5
Phosphate Sodium) USP.......
0.5mg

Vitamin B3 (Niacin) USP......
6mg

Vitamin B6 (Pyridoxine
Hydrochloride) USP .......
0.5mg

Vitamin B12
(Cyanocobalamin) USP......
0.9mcg

Folic acid USP..... 150mcg
Iron (as Ferrous Sulfate) USP
........ 5.8mg

Zinc (as Zinc Sulphate
Monohydrate)USP .........
4.1mg

Copper (as Cupric Gluconate)
USP....... 0.56mg

Selenium (as Selenium
Dioxide) MS...17mcg

lodine (as Potassium lodide)
USP...... 90mcg

Micronutrients

Manufacturer

Firm submitted that they

are in  process of
purchasing the atomic
absorption
spectrophotometer




IMPORT (Routine Cases)

S/N | Name and | Brand Name Type of Form Remarks on the | Remarks by
address of | (Proprietary name + Dosage formulation (if | Evaluator
manufacturer / | Form + Strength) Initial date, | any) including
Applicant diary International

Composition status in
Fee including | stringent drug
Pharmacological Group differential fee regulatory
agencies /
Finished product | Demanded Price | authorities
Specification / Pack size
Me-too status
GMP status as
depicted in
latest inspection
report (with
date) by the
Evaluator

191. | Importer FLUCONOL Intravenous | Form-5A Diflucan

M/s Biomedics | Infusion 2mg/ml Infusion of

Mediscal
System, F-597 F
Block Satellite
Town,
Rawalpindi.

Manufacturer
Ain  Medicare
SDN, BHD,
Jalan 6/44,
Kawasan
Perindustrian
Pengkalan
Chepa 2, 16100
Kota Bharu
Kelantan,
Malaysia.

Each ml contains:
Fluconazole.....2mg

Antifungal

Manufacturer

Dy No: 143 dated
13-03-10

15000/- dated 11-
03-10
35000/- dated 18-
05-13

Rs. 715/- Pack of
100ml (LDPE
Bottle)

Pfizer Limited




192.

Importer
M/s Sanofi

Aventis Pakistan
Limited Plot No
23, Sector No.
22, Korangi
Industrial Area
Karachi.
Manufacturer
M/s Sanofi
Aventis, S.p.A,
S.S. 17, Km 22,
67019, Scopitto,
L”Aquila (Ttaly)
(Batch Releaser)
Product
License Holder
M/s Sanofi
Aventis Canada
Inc, 2150, Boul
St. Elzear Ouest
Laval, Quebec
Canada,
H7L4A8.

TRIATEC Tablet

Each tablet contains:

Ramipril.....10mg

Hydrochlorothiazide.....12.5mg

ACE Inhibitor/ Diuretic

Manufacturer

Form-5A

Dy No : 67 dated
90-01-09

15000/- dated 01-
01-09

85000/- dated 13-
05-13

Rs. 764.40/- pack
of 28’s

193.

Importer
M/s Sanofi

Aventis Pakistan
Limited Plot No
23, Sector No.
22, Korangi
Industrial Area
Karachi.
Manufacturer
Sanofi Aventis,
S.p.A, SS. 17,
Km 22,

67019, Scopitto,
L”Aquila (Italy)
(Batch Releaser)
Product
License Holder
M/s Sanofi
Aventis Canada
Inc, 2150, Boul
St. Elzear Ouest
Laval, Quebec
Canada,
H7L4A8.

TRIATEC Tablet

Each tablet contains:

Ramipril.....10mg

Hydrochlorothiazide.....25mg

ACE Inhibitor/ Diuretic

Manufacturer

Form-5A

Dy No :

15000/- dated 24-
08-08

85000/- dated 13-
05-13

Rs. 784/- pack of
28’s




VETERINARY (Routine)

S/N | Name and | Brand Name Type of Form Remarks on | Remarks by
address of | (Proprietary name + Dosage the formulation | Evaluator
manufacturer / | Form + Strength) Initial date, diary | (if any)

Applicant including
Composition Fee including | International
differential fee status in
Pharmacological Group stringent drug
Demanded Price / | regulatory
Finished product | Pack size agencies /
Specification authorities
Me-too status
GMP status as
depicted in
latest
inspection
report (with
date) by the
Evaluator

194.| M/s Elko | COLEMB Oral Suspension Form-5 Me too status is | a. Attested copy of
Organization not submitted. DML/ Renewal in
(Pvt), Limited | Each ml contains: Dy. No. 11 dated case of more than
Karachi Closantel....50gm 02-11-10 five  years is

Mebendazole...75mg required.
b. Evidence of
Anthelmintic 8000/- dated : 11 approval of section
dated 02-11-10 from Drug
Manufacturer Licensing Division
12000/- dated: 24- needs to be

06-13 submitted.

Decontrolled/- Pack
of 100, 250, 500,
1000ml

¢. Evidence of local
availability is not
submitted.

d. Master formulation
with quantities of
all the ingredients
including
excipients,  batch
size, quantities to
be used per batch,
source of active
and inactive
starting  materials
along with the role
of inactive starting
materials and the
justification of
their guantities




used, needs to be
submitted
Generalized
manufacturing
method is
submitted.
Stepwise details of
manufacturing
process including
precautions/control
S required to
produce specified
guantities of the
drug applied for
registration neesd
to be submitted.

Only  acceptance
criteria is
submitted.

Complete finished
product
specifications
along with
reference needs to
be submitted.
Incomplete
inspection report is
submitted.
Packaging material
specifications are
required.

195.

-do-

DE-ZOLE SC 25
Suspension

Each ml contains:
Albendazole.....25mg
Selenium....0.27mg
Cobalt...... 0.62mg
Anthelmintic

Manufacturer

%

Oral

Form-5

Dy. No. 09 dated
03-11-10

8000/- dated : 11
dated 02-11-10

12000/- dated: 24-
06-13

Decontrolled/- Pack
of 100, 250, 500,
1000ml

Me too needs to
be submitted

Attested copy of
DML/ Renewal in
case of more than
five  years s

required.

Evidence of
approval of section
from Drug

Licensing Division
needs to be
submitted.

Evidence of local
availability is not
submitted.

Master formulation
with quantities of
all the ingredients
including

excipients, batch
size, quantities to




be used per batch,
source of active
and inactive
starting materials
along with the role
of inactive starting
materials and the
justification of
their quantities
used, needs to be
submitted
Manufacturing
method submitted
is ambiguous.
Stepwise details of
manufacturing
process including
precautions/control
s required to
produce specified
guantities of the
drug applied for
registration neesd
to be submitted.
Only  acceptance

criteria is
submitted.
Complete finished
product
specifications
along with

reference needs to
be submitted.
Latest GMP status
need to be
submitted.
Packaging material
specifications are
required.

196.

-do-

DE-ZOLE DS
Suspension

Each ml contains:

Albendazole.....10mg

Selenium....1.08mg
Cobalt...... 2.5mg

Anthelmintic

Manufacturer

Oral

Form-5

Dy. No. 10 dated
03-11-10

8000/- dated : 11
dated 02-11-10

12000/- dated: 24-
06-13

Me too needs to
be submitted

Attested copy of
DML/ Renewal in
case of more than
five years is

required.

Evidence of
approval of section
from Drug

Licensing Division
needs to be
submitted.

Evidence of local




Decontrolled/- Pack
of 100, 250, 500,
1000ml

availability is not
submitted.

Master formulation
with quantities of
all the ingredients
including
excipients, batch
size, quantities to be
used per batch,
source of active and
inactive starting
materials along with
the role of inactive
starting  materials
and the justification
of their quantities
used, needs to be
submitted
Generalized method
of manufacturing is
submitted. Stepwise
details of
manufacturing
process  including
precautions/controls
required to produce
specified quantities
of the drug applied
for registration
neesd to be
submitted.

Only  acceptance
criteria is submitted.
Complete finished
product
specifications along

with reference
needs to be
submitted.
Latest GMP status
need to be
submitted.

Packaging material
specifications  are
required.




197.| M/s I-PRONOX Oral Solution Form-5 Novamune
International Liquid of
Pharma Labs, | Each 100ml contains: Dy. No: 244 dated | Mallard
Raiwind Road, | Novaminsulfon.....4gm 03-01-11 pharmaceuticals,
Bobhtain Etilefrin...0.020gm Multan.
Chowk Defence | Calcium gluconate....10gm 8000/- dated 03-01-
Road, 1Km | Magnesium gluconate.....lgm | 11 Inspection of the
Towards Sodium salicylate.....0.70gm | 12000/- dated 30- | firm was carried
Kahna, Lahore | Nicotinamide....0.030gm 07-13 out on panel of
Caffeine...1gm inspectors  on
Boric acid....1gm Decontrolled/- pack | dated 03-12-14
of 50, 100, 250, | by the panel of
500, 1000, 5000, | inspectors and
Multivitamin/ Analgesic 10,000ml recommended
the grant of
Manufacturer additional
section
198. | -do- I-PHENOXIN Injection Form-5 Hepasel of | Firm submitted the
Selmore Pharma | invoices of purchase of
Each ml contains: Dy. No Liquid particle counter
Phenoxy-2-methyl-2-propionic | 8,000/- dated 03- and TOC analyzer.
acid.....100mg 11-10
Liver tonic Decontrolled/ pack
of 50ml
Manufacturer
199. | -do- I-ZINE Oral Solution Form-5 Sulpha  Biotec
Oral Liquid of
Each 100ml contains: Dy. No: 236 dated | Grand Pharma
Trimethoprim....8gm 03-01-11 Islamabad.
Sulphadiazine....40gm
8000/- dated 03-01-
Antibiotic 11
12000/- dated 30-
Manufacturer 07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,
10,000ml
200. | -do- I-TOLTRACOX Oral Solution | Form-5 Tolmars Liquid

Each 100ml contains:
Toltrazuril...... 2.50gm
Vitamin K3.....3gm
Anticoccidial

Manufacturer

Dy. No: 236 dated
03-01-11

8000/- dated 03-01-
11
12000/-
07-13

dated 30-

of D-Marson
Pharmaceuticals
Islamabad.




Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000 ml

201. | -do- INTERPOL-E Oral Solution Form-5 Me too status | Evidence of local
needs to be | availability is not
Each 1000ml contains: Dy. No: 246 dated | submitted. submitted by the firm.
Propionic acid.....200,000mg | 03-01-11
Vitamin E...... 20000mg
Propylene glycol....120000mg | 8000/- dated 03-01-
Ammonium 11
propionate....10000mg 12000/- dated 30-
Potassium 07-13
chloride....10000mg
Sorbitol....10000mg Decontrolled/- pack
of 50, 100, 250,
Not provided 500, 1000, 5000 ,
10000ml
Manufacturer
202. | -do- I-GUMBOVIT Oral Solution Form-5 Gumbobak Oral
Liquid of
Each 100ml contains: Dy. No: 239 dated | Attabak
Ammonium chloride....65gm | 03-01-11 Pharmaceuticals
Methionine.....10gm Islamabad
Sorbitol....10gm 8000/- dated 03-01-
Vitamin A.....250,000IU 11
Vitamin C...... 10gm 12000/- dated 30-
07-13
Not provided
Decontrolled/- pack
Manufacturer of 50, 100, 250,
500, 1000, 5000 ,
10000ml
203.| -do- I-VIT-C Oral Solution Form-5 C-Plus Solurtio

Each 100ml contains:
Vitamin C...... 20gm

Vitamin

Manufacturer

Dy. No: 234 dated
03-01-11

8000/- dated 03-01-
11

12000/- dated 30-
07-13

Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000mI

of Alina
Combine
Pharmaceuticals
Karachi




204. | -do- I-TYLODOX-C Oral Solution | Form-5 Me too status | Evidence of local
needs availability needs
Tylosin Tartrate.....14gm Dy. No: 243 dated | confirmation confirmation.
Doxycycline HCL....16gm 03-01-11
Colistin sulphate....120MIU
8000/- dated 03-01-
Antibiotic 11
12000/- dated 30-
Manufacturer 07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,
10,000ml
205. | -do- I-DOXY-10 Oral solution Form-5 Me too status | Evidence of local
needs availability submitted
Each 100ml contains: Dy. No: 251 dated | confirmation needs confirmation.
Doxycycline HCL....10gm 03-01-11
Antibiotic 8000/- dated 03-01-
11
Manufacturer 12000/- dated 30-
07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,
10,000ml
206. | -do- I-TILMICO Oral Solution Form-5 Tilcosin
Solution of
Each 100ml contains: Dy. No: 255 dated | Selmore
Tilmicosin as | 03-01-11 Pharmaceuticals
Phosphate....25gm
8000/- dated 03-01-
Antibiotic 11
12000/- dated 30-
Manufacturer 07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,ml
207. | -do- I-ADEC Oral Solution Form-5 Me too status | Evidence of local

Each ml contains:
Vitamin A...... 525001U
Vitamin E........ 52.5mg

Vitamin

Dy. No: 254 dated
03-01-11

8000/- dated 03-01-
11

12000/- dated 30-
07-13

needs to be
submitted

availability is  not
submitted by the firm.




Manufacturer

Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,ml

208. | -do- I-GUMBOVIT Oral Powder Form-5 Perforon
Powder of
Each 100gm contains: Dy. No: 252 dated | Nassem Traders
Ammonium chloride....65gm | 03-01-11 Rawalpindi
Methionine ....... 10gm
Sorbitol....10gm 8000/- dated 03-01-
Vitamin A...... 250000IU 11
Vitamin C.....10gm 12000/- dated 30-
07-13
Not provided
Decontrolled/- pack
Manufacturer of 100, 250, 500,
1000, 5000,
25000gm
209. | -do- INTERVIT C Oral Powder Form-5 Me too status | Local availability of
needs to be | applied product is not
Acetylsalicylic acid...20gm Dy. No: 245 dated | submitted. submitted by the firm.
Ascorbic acid....20gm 03-01-11
Vitamin K3....2.5gm
8000/- dated 03-01-
Vitamin/ NSAID 11
12000/- dated 30-
Manufacturer 07-13
Decontrolled/- pack
of 100, 250, 500,
1000, 5000,
25000gm
210. | -do- I-TYLODOX Oral Powder Form-5 Tylocycline
Powder  Farm
Each 1000gm contains: Dy. No: 242 dated | Aid group
Tylosin Tartrate. ....200gm 03-01-11 Hattar

Doxycycline HCL....250gm
Antibiotic

Manufacturer

8000/- dated 03-01-
11

12000/- dated 30-
07-13

Decontrolled/- pack
of 100, 250, 500,
1000, 5000,
25000gm




211. | -do- I-Bromocol TD Powder Form-5 Biosin  powder
of Leads
Tylosin Tartrate.....10gm Dy. No: 242 dated | Pharma
Doxycycline HCL....20gm 03-01-11
Bromohexine....1gm
Colistin sulphate.....3gm 8000/- dated 03-01-
11
Antibiotic/Expectorant 12000/- dated 30-
07-13
Manufacturer
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,
25000gm
212.| -do- I-DOXY Oral Powder Form-5 Me too status | Evidence f  local
needs availability is  not
Each 100gm contains: Dy. No: 250 dated | confirmation submitted by the firm.
Doxycycline ...... 20gm 03-01-11
Antibiotic 8000/- dated 03-01-
11
Manufacturer 12000/- dated 30-
07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000,
25000gm
213. | -do- I-TYLOPHOS Oral Powder Form-5 Tyleco FG
powder of Raja
Each 100gm contains: Dy. No: 249 dated | Poultry Karachi.
Tylosin Phosphate....10gm 03-01-11
Antibiotic 8000/- dated 03-01-
11
Manufacturer 12000/- dated 30-
07-13
Decontrolled/- pack
of 50, 100, 250,
500, 1000, 5000gm
214.| M/s Inshal | IVERSHELL Drench Form-5 IVOBAK Pharmacopieal
Pharmaceutical injection of | specifications need to
Industries, Each ml contains: Dy. No. 10290 | Attabak Pharma | be submitted as the
Rawat Ivermectin....... Img dated : 05-11-10 product is in official
Islamabad The inspection | compendia.
Anthelmintic 8000/- dated : 05- | of the firm was | Evidence of
11-10 carried out on | availability of TOC
Manufacturer 12,000/- dated: 01- | 02-10-14 by the | analyzer and liquid

11-13

area FID and
some

particle counter need to
be submitted.




Decontrolled/- Pack
of 30ml, 50ml,

observations
were noted

100ml, 250ml, | which needs
450ml, 500ml, 1L | rectification.
and 2.5L The firm
advised to
submit
compliance
report within ten
days.
215. | -do- SULFAZINE Powder Form-5 SB-S3 Oral
powder of SB
Each 1000g contains: Dy. No. 10305 | Pharma
Sulphachlorpyrazine dated : 05-11-10 Islamabad
sodium........ 300g
8000/- dated : 05-
Sulphonamide 11-10
12,000/- dated: 01-
Manufacturer 11-13
Decontrolled/- Pack
of 100g, 250g,
5009, 1kg, 5kg
&10kg
216. | -do- PULMOSHELL Powder Form-5 CRD Raze
Water  Soluble
Each 1000g contains: Dy. No. 10308 Powder of M/s
Doxycycline HCL.....200g 8 dated : 05-11-10 | Attabak Pharma
Tylosin Tartrate...... 100g
Colistin Sulphate.....5MIU 8000/- dated : 05-
Bromhexine HCL.....5g 11-10
12,000/- dated: 01-
Antibacterial/ Antiviral 11-13
Manufacturer Decontrolled/- Pack
of 100g, 250g,
5009, 1kg, 5kg
&10kg
217.| -do- COCCICIDAL Powder Form-5 Branchotil water
soluble powder
Each 1000g contains: Dy. No. 10307 of Attabak

Doxycycline HCL.....200g
Tylosin Tartrate...... 100g
Colistin Sulphate.....480MIU
Bromhexine HCL.....3g

Antibacterial/ Antiviral

Manufacturer

8 dated : 05-11-10

8000/- dated : 05-
11-10
12,000/- dated: 01-
11-13

Decontrolled/- Pack
of 100g, 250q,
5009, 1kg, 5kg

Pharmceuticals




&10kg

218. | -do- GUMBO SHELL Powder Form-5 Gumborex water
soluble powder
Each 100gm contains: Dy. No. 10297 of Biolabs
Ammonium chloride.....70gm | 8 dated : 05-11-10 Islamabad.
Methionine....10g
Sorbitol.....5gm 8000/- dated : 05-
Vitamin A.....150,000IU 11-10
Vitamin C....... 10g 12,000/- dated: 01-
11-13
Amino acid/ Multivitamin/
Expectorant Decontrolled/- Pack
of 30g, 50g, 100g,
Manufacturer 2509, 5009, 1kg,
5kg &10kg
219.| M/s Mallard | MALLJEST Powder Form-5 Me too needs Evidence of local
Pharmaceuticals confirmation availability
(Pvt) Limited, | Each Kg contains: Dy. No. 95 submitted, needs
Multan Propionic acid | dated : 11-11-10 conformation.
calcium....250gm Pharmacological
Propionic acid | 8000/- dated : 10- group  submitted

sodium....400mg
Acetanilide...150g
Magnesium oxide...125g
Iron II sulphate....400mg
Zinc sul[hate...... 100mg
Magnesium sulfate....200mg
Copper sulfate....450mg
Cobalt sulfate....400mg
Sodium Molibydate...100mg
Sodium chloride....20gm

11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 20, 100, , 250,
500, 1000gm &
2.5kg

needs clarification.
Source of active
and inactive
starting  materials
along with the role
of inactive starting
materials and the
justification of
their guantities
used, needs to be
submitted
Manufacturing
method of liquid
dosage form
submitted.However
the applied product
is oral powder.
Specifications  of
flavor & color
needs to be
submitted.

Copies of
monograph of
specifications  of
API are required.
Complete finished
product
specifications
along with
reference needs to




be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are
required.

. Undertaking  for
stability  studies,
Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.




220.

-do-

JI DARVISAL Liquid

Each 100ml contains:
Diaveridine HCL...1.920gm
Sulphaquinoxaline.....7.680gm
Anticoccidial

Manufacturer

Form-5

Dy. No. 105
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500ml, 1000ml &
2.5 liter

Darvifas  Oral

solution
Intervec
Sheikhupura

of

Source of active
and inactive
starting  materials
need to be
submitted.
Manufacturing
method submitted
is ambiguous.
Stepwise details of
manufacturing
process including
precautions/control
S required to
produce specified
guantities of the
drug applied for
registration neesd
to be submitted.
Specifications  of
APl along with
copy of monograph
needs to be
submitted.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of

production.
Last / latest
inspection  report

that should be
conducted with in
six months from
the date of




evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are
required.
Undertaking  for
stability  studies,
Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

221.

-do-

COCCI RETARD Liquid

Each ml contains:
Toltrazoril....25mg
Vitamin K....5mg
Intestinal & Ceacal
Coccidiosis

Manufacturer

Form-5

Dy. No. 94
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 30, 100, 150,
250, 500ml, 1000ml
& 2500ml

Me too need
confirmation.

Evidence of local
availability
submitted, needs
confirmation.
Firm has now
submitted the
revised, master
formulation which
is different from

the initial
submitted
formulation.
Clinical data

regarding the role
vitamin K has not
been provided.
This needs
clarification.

Source of active
and inactive
starting materials
along with the role
of inactive starting
materials and the
justification of
their guantities
used, needs to be




submitted

Revised
manufacturing
method is
submitted which is
again ambiguous.
SOP’s for cleaning
validation
procedures are not
provided.

Finished  product
specifications are
incomplete.
Complete
specifications
along with
reference needs to
be submitted.
Eviidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to

be submitted.
Undertaking to
submit the

specimen of label
(for approval) by
the manufacturer at
the start of
production..

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.




Packaging material
specifications are
required.

. Undertaking  for

stability  studies,
Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

222.

-do-

SHINA GOLD Drench

Each ml contains:
Oxyclozanide....62.50mg
Oxfendazole....25mg
Cobalt sulphate.....2mg
Sodium selenite....0.5mg

Anthelmintic

Manufacturer

Form-5

Dy. No. 437
dated : 10-11-10

8000/- dated : 15-
12-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,
1000, 2500ml

Me too needs
confirmation

Evidence of local
availability
submitted,  needs
conformation.
Pharmacological
group  submitted
needs clarification.
Source of active
and inactive
starting materials is
not submitted.
Stepwise details of
manufacturing
process including
precautions/control
S  required to
produce specified
guantities of the
drug applied for
registration neesd
to be submitted.
Copies of
monograph of
specifications  of
API are required.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference




standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are

required.
Undertaking  for
stability  studies,

Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

223.

-do-

TD-COL Plus Powder

Each kg powder contains:
Tylosin Tartrate.....100g
Doxycycline HCL....40g
Colistin sulphate....300MIU
Antibiotic

Manufacturer

Form-5

Dy. No. 106
dated : 10-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,

Me too needs
confirmation

Evidence of local
availability
submitted, needs
conformation.
Pharmacological
group  submitted
needs clarification.
Source of active
and inactive
starting  materials
needs to be
submitted




1000gm

Copies of
monograph of
specifications  of
API are required.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of

production.

air velocity and air
pressure are
required.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are
required.
Undertaking  for
stability  studies,




Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

224,

-do-

RENO-SOL Powder

Each 100gm contains:
Ammonium chloride....45gm
Magnesium sulphate....25gm
Sodium sulphate...25gm
Sorbitol....5gm

Diuretic

Manufacturer

Form-5

Dy. No. 106
dated : 10-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,
1000gm & 2.5kg

Renal
powder
Biolabs
Islamabad

Plus
of

Attested copy of
DML/ Renewal in
case of more than
five  years is

required.

Evidence of
approval of section
from Drug

Licensing Division
needs to be
submitted.
Pharmacological
group  submitted
needs clarification.
Revised master
formulation is
submitted which is
anbiguous. i.e.
guantities of API
submitted are not
in  conformamce
with label claim
Specifications  of
flavor & color
needs to be
submitted.

Copies of
monograph of
specifications  of
API are required.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be




submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.
Source of water
and specifications
needs to be
submitted.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.

. Packaging material
specifications are
required.
Undertaking  for
stability  studies,
Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.




225.

-do-

SHINA ZOLE Liquid 12.5%
Each ml contains:
Albendazole....125mg
Sodium selenite....1.67
Cobalt sulphate...0.5mg
Anthelmintic

Manufacturer

Form-5

Dy. No. 439 dated
15-12-10

8000/- dated : 15-
12-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,
1000, 2500ml

Me too status
needs
confirmation

Evidence of local
availability
submitted, needs
confirmation.
Source of active and
inactive starting
materials needs to
be submitted.
Specifications  of
flavor & color needs
to be submitted.
Copies of
monograph of
specifications of
API are required.
Complete  finished
product
specifications along
with reference needs
to be submitted.

Evidence of
approval of
technical staff from
licensing  division
needs to be
submitted.

Details of reference
standards need to be
submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection  report
that should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material




specifications  are

required.
Undertaking for
stability studies,

Pharmaceutical
development,

validation of
analytical  method
and process
validation are not as
per prescribed
format.
226. | -do- SHINAZAN Plus Liquid Form-5 Oxynil-K Source of active
suspension  of and inactive
Each ml contains: Dy. No. 436 dated | Attabak Pharma starting  materials

Oxyclozanide.....30mg
Levamisole....15mg
Cobalt sulphate....0.75mg
Sodium selenite...0.35mg
Vitamin K3...3mg

Anthelmintic

Manufacture

15-12-10

8000/- dated : 15-
12-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,
1000, 2500ml

needs to be
submitted.

Copies of
monograph of
specifications  of
API are required.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having




detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are

required.
Undertaking  for
stability  studies,

Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

227.

-do-

SHINA FAX Liquid
Each ml contains:
Oxfendazole....22.65mg
Zinc sulphate....2.6mg
Anthelmintic

Manufacturer

Form-5

Dy. No. 436 dated
15-12-10

8000/- dated : 15-
12-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 250, 500,
1000, 2500ml

Me too needs
confirmation

Evidence of local
availability
submitted, needs
confirmation.
Source of active and
inactive starting
materials needs to
be submitted.
Specifications  of
flavor & color needs
to be submitted.
Copies of
monograph of
specifications of
API are required.
Complete finished
product
specifications along
with reference needs
to be submitted.

Evidence of
approval of
technical staff from
licensing  division
needs to be
submitted.

Details of reference
standards need to be




submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection report
that should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications  are
required.
Undertaking for
stability studies,
Pharmaceutical
development,

validation of
analytical  method
and process
validation are not as
per prescribed
format.
228. | -do- JIENRO PLUS Liquid Form-5 Enrodine  Oral Source of active
solution of and inactive
Each 100ml contains: Dy. No. 107 Intervac starting  materials

Enrofloxacin HCL....10g
Amantadine HCL....4g

Antibacterial

Manufacturer

dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500ml, 1000ml

Sheikhupura

needs to be
submitted
Specifications  of
APl along with
copy of monograph
needs to be
submitted.
Complete finished
product
specifications
along with
reference needs to
be submitted.




Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are
required.
Undertaking  for
stability  studies,
Pharmaceutical
development,

validation of
analytical method
and process

validation are not
as per prescribed
format.

229.

-do-

NF-Chlor Powder

Each Kg contains:
Chlortetracycline...50g
Neomycin sulphate....12.5g

Form-5

Dy. No. 99
dated : 11-11-10

Me too status
needs
confirmation

Evidence of local
availability
submitted, needs
conformation.
Source of active and




Furaltadone HCL...40g
Antibiotic

Manufacturer

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500, 1000gm &
2.5kg

inactive starting
materials needs to
be submitted
Complete finished
product
specifications along
with reference needs
to be submitted.
Evidence of
approval of
technical staff from
licensing  division
needs to be
submitted.

Details of reference
standards need to be
submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection report
that  should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications  are
required.
Undertaking for
stability studies,
Pharmaceutical
development,

validation of
analytical  method
and process
validation per

prescribed format is
not submitted.




230.

-do-

Q.NCC 200Powder

Each 1kg powder contains:
Chlortetracycline......... 80gm
Bromhexine HCL...5g
Colistin Sulphate...4g
Neomycin....70gm

Antibiotic

Manufacturer

Form-5

Dy. No. 104
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500, 1000gm

Neocolicin Plus
oral powder of
Leads Pharma

Source of active and
inactive starting
materials needs to
be submitted
Complete
product
specifications along
with reference needs
to be submitted.

finished

Evidence of
approval of
technical staff from
licensing  division
needs to be
submitted.

Details of reference
standards need to be
submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection  report
that  should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications  are

required.
Undertaking for
stability studies,

Pharmaceutical
development,

validation of
analytical  method
and process
validation per

prescribed format is




not submitted

231.

-do-

ALBA-Z 10 Liquid
Each ml contains:
Albendazole...... 100mg
Zinc.....bmg

Anthelmintic

Manufacturer

Form-5

Dy. No. 103
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 30, 100, 150,
250, 500ml, 1000ml
& 2500ml

Me too needs
confirmation

Clinical data
regarding the role
of zinc is not

provided.
Source of active
and inactive

starting  materials
needs to be
submitted

SOP’s for cleaning
validation
procedures are not
provided.

Finished  product
specifications are
incomplete.
Complete
specifications
along with
reference needs to
be submitted.
Eviidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured




whether it is GMP
compliant or not
needs to be
submitted.

Packaging material
specifications are

required.
Undertaking  for
stability  studies,

Pharmaceutical
development,
validation of
analytical method
and process
validation per
prescribed format
is not submitted

232.

-do-

HEXIN Liquid

Each ml contains:
Albendazole .....25mg

Levamisole HCL...... 15mg
Anthelmintic

Manufacturer

Form-5

Dy. No. 98
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500ml, 1000ml &
2500ml

Me too status
needs to be
submitted

Evidence of local
availability needs
to be submitted.
Source of active
and inactive
starting  materials
along with the role
of inactive starting
materials and the
justification of
their guantities
used, needs to be
submitted
Specifications  of
APl along with
copy of monograph
needs to be
submitted.
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to




submit the
specimen of label
(for approval) by
the manufacturer at
the start of

production.
Last / latest
inspection  report

that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are

required.
Undertaking  for
stability  studies,

Pharmaceutical
development,
validation of
analytical method
and process
validation per
prescribed format
iS not submitted

233.

-do-

DEKA MAX Liquid

Each litre

contains:

Vitamin A....10,000,000IU
Vitamin D...2,000,000IU

Vitamin E.....4000mg

Vitamin K,2000kg
Vitamins

Manufacturer

Form-5

Dy. No. 94
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500ml, 1000ml &
2500ml

ADEK Excel
Oral solution of
Nawan Labs

Source of active and
inactive starting
materials needs to
be submitted
Finished product
specifications  are
not provided.
Complete
specifications along
with reference needs
to be submitted.

Eviidence of
approval of
technical staff from

licensing  division




needs to be
submitted.

Details of reference
standards need to be
submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection report
that should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications  are

required.
Undertaking for
stability studies,

Pharmaceutical
development,

validation of
analytical  method
and process
validation per

prescribed format is
not submitted

234.

-do-

FLOXAN Liquid

Each ml contains:
Enrofloxacin....100mg

Antibiotic

Manufacturer

Form-5

Dy. No. 94
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,

Me too needs
confirmation

Evidence of local
availability
submitted needs
confirmation.
Source of active
and inactive
starting materials
needs to be
submitted
Specifications  of
APl along with
copy of monograph




500ml,
2500ml

1000ml

&

needs to be
submitted.
Finished  product
specifications are
not provided.
Complete
specifications
along with
reference needs to
be submitted.
Eviidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from
the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are
required.
Undertaking  for
stability  studies,
Pharmaceutical
development,
validation of




analytical method
and process
validation per
prescribed format
is not submitted

235.

-do-

N.F.C Gold Powder

Each Kg contains:
Chlortetracycline

HCL...... 250gm

Neomycin sulphate...100gm
Sodium sulphate.....60gm
Vitamin A.....2,500,000IU
Vitamin D...500,000IU
Vitamin E....1gm

Vitamin C....100g

Antibiotic

Manufacturer

Form-5

Dy. No. 101
dated : 10-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 20, 100, , 250,
500, 1000gm &
2.5kg

Me too status
needs
confirmation

Evidence of local
availability
submitted, needs
conformation.
Revised master
formulation is
submitted which is
not in conformance
with the label claim.
Source of active and
inactive starting
materials needs to
be submitted
Copies of
monograph of
specifications of
API are required.
Complete  finished
product
specifications along
with reference needs
to be submitted.

Evidence of
approval of
technical staff from
licensing  division
needs to be
submitted.

Details of reference
standards need to be
submitted.
Undertaking to
submit the specimen
of label (for
approval) by the
manufacturer at the
start of production.
Last / latest
inspection  report
that  should be
conducted with in
six months from the
date of evaluation of
dossier and having
detailed assessment
of facility in which




the applied drug will
be manufactured
whether it is GMP
compliant or not
needs to be
submitted.

Packaging material
specifications  are

required.
Undertaking for
stability studies,

Pharmaceutical
development,

validation of
analytical  method
and process
validation per

prescribed format is
not submitted

236.

-do-

CTNF-205 Powder

Each gm contains:
Chlortetracycline...100mg
Neomycin sulphate....30mg
Furaltadone HCL...75mg
Antibiotic

Manufacturer

Form-5

Dy. No. 99
dated : 11-11-10

8000/- dated : 10-
11-10
12,000/- dated 20-
05-13

Decontrolled/- Pack
of 100, 150, 250,
500, 1000gm &
2.5kg

Trifle powder of
M/s Selmore
Pharmaceuticals

Source of active
and inactive
starting  materials
needs to be
submitted
Complete finished
product
specifications
along with
reference needs to
be submitted.
Evidence of
approval of
technical staff from
licensing division
needs to be
submitted.

Details of reference
standards need to
be submitted.
Undertaking to
submit the
specimen of label
(for approval) by
the manufacturer at
the start of
production.

Last / latest
inspection  report
that should be
conducted with in
six months from




the date of
evaluation of
dossier and having
detailed assessment
of facility in which
the applied drug
will be
manufactured
whether it is GMP
compliant or not
needs to be
submitted.
Packaging material
specifications are

required.
Undertaking  for
stability  studies,

Pharmaceutical
development,
validation of
analytical method
and process
validation per
prescribed format
is not submitted

d. Replies submitted in Deferred Cases

i. Deferred Cases in 242" Meeting of RB

Below mentioned products of M/s Novartis Pharma (Pakistan) Limited, 15 West Wharf, Karachi.

(Factory: Petaro Road, Jamshoro are deferred in the 242™ meeting of RB due to following reasons. Firm

requested a fast track approval of registration. Submitted for consideration please.

S/N

Name and
address  of
manufacture
r / Applicant

Brand Name
(Proprietary name +
Dosage Form +
Strength)

Composition

Pharmacological
Group

Finished
Specification

product

Type of
Form

Initial date,
diary

Fee
including
differential
fee

Demanded
Price / Pack
size

Remarks on
the
formulation
(if any)
including
International
status in
stringent
drug
regulatory
agencies /
authorities

Me-too status

Decision

Remarks by
Evaluator




GMP status
as depicted in
latest

inspection
report (with
date) by the
Evaluator
237. | M/s Novartis | ZUMATRAM Form 5D Tramadol Deferred for | a. Stabilit
Pharma Prolonged Release HCL submission y data as per
(Pakistan) Tablets Dy No 1102 | prolonged of ICH & WHO
Limited, 15 dated 24-10- | release tablet | application guidelines s
West Wharf, | Each prolonged 13 of Sandoz | on required.
Karachi. release tablet contains: Germany Form 5D
(Factory: Tramadol HCL 150mg | 20,000/- along
Petaro dated 23-05- | Firm has | with
Road, Analgesic 13 submitted the | requisite fee
Jamshoro. 40000/- GMP and latest
Manufacturer dated 24-10- | certificate GMP
13 issued on 25™ | report
90000/- November
dated 08-05- | 2014, based on
14 evaluation of
dated: 27"
Rs 346/- | May 2014.
Pack of 10’s
238. | M/s Novartis | ZUMATRAM Form 5D Tramadol Deferred for | a.Stability data
Pharma Prolonged Release HCL submission as per ICH &
(Pakistan) Tablets Dy No 1102 | prolonged of WHO
Limited, 15 dated 24-10- | release tablet | application guidelines is
West Wharf, | Each prolonged 13 of Sandoz | on required.
Karachi. release tablet contains: Germany Form 5D
(Factory: Tramadol HCL 200mg | 20,000/- along
Petaro dated 23-05- with
Road, Analgesic 13 requisite fee
Jamshoro. 40000/- and latest
Manufacturer dated 24-10- GMP
13 report
90000/-
dated 08-05-
14
Rs 346/-

Pack of 10’s




. Deferred in 245" Meeting of RB

Following products of M/s PharmEvo (Pvt) Limited are considered in the 245" meeting of registration

board and deferred due to below mentioned deficiencies. The firm has now rectified the said deficiencies

and requested for the grant of registration. Submitted for consideration of Registration Board.

S/IN Name  and | Brand Name Type of | Remarks on | Decision Remarks
address of | (Proprietary name + | Form the by
manufacturer | Dosage Form + formulation Evaluator
/ Applicant Strength) Initial date, | (if any)

diary including
Composition International
Fee status in
Pharmacological Group | including stringent
differential | drug
Finished product | fee regulatory
Specification agencies /
Demanded | authorities
Price / Pack
size Me-too status
GMP  status
as depicted in
latest
inspection
report (with
date) by the
Evaluator
239 M/s MAXOFEN Tablets Form-5D Muscle & | Deferred for | Stability
PharmEvo Back Pain | Confirmation | data needs
(Private) Each bilayered tablet | Dy.No: 162 | Relief Tablet | of to be
Limited, contains: dated 23-08- | of Registration submitted as
Karachi. Acetaminophen...325mg | 10 Pendopharm status in per
Methocarbamol....400mg Division  Of | Stringent ICH/WHO
15000/- De Regulatory guidelines
Muscle Relaxant dated 23-08- | Pharmascience | Agencies & Clinical
10 Inc  Canada | rectification | justification
Manufacturer (Health of following | needs to be
35,000/- Canada observations | submitted
dated 22-05- | Approved) 1. Firm has
13 given
reference of
Rs.  350/- USP for
Pack of 30’s active raw
Rs. 700/- material
Pack of 20’s specification
Rs.  1050/- s while
Pack of 30’s given detail



http://webprod5.hc-sc.gc.ca/dpd-bdpp/search-fast-recherche-rapide.do?code=11656&lang=eng
http://webprod5.hc-sc.gc.ca/dpd-bdpp/search-fast-recherche-rapide.do?code=11656&lang=eng
http://webprod5.hc-sc.gc.ca/dpd-bdpp/search-fast-recherche-rapide.do?code=11656&lang=eng
http://webprod5.hc-sc.gc.ca/dpd-bdpp/search-fast-recherche-rapide.do?code=11656&lang=eng
http://webprod5.hc-sc.gc.ca/dpd-bdpp/search-fast-recherche-rapide.do?code=11656&lang=eng

is not as
same as
givenin
USP

2. Evidence
is required
that firm has
bilayer
compression
machine.

240

-do-

IBUMAX Tablet

Each bilayer tablet
contains:

Ibuprofen USP....... 200
mg

Methocarbamol
USP......500 mg

Muscle Relaxant

Finished Product

Form5D
23-08-2010
Dy. No. 162
Rs. 15000 +
35000
10‘s= Rs
350
20°s=Rs
700

30°s =
1050

Rs

Robax
Patinum
Tablet of
Pfizer Canada

Copy of
challan of
balance fee

is given.

Firm has
given
reference of
USP for
active raw
material
specifications
while given
detail

is not as same
as given in
USP
Evidence is
required that
firm

has bilayer
compression
machine.

Me too New
drug
International
Methoxacet
tablet
available in
Canada

Stability
data needs
to be
submitted as
per
ICH/WHO
guidelines
Clinical
justification
needs to be
submitted

Deferred in 245" Meeting of RB

Following products of M/s Cibex Private Limited Karachi are deferred in the 245" meeting of

Registration Board due to below mentioned deficiencies. The firm has now rectified the shortcomings and

requested for registration.




SIN Name and | Brand Name Type of | Remarks on | Decision Remarks by
address of | (Proprietary name + | Form the Evaluator
manufacturer | Dosage  Form  + formulation (if
/ Applicant Strength) Initial date, | any) including

diary International
Composition status in
Fee stringent drug
Pharmacological including regulatory
Group differential | agencies /
fee authorities
Finished product
Specification Demanded | Me-too status
Price / Pack
size GMP status as
depicted in
latest
inspection
report  (with
date) by the
Evaluator
241] M/s Cibex | COVAST Capsule | Form5 BNF:Flomaxtra | Deferred for
Private 0.4mg XL of Astellas | rectification
Limited Dy No: 622 of
Karachi Each capsule contains: | dated 30-04- | Prostam of | following
Tamsulosin 14 highnoon observations:
HCL...0.4mg Lahore 1. Firm has
(sustained release | 20000/- applied for
pellets 0.2%) plain
As per SRO/ formulation
Alpha Adrenergic | Pack of 20’s while
Antagonist originator
formulation
Manufacturer is
modified
Source: Vision release.
Pharmaceuticals 2.
Islamabad. Availability
of
formulation
(plain) not
confirmed in
Stringent
DRA,s.
3. Fee for
import of
pellets,
Source ,
valid
and legalized
GMP

Certificate of




Source,
COA and
stability
studies
according to
zone IV-a of
pellets

are required.

242| -do- CIMPERO Tablet Form 5 Vesicare Deferred for | Firm has
28-04-2014 | tablet 5 mg final submitted the
Each film coated 20,000 reminder for | analytical
tablet contains As per PRC | Fenaso tablet rectification | method of
Solifenacin Pack size of | 5mg of API.
Succinate...5 mg 10°s by M/s following
Highnoon observation.
(Urinary 1. Analytical
antispasmodic) detail of
active raw
Manufacturer material
has not been
given.
243] -do- BALON Tablet Form 5 Methycobal in | Deferred for | Firm has now
500mcg 28-04-2014 | India clarification | submitted the
20,000 as master
Each tablet contains: As per PRC | Mecobal applied formulation
Mecobalamin...... Pack size of | 500mcg product is and
.. 500mcg 20°s by M/s uncoated manufacturing
(Vitamin B12) Nabigasim while method of
approved sugar coated
Manufacturer formulation | tablet
is sugar

coated.




244

-do-

CISPER tablet 135
Mg

Each film coated
tablet contains
Mebeverine HCL

(Antispasmodic)

BP

Form5
28-04-2014
20,000

As per PRC
Pack size of
30°s

International:
Mebeverine
Hcl 135mg
available in UK
Me too:
Colofac tablet
135mg by M/s
Highnoon

Deferred for
confirmation
of
registration
status in
Stringent
Regulatory
Agencies.

Applied tablet
is MHRA
Approved
(Colofac
Tablet of
BGP Products
UK)

iv. Deferred in 246™ Meeting of RB

Following products of M/s Benson Pharmaceuticals, Islamabad are deferred in the 246" meeting of

registration Board. Fir has now rectified the below mentioned shortcomings and requested for the grant of

registration. Submitted for consideration of Registration Board.

S/N

Name and
address of
manufactu
rer /
Applicant

Brand Name
(Proprietary
name + Dosage
Form +
Strength)

Composition

Pharmacologica
I Group

Finished
product
Specification

Type of Form

Initial
diary

date,

Fee including
differential fee

Demanded
Price /
size

Pack

Remarks
on the
formulation
(if any)
including
Internation
al status in
stringent
drug
regulatory
agencies /
authorities

Me-too
status

GMP status
as depicted
in latest
inspection
report
(with date)
by the
Evaluator

Decision

Remarks
Evaluator

by




245| -do- MOXI Tablets Form-5 Avelox Deferred  for
Tablets of | provision  of
Each film coated | Dy.No:272 Bayer assay method
tablet contains: dated 09-06-10 | Health Care | of Finished
Moxifloxacin as | 8000/- dated 09- | (USFDA) Product.
HCL....400mg 07-10
12000/-  dated | Avelox of
Fluoroquinolone | 12-09-13 Bayer
Health Care
Manufacturer As per SRO/ | Karachi
pack of 5’s
246| -do- Piclo Tablet Form 5 BNF: Deferred  for
Each film coated | 09-06-2010 Brexidol(Ch | correction in
tablet contains: Rs 8000 + iesi) coating &
Piroxicam (as 12000 specification of
beta 5’s as per SRO | Local: active material
cyclodextrin). .. Brexidol cap | & finished
............ 20 20mg by product.
mg M/s
Genome
NSAID
Firmis
Manufacturer operating at

satisfactory
level of
GMP
compliance
(1504-14)

v. Deferred in the 246™ Meeting of RB.

Below mentioned products of Veterinary liquid injectable (antibiotic) and Veterinary liquid injectable

(non antibiotic) section of M/s Izfaar Pharmaceuticals Industries are deferred in the 247" meeting of

Registration Board due non availability of TOC analyzer and liquid particle counter. The firm has now

submitted that they have purchased the aforesaid equipments and submitted the invoice in this regard. The

firm requested for the grant of registration of above mentioned sections

SIN

Name

manufactur
er
Applicant

and
address of

/

Brand Name
(Proprietary
name + Dosage
Form + Strength)

Composition

Pharmacological
Group

Finished product

Type of Form
Initial date,
diary

Fee including
differential fee

Demanded
Price /
size

Pack

Remarks
the

formulation (if

on

Decision

any) including
International

status in
stringent drug
regulatory
agencies /
authorities

Remarks




Specification

Me-too status

GMP status as

depicted in
latest
inspection
report  (with
date) by the
Evaluator
247) M/s  lIzfaar | TRIOZIN Form-5 Trisolizin  of | Deferred for
Pharmaceuti | Injection Star Labs | confirmation
cal 10-07-14  Dy. | Lahore. of TOC
Industries, Each ml contains: | No: 64 analyzer and
Lahore Sulphadiazine..... The CLB in its | liquid particle
400mg 20,000/- 236™ meeting | counter.
Veterinary Trimethoprim... of Registration
Liquid ...80mg Decontrolled/ Board
Injection 50ml vial approved  the
(General Antibiotic grant of DML
Antibiotic) with following
Manufacturer sections
namely:
Veterinary
Liquid
Injection
(General
Antibiotic)
b. Veterinary
Liquid
Injection
(General)
248 -do- TYLOGEN Form-5 Tygent Deferred  for
Injection Injection of | confirmation
03-07-14  Dy. | Selmore of TOC
Each ml contains: | No: 15 Pharmaceutical | analyzer and
Tylosin s Lahore liquid particle
Tartrate....10mg 20,000/- counter.
Gentamicin as
sulphate.....50mg | Decontrolled/
50ml vial
Antibiotic
Manufacturer
249 -do- OXY FAR LA | Form-5 Oxy-LA Deferred  for
Injection injection of | confirmation
10-07-14  Dy. | Selmore of TOC
Each ml contains: | No: 63 Pharmaceutical | analyzer and
Oxytetracycline s, Lahore liquid particle
as 20,000/- counter.




Hydrochloride...

....200mg Decontrolled/
100ml vial
Antibiotic
Manufacturer
250| -do- OoXY FAR | Form-5 Oxy-5 injection | Deferred  for
Injection of Selmore | confirmation
10-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 63 s, Lahore analyzer and
Oxytetracycline liquid particle
as 20,000/- counter.
Hydrochloride...
....50mg Decontrolled/
50ml Vial
Antibiotic
Manufacturer
251| -do- ENRO-100 Form-5 Enroxsel of | Deferred  for
Injection Selmore confirmation
03-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 17 s Lahore analyzer and
Enrofloxacin....10 liquid particle
Omg 20,000/- counter.
Fluoroqunolone Decontrolled/
Antibacterial 50ml vial
252| -do- FLOXIN Injection | Form-5 I-Fom of | Deferred for
International confirmation
Each ml contains: | 03-07-14  Dy. | Pharma Labs | of TOC
Oxytetracycline as | No: 19 Lahore analyzer and
HCL.....300mg liquid particle
20,000/- counter.
Flunixin as
Meglumine...... 2 | Decontrolled/
Omg 50ml vial
Antibiotic/
Analgesic, Anti-
inflammatory
Manufacturer
253 -do- TYLOFAR Form-5 Tylosel of | Deferred for
Injection Selmore confirmation
03-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 15 s, Lahore analyzer and
Tylosin liquid particle
Tartrate...... 200m | 20,000/- counter.




g

Decontrolled/

Antibiotic 50ml vial
254| -do- Ketoxay LA Form-5 Oxyfen-LA of | Deferred for
Selmore confirmation
Each ml contains: | 03-07-14  Dy. | Pharmaceutical | of TOC
Oxytetracycline as | No: 19 s, Lahore analyzer and
HCL....... 200mg liquid particle
Ketoprofen....30m | 20,000/- counter.
g
Decontrolled/
Antibiotic/ 50ml vial
Analgesic
Manufacturer
255| -do- TYLOPRIM Form-5 Tylotrim of | Deferred for
Injection Selmore confirmation
03-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 15 s Lahore analyzer and
Sulphamethoxypy liquid particle
ridazine...... 150m | 20,000/- counter.
g
Trimethoprim... Decontrolled/
...30mg 50ml vial
Tylosin
tartrate.....50mg
Antibiotic
Manufacturer
256| -do- DICOTYL Form-5 Bacticom  of | Deferred for
Injection Selmore confirmation
03-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 17 s Lahore analyzer and
Tylosin liquid particle
tartrate....50mg 20,000/- counter.
Colistin
sulphate.....10mg | Decontrolled/,
Dimetridazole..... | 50ml vial
100mg
Antibiotic/  Anti-
Protozoal
Manufacturer
257| -do- IVERIN Injection | Form-5 Actimec Deferred  for
Injection of | confirmation
Each ml contains: | 03-07-14  Dy. | Selmore of liquid




Ivermectin....10m | No: 14 Pharmaceutical | particle
g s Lahore counter.
20,000/-
Anthelmintic
Decontrolled/
BP 50ml vial
258 -do- PARACTIN Form-5 Elvomec D/S | Deferred for
Injection of Elko | confirmation
03-07-14  Dy. | Karachi of liquid
Each ml contains: | No: 14 particle
Ivermectin....20m counter.
g 20,000/-
Anthelmintic Decontrolled/
50ml vial
BP
259 -do- MELOXAM Form-5 Me too status | Deferred for
Injection needs confirmation
03-07-14  Dy. | confirmation of TOC
Each ml contains: | No: 14 analyzer and
Meloxicam....... 7. liquid particle
5mg 20,000/- counter.
Analgesic/  Anti- | Decontrolled/ 50
inflammatory ml vial
BP
260| -do- B-Vita Injection Form-5 B-Vita of | Deferred for
Kakasian confirmation
Each ml contains: | 03-07-14  Dy. | Pharma Lahore | of TOC
Cyanocobalamin No: 15 analyzer and
.....125mcg liquid particle
20,000/- counter.
Vitamin
Decontrolled/
USP Pack of 50 ml
vial
261| -do- ADE-FAR Form-5 Nawan Deferred  for
Injection Laboratories confirmation
03-07-14  Dy. | Karachi of TOC
Each ml contains: | No: 17 analyzer and
Vitamin liquid particle
A....... 100,000IU | 20,000/- counter.
Vitamin

D3...... 40,000IU
Vitamin

Vitamin and
Growth promoters

Decontrolled/
50ml vial




Manufacturer

262| -do- VITOBION Form-5 Thiaprin Deferred  for
Injection Injection of | confirmation
03-07-14  Dy. | Star Labs | of TOC
Each ml contains: | No: 15 Karachi analyzer and
Thiamine liquid particle
HCL...... 5mg 20,000/- counter.
Riboflavin...... 2.5
mg Decontrolled/ 50
Pyridoxine ml vial
HCL...... 2.5mg
Nicotinamide......
37.5mg
Vitamin
Manufacturer
263| -do- HEPAFAR Form-5 Hepaguard of | Deferred for
Injection Star Labs | confirmation
03-07-14  Dy. | Lahore of TOC
Each ml contains: | No: 15 analyzer and
Phenoxy-2- liquid particle
methyl-2- 20,000/- counter.
propionic
acid.....100mg Decontrolled/
50ml vial
Hepatoprotectant/
Liver Tonic
Manufacturer
264| -do- IMIDO-FAR Form-5 IMIPRO of | Deferred  for
Injection Selmore confirmation
03-07-14  Dy. | Pharmaceutical | of TOC
Each ml contains: | No: 15 s, Lahore analyzer and
Imidocarb liquid particle
dipropionate....... 20,000/- counter.
120mg
Decontrolled/
Antiprotozoal 50ml vial
265| -do- AAVIL Injection | Form-5 Anril Injection | Deferred  for
of Syman | confirmation
Each ml contains: | 03-07-14  Dy. | Pharma Lahore | of TOC
Pheniramine No: 15 analyzer and
maleate.....11.35 liquid particle
mg 20,000/- counter.

Antihistamine

Decontrolled/
50ml vial




Manufacturer
266| -do- ATRO Injection Form-5 Atrovet Deferred  for
Injection of | confirmation
Each ml contain: 03-07-14  Dy. | Selmore of TOC
Atropine No: 15 Pharmaceutical | analyzer and
Sulphate.....lmg s Lahore liquid particle
20,000/- counter.
Anti-muscarinic
Decontrolled/
BP Pack of 50ml
vial
vi. Deferred in the 247" Meeting of RB.

Below mentioned products of M/s MeDLay Pharmaceuticals, Taxilla are deferred in the 247" meeting of
registrion board due to non submission of latest GMP status. The firm has now submitted the latest GMP
inspection report of dated: 07-01-15 in which the panel recommended to issue the GMP certificate of
tablet, capsule and liquid section (general). However the panel also recommended few improvements in
the liquid injectable section, of which firm has submitted that they have rectified most of the
shortcomings in liquid injectable and submitted the compliance report. The firm has now requested to
grant registrations of tablet capsule and liquid oral liquid section. Submitted for consideration of

Registration Board.
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Evaluator

267. | M/s LINZO Tablet | Form-5 Zyvox  of | 1. Deferred for
MeDLey | 600mg Pharmacia | submission of
Pharmace Dy. No. 875 | Limited UK | latest
uticals, Each film coated | dated : 08-11-10 GMP report.
Wah tablet contains: Ecasil 2. Final notice
Cantt, Linezolid....600 | 8000/- dated Tablet  of | for
Rawalpind | mg 10-11-10 Sami rectification of
i Pharmaceuti | shortcomings/
Antibiotic 12000/- dated: | cals, observations
19-07-13 Karachi
Manufacturer
As per SRO/
Pack of 12’s
268. | -do- MOXILEY Form-5 Not 1. Deferred for | Evidence of
Tablets available in | submission of | availability in
Dy. No. 870 | SRA’s latest SRA’s is not
Each film coated | dated : 10-11-10 GMP report provided.
tablet contains: Me too not | and
Moxifloxacin as | 8000/- dated submitted confirmation of | Evidence of
HCL....200mg 10-11-10 international local
availability in availability is
Fluoroguinolone | 12000/- dated: reference not submitted
19-07-13 SRA’s. by the firm.
Manufacturer 2. Final notice
As per SRO/ for

Pack of 1x5’s

rectification of
shortcomings/
Observations.




269. | -do- PAROXI CR | Form-5 Paxil CR of | 1. Deferred for
Tablet 25mg Apotex Labs | submission of
Dy. No. 871 | (USFDA latest
Each controlled | dated : 10-11-10 | Approved) GMP report.
release tablet 2. Final notice
contains: 8000/- dated Paraxyl CR | for
Paroxetine as | 10-11-10 Tablets  of | rectification of
HCL.....25mg CCL Labs | shortcomings/
12000/- dated: | Lahore observations
Antidepressant 19-07-13
Manufacturer As per SRO/
Pack of 100’s
270. | -do- DEXIMED Form-5 Seractil 1. Deferred for
Tablets 400mg tablets submission of
Dy. No. 862 |400mg of | latest
Each film coated | dated : 10-11-10 | Genus GMP report.
tablet contains: Pharmaceuti | 2. Final notice
Dexibuprofen.... | 8000/- dated cals for
.400mg 10-11-10 (MHRA) rectification of
shortcomings/
NSAID 12000/- dated: | Dexifin  of | observations
19-07-13 ICI Pakistan
Manufacturer
As per SRO/
Pack of 30
tablets
271. | -do- DEXIMED Form-5 Not found in | 1. Deferred for | Availability in
Suspension SRA’s submission of | SRA’s is not
100mg/5ml Dy. No. 865 latest submitted by
dated : 10-11-10 | Tercica of | GMP report the firm
Each 5ml Sami and
contains: 8000/- dated Pharmaceuti | confirmation of
Dexibuprofen... | 10-11-10 cals, international
....100mg Karachi availability in
12000/-  dated: reference
NSAID 19-07-13 SRA’s.
2. Final notice
Manufacturer As per SRO/ for
Pack of 60ml rectification of
bottle shortcomings/

Observations.




272. | -do- T-DOL Plus | Form-5 Tramacet 1. Deferred for
Tablets tablets  of | submission of
Dy. No. 868 | Grunenthel | latest
Each film coated | dated : 08-11-10 | Pharma UK | GMP report.
tablet contains: 2. Final notice
Paracetamol...... 8000/- dated Tonoflex-P | for
325mg 10-11-10 of Sami | rectification of
Tramadol Karachi shortcomings/
HCL....37.5mg | 12000/- dated: observations
19-07-13
Non-opiod
analgesic As per SRO/
Pack of 1x10’s
Manufacturer
273. | -do- FYLO Tablets Form-5 Not found in | Evidence of | Availability in
SRA’s availability in | SRA’s is not
Each film coated | Dy. No. 867 SRA’s is not | submitted by
tablet contains: dated : 08-11-10 | Unifylline submitted by | the firm
Doxofylline...... tablet of | the firm.
400mg 8000/- dated Platinum
10-11-10 Pharma
Antiasthmatic Karachi
12000/-  dated:
Manufacturer 19-07-13
As per SRO/
Pack of 1x10’s
274. | -do- IBUMED Form-5 Amcal 1. Deferred for
Tablets 200mg (Ibuprofen submission of
Dy. No. 872 |200mg latest
Each film coated | dated : 10-11-10 | tablet-film GMP report.
tablet contains: coated) of | 2. Final notice
Ibuprofen.....200 | 8000/- dated Sigma for
mg 10-11-10 Company rectification of
(TGA shortcomings/
NSAID 12000/- dated: | Approved) observations
19-07-13
BP Ifen tablets
As per SRO/ | of Adamjee
Pack of 100’s Pharmaceuti

cals Karachi




275. | -do- ANTIDEP XR | Form-5 Pristig  XR | 1. Deferred for
Tablets 50mg tablet of | submission of
Dy. No. 866 | Wyeth latest
Each film coated | dated : 10-11-10 | Pharms GMP report.
tablet contains: 2. Final notice
Desvenlafaxine | 8000/- dated Denla XR | for
as 10-11-10 tablets  of | rectification of
succinate...50m Semos shortcomings/
g 12000/- dated: | Pharma observations
19-07-13 Karachi
Antidepressant
As per SRO/
Manufacturer Pack of 1x5°s
276. | -do- LETRO Tablets | Form-5 Femara of | 1. Deferred for
2.5mg Novartis submission of
Dy. No. 873 | (USFDA) latest
Each film coated | dated : 10-11-10 GMP report.
tablet contains: Femara of | 2. Final notice
Letrozole...... 2. | 8000/- dated Novartis for
5mg 10-11-10 Karachi rectification of
shortcomings/
Non-steroidal 12000/-  dated: observations
aromatase 19-07-13
inhibitor
As per SRO/
USP Pack of 30’s
277. | -do- BROMO Form-5 Bromocripti | 1. Deferred for
Tablets2.5mg ne tablets | submission of
Dy. No. 869 |25mg of | latest
Each tablet | dated : 10-11-10 | Meda GMP report.
contains: Pharmaceuti | 2. Final notice
Bromocriptine as | 8000/- dated cals for
mesylate...... 2.5 | 10-11-10 (MHRA) rectification of
mg shortcomings/
12000/- dated: | Brotin  of | observations
Antiparkinsonian | 19-07-13 Shaigan
agent Pharmaceuti
As per SRO/ | cals
USP Pack of 30’s Islamabad




vii. Cases deferred in 246™ meeting

S/IN | Name and address | Brand Name Type of Form | Decision of | Remarks on the formulation (if
of manufacturer / ) o Previous Meeting | any) including International
Applicant (Proprietary Initial  date, status in stringent  drug

Eame + Dosage | diary regulatory agencies /
S‘Srrer:gth) * Fee including authorities
differential fee Me-too status

Composition

| Demanded GMP status as depicted in
Pharmacologic | Price / Pack latest inspection report (with
al Group Size date) by the Evaluator
Finished
product
Specification

278. | M/s Sami | Gasicol Form 5 Deferred for | BNF: Gaviscon Advance
Pharmaceuticlas Chewable 03-04-2014 confirmation  of
(Pvt.) Limited, F-95, | Tablets (201) Me-too status | Form 5-D
S.I.T.E. Karachi- | Each Chev_vable otherwise  apply Very good, Panel recommends
Pakistan. tablet contains:- | Rs. 20,000/- on form -5D . .

. ) all the additional sections as per
Sodium Rs. 5 per | alongwith approved layout plan. (24-06-14)
Alginate(BP)... | Tablet, Rs. | requisite fee &
500mg 80/16’s other codal | 1, The Firm has submitted
Potassium formalities. (M- Form 5-D and additional
Bicarbonate 246) fee of Rs. 30,000/- on
(BP)...100mg
(Antacid) 06.01.15.

(Manufacturer’s
Spec.s)

2. Stability Studies
conducted according to
ICH/WHO guidelines for
Zone IV-a are required.




viii.  Deferred cases of Pregabalin.
Evaluator-V
Sr. | Name and | Brand Name Type of Form International Remarks / Observations
No. | address of | (Proprietary name status in
Manufacturer /| + Dosage form + | Initial date, diary. | stringent
Applicant Strength) regulatory
Fee including | agencies
Composition differential fee
Me-too status
Pharmacological Demanded Price /
Group Pack size GMP status as
depicted in
Finished product inspection
specification report (dated)
279. | M/s Mediate | Medirica 50mg Form-5 LYRICA 1) Rs. 8,000/- fee challan
Karachi. Capsule Fee challans Capsules 50mg was not available in the
Rs.8000/- require | US FDA registration application, firm
Each Capsule verification was informed accordingly.
contains: GABICA However, the copies of
Pregablin ...50mg | Rs.12,000/- Capsules 50mg challans need verification
27-10-2014 Getz from accounts dept, drap.
(Alpha 2 Delta 2) Indications, dosage and
Ligand) Rs.250/14’s Inspection report | administration  information
dated 24-11- | to be submitted as approved
Manufacturers 2014. by reference drug agencies
specifications e.g., FDA, TGA, MHLW,
EMA and Health Canada.
Firm has included off label
indications and comparative
dosage of Pregabalin with
Gabapentin.
3) Evidence of approval of
section /  manufacturing
facility.
4) FID in his report dated
24-11-2014 advised firm to
purchase Auto HPLC due to
large number of products
and to purchase one more
stability chamber. As per
equipment list, only one
stability chamber is available
with firm.,
280. | -do- Medirica 100mg Form-5 LYRICA 1) Rs. 8,000/- fee challan
Capsule Fee challans Capsules 100mg | was not available in the
Rs.8000/- require US FDA registration application, firm
Each Capsule verification was informed accordingly.




contains:
Pregablin ....100mg

(Alpha 2 Delta
Ligand)

Manufacturers
specifications

Rs.12,000/-
27-10-2014

Rs.450/14°s

GABICA
Capsules 100mg
Getz

However, the copies of
challans need verification
from accounts dept, drap.

2) Indications, dosage and
administration  information
to be submitted as approved
by reference drug agencies
e.g., FDA, TGA, MHLW,
EMA and Health Canada.
Firm has included off label
indications and comparative
dosage of Pregabalin with
Gabapentin.

3) Evidence of approval of
section / manufacturing
facility.

4) FID in his report dated
24-11-2014 advised firm to
purchase Auto HPLC due to
large number of products
and to purchase one more
stability chamber. As per
equipment list, only one
stability chamber is available
with firm.

281.

-do-

Medirica 150mg
Capsule

Each Capsule
contains:
Pregablin ....150mg

(Alpha 2 Delta
Ligand)

Manufacturers
specifications

Form-5

Fee challans
Rs.8000/- require
verification

Rs.12,000/-
27-10-2014

Rs.600/14’s

LYRICA
Capsules 150mg
US FDA

GABICA
Capsules 150mg
Getz

1) Rs. 8,000/- fee challan
was not available in the
registration application, firm
was informed accordingly.
However, the copies of
challans need verification
from accounts dept, drap.

2) Indications, dosage and
administration  information
to be submitted as approved
by reference drug agencies
e.g., FDA, TGA, MHLW,
EMA and Health Canada.
Firm has included off label
indications and comparative
dosage of Pregabalin with
Gabapentin.

3) Evidence of approval of
section / manufacturing
facility.

4) FID in his report dated
24-11-2014 advised firm to
purchase Auto HPLC due to
large number of products
and to purchase one more
stability chamber. As per




equipment list, only one
stability chamber is available
with firm.,

282. | -do- Medirica 75mg Form-5 LYRICA 1) Rs. 8,000/- fee challan
Capsule Fee challans Capsules 75mg was not available in the
Rs.8000/- require US FDA registration application, firm
Each Capsule verification was informed accordingly.
contains: GABICA However, the copies of
Pregablin ....75mg | Rs.12,000/- Capsules 75mg challans need verification
27-10-2014 Getz from accounts dept, drap.
(Alpha 2 Delta 2) Indications, dosage and
Ligand) Rs.350/14’s administration  information
to be submitted as approved
Manufacturers by reference drug agencies
specifications e.g., FDA, TGA, MHLW,
EMA and Health Canada.
Firm has included off label
indications and comparative
dosage of Pregabalin with
Gabapentin.
3) Evidence of approval of
section / manufacturing
facility.
4) FID in his report dated
24-11-2014 advised firm to
purchase Auto HPLC due to
large number of products
and to purchase one more
stability chamber. As per
equipment list, only one
stability chamber is available
with firm.
283. | M/s Macter Int. | Raxis 75mg Form-5 LYRICA
(Pvt) Ltd., F-216, | Capsule Rs.8000/- Capsules 75mg
S.I.T.E., Karachi. 04-03-2008 US FDA
Each Capsule
contains: Rs.12,000/- GABICA
Pregabalin ....75mg | 22-05-2013 Capsules 75mg

(Anti convulsants)

Manufacturers
specifications

Per capsule Rs. 95/-
Per pack Rs.1330/-

Getz

Inspection report
dated 13-10-
2014. Process
and practices of
the firm found to
be in accordance
with cGMP
practices.

Capsule
(General) section




mentioned in
panel inspection
report dated 06-
11-2014.

284. | M/s Macter Int. | Raxis 150mg Form-5 LYRICA
(Pvt) Ltd., F-216, | Capsule Rs.8000/- Capsules 150mg
S.I.T.E., Karachi. 04-03-2008 US FDA
Each Capsule
contains: Rs.12,000/- GABICA
Pregabalin 22-05-2013 Capsules 150mg
....150mg Getz
Per capsule Rs.
(Anti convulsants) | 155/- Inspection report
Per pack Rs.2170/- | dated 13-10-
Manufacturers 2014. Process
specifications and practices of
the firm found to
be in accordance
with cGMP
practices.
Capsule
(General) section
mentioned in
panel inspection
report dated 06-
11-2014.
285. | M/s Macter Int. | Raxis 300mg Form-5 LYRICA
(Pvt) Ltd., F-216, | Capsule Rs.8000/- Capsules 300mg
S.I.T.E., Karachi. 04-03-2008 US FDA
Each Capsule
contains: Rs.12,000/- GABICA
Pregabalin 22-05-2013 Capsules 300mg
....300mg Getz

(Anti convulsants)

Manufacturers
specifications

Per capsule Rs.
230/-
Per pack Rs. 3220/-

Inspection report
dated 13-10-
2014, Process
and practices of
the firm found to
be in accordance
with cGMP
practices.

Capsule
(General) section
mentioned in
panel inspection
report dated 06-
11-2014.




286. | M/s PharmEvo | Ablin 50mg Form-5 LYRICA 1) Firm has applied for a
(Pvt) Ltd., Plot No. | Capsule Rs.8000/- Capsules (25, 50, | granules  filled  capsule
A-29, North | Capsule 05-04-2008 75, 100, | dosage form, prepared by
Western Industrial | Each Capsule 150,200, 225 and | wet granulation, while the
Zone, Port Qasim, | contains: Rs.12,000/- 300mg) internationally available
Karachi. Pregabalin ....50mg | 23-04-2014 US FDA formulations are  powder

(Anti depressant) filled capsules, prepared by
Manufacturers Rs.200/14’s GABICA de-lumping, blending and
specifications Capsules (50, 75, | encapsulation. Moreover,
100, 150 and | justification for the granule
300mg) filled capsule dosage form
Getz has not been provided and
effect of granulation on
GMP inspection | dissolution profile variation
report dated 20- | from reference brands has
03-2013 not been explained.
provided. GMP | 2) Justification for the use of
compliance found | manufacturer’s spec., Iron
good at time of | Oxide Yellow color
inspection. required. Moreover,
clarification required
whether the aforesaid color
is pharmaceutical (or
FD&C) grade.
3) Latest GMP inspection
report required.
4) Clarification or
rectification for the proposed
pharmacological group (Anti
- depressant) not provided.

287. | M/s PharmEvo | Ablin 75mg Form-5 LYRICA 1) Firm has applied for a
(Pvt) Ltd., Plot No. | Capsule Rs.8000/- Capsules (25, 50, | granules  filled  capsule
A-29, North | Capsule 05-04-2008 75, 100, | dosage form, prepared by
Western Industrial | Each Capsule 150,200, 225 and | wet granulation, while the
Zone, Port Qasim, | contains: Rs.12,000/- 300mg) internationally available
Karachi. Pregabalin ....75mg | 23-04-2014 US FDA formulations are  powder

(Anti depressant) filled capsules, prepared by
Manufacturers Rs.250/14’s GABICA de-lumping, blending and
specifications Capsules (50, 75, | encapsulation. Moreover,
100, 150 and | justification for the granule

300mg) filled capsule dosage form

Getz has not been provided and

effect of granulation on

GMP inspection | dissolution profile variation

report dated 20-
03-2013
provided. GMP
compliance found
good at time of
inspection.

from reference brands has
not been explained.

2) Justification for the use of
manufacturer’s spec., lake
green color required.
Moreover, clarification




required whether the
aforesaid color is
pharmaceutical (or FD&C)
grade.

3) Latest GMP inspection
report required.

4) Clarification or
rectification for the proposed
pharmacological group (Anti
- depressant) not provided.

288. | M/s PharmEvo | Ablin 100mg Form-5 LYRICA 1) Firm has applied for a
(Pvt) Ltd., Plot No. | Capsule Rs.8000/- Capsules (25, 50, | granules  filled  capsule
A-29, North | Capsule 05-04-2008 75, 100, | dosage form, prepared by
Western Industrial | Each Capsule 150,200, 225 and | wet granulation, while the
Zone, Port Qasim, | contains: Rs.12,000/- 300mg) internationally available
Karachi. Pregabalin 23-04-2014 US FDA formulations are  powder

eerieiee.. 100mg filled capsules, prepared by
(Anti depressant) Rs.300/14’s GABICA de-lumping, blending and
Manufacturers Capsules (50, 75, | encapsulation. Moreover,
specifications 100, 150 and | justification for the granule
300mg) filled capsule dosage form
Getz has not been provided and
effect of granulation on
GMP inspection | dissolution profile variation
report dated 20- | from reference brands has
03-2013 not been explained.
provided. GMP | 2) Justification for the use of
compliance found | manufacturer’s spec., Iron
good at time of | Oxide Red color required.
inspection. Moreover, clarification
required whether the
aforesaid color is
pharmaceutical (or FD&C)
grade.
3) Latest GMP inspection
report required.
4) Clarification or
rectification for the proposed
pharmacological group (Anti
- depressant) not provided.

289. | M/s PharmEvo | Ablin 150mg Form-5 LYRICA 1) Firm has applied for a
(Pvt) Ltd., Plot No. | Capsule Rs.8000/- Capsules (25, 50, | granules  filled  capsule
A-29, North | Capsule 05-04-2008 75, 100, | dosage form, prepared by
Western Industrial | Each Capsule 150,200, 225 and | wet granulation, while the
Zone, Port Qasim, | contains: Rs.12,000/- 300mg) internationally available
Karachi. Pregabalin 23-04-2014 US FDA formulations are powder

....150mg filled capsules, prepared by
(Anti depressant) Rs.400/14’s GABICA de-lumping, blending and
Manufacturers Capsules (50, 75, | encapsulation. Moreover,
specifications 100, 150 and | justification for the granule

300mg)

filled capsule dosage form




Getz

GMP inspection
report dated 20-
03-2013

provided. GMP
compliance found
good at time of

has not been provided and
effect of granulation on
dissolution profile variation
from reference brands has
not been explained.

2) Justification for the use of
manufacturer’s spec., Sunset
yellow lake color required.

inspection. Moreover, clarification
required whether the
aforesaid color is
pharmaceutical (or FD&C)
grade.
3) Latest GMP inspection
report required.
4) Clarification or
rectification for the proposed
pharmacological group (Anti
- depressant) not provided.
290. | M/s PharmEvo | Ablin 300mg Form-5 LYRICA 1) Firm has applied for a
(Pvt) Ltd., Plot No. | Capsule Rs.8000/- Capsules (25, 50, | granules  filled  capsule
A-29, North | Capsule 05-04-2008 75, 100, | dosage form, prepared by
Western Industrial | Each Capsule 150,200, 225 and | wet granulation, while the
Zone, Port Qasim, | contains: Rs.12,000/- 300mg) internationally available
Karachi. Pregabalin 23-04-2014 US FDA formulations are powder
....300mg filled capsules, prepared by
(Anti depressant) Rs.725/14’s GABICA de-lumping, blending and
Manufacturers Capsules (50, 75, | encapsulation. Moreover,
specifications 100, 150 and | justification for the granule
300mg) filled capsule dosage form
Getz has not been provided and
effect of granulation on
GMP inspection | dissolution profile variation
report dated 20- | from reference brands has
03-2013 not been explained.
provided. GMP | 2) Latest GMP inspection
compliance found | report required.
good at time of | 3) Clarification or
inspection. rectification for the proposed
pharmacological group (Anti
- depressant) not provided.
291. | M/s Genix Pharma | Epilep 75mg Form-5 LYRICA 1) Evidence of approval of
(Pvt) Ltd., 44-45B, | Capsule Rs.8000/- Capsules (75mg) | capsule section required.
Korangi Creek | Capsule 21-08-2008 US FDA 2) Evidence of approval of
Road, Karachi. Each Capsule Rs.12,000/- technical staff required as
contains: 14-07-2014 GABICA Q.C In-Charge is different in

Pregabalin ....75mg
(Anti Epileptic)
Manufacturers
specifications

Rs.2028.60/14’s

Capsules (75mg)
Getz

Inspection report
dated 27-11-

DML and Form-5.




2014, All
production,

quality assurance
and quality
control areas are
found working in
good compliance

with GMP
guidelines.

292. | M/s Genix Pharma | Epilep 100mg Form-5 LYRICA 1) Evidence of approval of
(Pvt) Ltd., 44-45B, | Capsule Rs.8000/- Capsules 100mg | capsule section required.
Korangi Creek | Capsule 31-12-2008 US FDA 2) Evidence of approval of
Road, Karachi. Each Capsule Rs.12,000/- technical staff required as

contains: 14-07-2014 GABICA Q.C In-Charge is different in
Pregabalin Rs.2500/14’s Capsules 100mg | DML and Form-5.
....100mg Getz
(Anti Epileptic)
Manufacturers Inspection report
specifications dated 27-11-

2014. All

production,

quality assurance

and quality

control areas are

found working in

good compliance

with GMP

guidelines.

293. | M/s Genix Pharma | Epilep 200mg Form-5 LYRICA 1) Evidence of approval of
(Pvt) Ltd., 44-45B, | Capsule Rs.8000/- Capsules 200mg | capsule section required.
Korangi Creek | Capsule 31-12-2008 US FDA 2) Evidence of approval of
Road, Karachi. Each Capsule Rs.12,000/- technical staff required as

contains: 14-07-2014 SYNGAB Q.C In-Charge is different in
Pregabalin Rs.3500/14’s Capsules 200mg | DML and Form-5.
....200mg M/s Atco
(Anti Epileptic)
Manufacturers Inspection report
specifications dated 27-11-

2014. All

production,

quality assurance

and quality

control areas are

found working in

good compliance

with GMP

guidelines.

294. | M/s Genix Pharma | Epilep 300mg Form-5 LYRICA 1) Evidence of approval of
(Pvt) Ltd., 44-45B, | Capsule Rs.8000/- Capsules 300mg | capsule section required.
Korangi Creek | Capsule 31-12-2008 US FDA 2) Evidence of approval of

Each Capsule Rs.12,000/- technical staff required as




Road, Karachi.

contains:
Pregabalin
....300mg

(Anti Epileptic)
Manufacturers
specifications

14-07-2014
Rs.4500/14’s

GABICA
Capsules 300mg
Getz

Inspection report
dated 27-11-
2014. All
production,

quality assurance
and quality
control areas are
found working in
good compliance

Q.C In-Charge is different in
DML and Form-5.

with GMP
guidelines.

295. | M/s Barrett | Pregalin 75mg Form-5 LYRICA 1) Copy of inspection report
Hodgson,  F/423 | Capsule Rs.8000/- Capsules 75mg | conducted on 14" — 15"
SITE, Karachi. Capsule 31-03-2009 US FDA May, 2013 has been

Each Capsule Rs.12,000/- provided. Conclusion was

contains: 14-11-2014 GABICA that firm has good facilities

Pregabalin ....75mg | Rs.850/14’s Capsules 75mg for compliance of cGMP

(Anti Convulsant) Getz requirements.

Manufacturers 2) Firm has applied for

specifications regularization of existing
facility and Capsule General
section is mentioned in Drug
Licensing sections’ letter
No. F. 2-4/97-Lic (Vol-IlI)
dated 23/07/2014. Firm has
been advised to coordinate
with FID to get their
building verified.

296. | M/s Barrett | Pregalin 150mg Form-5 LYRICA 1) Copy of inspection report
Hodgson,  F/423 | Capsule Rs.8000/- Capsules 150mg | conducted on 14" — 15"
SITE, Karachi. Capsule 31-03-2014 US FDA May, 2013 has been

Each Capsule Rs.12,000/- provided. Conclusion was
contains: 14-11-2014 GABICA that firm has good facilities
Pregabalin Rs.1275/14’s Capsules 150 mg | for compliance of cGMP
....150mg Getz requirements.
(Anti Convulsant) 2) Firm has applied for
Manufacturers regularization of existing
specifications facility and Capsule General
section is mentioned in Drug
Licensing sections’ letter
No. F. 2-4/97-Lic (Vol-IlI)
dated 23/07/2014. Firm has
been advised to coordinate
with FID to get their
building verified.

297. | M/s Barrett | Pregalin 300mg Form-5 LYRICA 1) Copy of inspection report

Hodgson,  F/423 | Capsule Rs.8000/- Capsules 300mg | conducted on 14" — 15"




SITE, Karachi.

Capsule

Each Capsule
contains:
Pregabalin
....300mg

(Anti Convulsant)
Manufacturers
specifications

31-03-2009
Rs.12,000/-
14-11-2014
Rs.2125/14’s

US FDA

GABICA
Capsules 300mg
Getz

May, 2013 has been
provided. Conclusion was
that firm has good facilities
for compliance of cGMP
requirements.

2) Firm has applied for
regularization of existing
facility and Capsule General
section is mentioned in Drug
Licensing sections’ letter
No. F. 2-4/97-Lic (Vol-IlI)
dated 23/07/2014. Firm has
been advised to coordinate

with FID to get their
building verified.

298. | M/s Paramount | Rega 75mg Form 5 LYRICA 1) Finished product
Pharmaceuticals Capsule Capsules (25, 50, | specifications (assay
36 - Industrial | Capsule Rs.20,000/- 75, 100, | method) of tablet dosage
Triangle, Kahuta 29-11-2012 150,200, 225 and | form had been provided.
Road, Islamabad. | Each Capsule Dy. No. 10049 300mg) Now, firm has only

Contains: US FDA submitted list of tests and
Pregabalin Rs.40,000/- (Fast acceptance criteria instead of
...... 75mg track) GABICA detailed tests for capsule
17-01-2014 Capsules (50, 75, | dosage form.
(Anti - epileptic) Dy. No. 252 100, 150 and | 2) Firm has submitted copy
300mg) of ¢cGMP certificate dated
Manufacturers Rs. 237/- 14’s Getz 29-05-2012 as evidence of
specifications approval of capsule section.
Inspection report | 3) Evidence of approval of
dated 05-06- | technical staff required.
2014. 4) Latest complete
inspection report required.
Firm has submitted
incomplete inspection report
dated 05-06-2014. Pages of
the report have been omitted.

299. | M/s Hygeia | Gabin 100mg Form 5 LYRICA Copy of balance fee
Pharmaceuticals Capsule Capsules (25, 50, | deposited  vide  bankers
295 - Industrial | Capsule Rs.8,000/- 75, 100, | cheque, amounting to Rs.
Triangle, Kahuta 11-06-2012 150,200, 225 and | 420,000/- has been
Road, Islamabad. | Each Capsule Dy. No. 5162 R&I | 300mg) submitted. However, it is not

Contains: US FDA clear for which products the
Pregabalin Rs.12,000/- aforesaid fee has been
...... 100mg 20-02-2013 GABICA deposited. Verification

Dy. No. Nil Capsules (50, 75, | required.
(GABA Analogue) 100, 150 and

As per PRC /14’s 300mg)
Manufacturers Getz
specifications

Panel inspection

report dated 20-




recommended
grant

for
manufacturing

11-2014 for grant
of cGMP
certificate. Panel

of
certificate except
sterile

area. Capsule
General
mentioned in

cGMP certificate.

Deferred Cases: - Evaluator-V

Sr. | Name and | Brand Name Type of Form International Remarks / Observations

No. | address of | (Proprietary name status in
Manufacturer /| + Dosage form + | Initial date, diary. | stringent
Applicant Strength) regulatory

Fee including | agencies
Composition differential fee
Me-too status
Pharmacological Demanded Price /
Group Pack size GMP status as
depicted in
Finished product inspection
specification report (dated)

300. | M/s Lisko Pakistan | Wintol Syrup Form5 SALAPIN 1. Firm was advised to
(Pvt) Ltd, L-10-D, | Syrup 2mg/5ml Syrup | submit an  undertaking
Block # 21, Rs.8000/- MHRA regarding the submission of
Federal B’ | Each 5ml Contains: | 27-05-2003 stability studies,
Industrial ~ Area, | Salbutamol as Dy. No. not VENEX Pharmaceutical development
Rashid Minhas | sulphate mentioned 2mg/5ml Syrup studies, Validation of
Road, Karachi- | ................ 2mg Pharmatec analytical testing methods,
75950 Rs.12,000/- Process validation etc. Firm

(B2 Adrenergic 19-12-2013 Inspection report | has submitted data for these

receptors) Dy. No. Not dated studies which is incomplete
mentioned 02/12/2013. and requires verification.

Overall 2. Under international

Rs.23/-per 60ml compliance level | availability firm has

rated as good at
time of visit.

mentioned Ventolin HFA
and Proair HFA, which are
metered dose inhaler dosage
forms.

3. Firm has not given
undertaking that labeling and
prescribing information shall
be as approved by reference
drug agencies. Moreover,




under Pharmaceutical
Development data use of
salbutamol in bodybuilding
and doping has been
mentioned, which requires
clarification.

4. Evidence of approval of

section / manufacturing
facility for applied drug
required.

5. Evidence of approval of
technical staff required.

6. Copy of inspection report
dated 02/12/2013 provided.
Latest GMP inspection
report required.

7. Under specifications of
container-closure system,
specifications of only cap
have been provided

301. | M/s Tabros | Allay Injection Form5 Tramadol Hcl 1) WFI has been mentioned
Pharma L- | 100mg/2ml 100mg/2ml in  master formulation.
20/B,F.B. Injection Rs.8,000/- MHRA Therefore, evidence of
Industrial Area, 15-08-2009 -

Karachi. Each ampoule of Dy. No. not Tradol avallatflllt_y of TOC analy_zer
2ml Contains: mentioned 100mg/2ml and liquid borne particle
Tramadol M/s Pharmedic, | counter is required.
Hydrochloride...... Rs.12,000/- Lahore 2. Latest inspection report
.. 100.00mg 28-11-2013 required.

Dy.No.not Inspection report e (Inspection  report
(Non Narcotic mentioned dated 10-06-2009 dated 27-28 June
Analgesic Agent) Injection 2014, conducted by
Rs.300/-5x2ml (Ampoule) provincial drug
section approved inspector has been
as per copy of submitted).
DML.

302. | M/s Ray Pharma | Raytram Injection | Form5 TRAMAL 1.  An undertaking /
Pvt. Ltd, S-58, | 100mg Injection commitment, on prescribed
S.I.'_I'.E., Karachi, | Injectable Rs.8,000/- Grunenthal format, regarding the
Pakistan. 26—06.—2(')08 (Fee GmbH, Germany submission  of stability

Each 2ml ampoule | submission date) .
contains: Dy. No. not ZYDOL studies  etc., before
Tramadol mentioned 100mg/2ml marketing the product was
Hydrochloride (Duplicate) MHRA requested.  Firm instead
............ 100mg provided accelerated and
Rs. 12,000/- Tradol long term stability data (at
(Non-Narcotic 21-01-2014 100mg/2mi 40°C and 75% RH and
Analgesic) Dy. No. not M/s  Pharmedic. .
) ambient temperature and
mentioned Lahore




(Duplicate) humidity respectively) and
Inspection report | the data is incomplete and
As Per PRC& Rs. | dated 06-05- | ampiguous.
1?5/ i 2014, Con5|_dered 2. Evidence of approval of
5’s to be operating at i .
good level of section /  manufacturing
GMP. Sterile | facility for applied drug
Products required.
3. WFI has been mentioned
in  master  formulation.
Therefore, evidence  of
availability of TOC analyzer
and particle counter is
required.

303. | M/s Ray Pharma | Raytram Form5 ZYDOL 1.  An undertaking /
Pvt. Ltd., S-58, | Capsule50mg 50mg capsule commitment, on prescribed
S.I.'_I'.E., Karachi, | Capsule Rs.8,000/- TGA format, regarding the
Pakistan. 30-12-2008 (Fee submission  of  stability

Each capsule | submission date) Tramal .
contains: Dy. No. not 50mg capsule StUd'es_ etc., before
Tramadol mentioned Searle marketing the product was
Hydrochloride (Duplicate) requested. Firm instead
............ 50mg Inspection report | provided accelerated and
_ Rs. 12,000/ dated 06-05- | Jong term stability data (both
(Opiate Analogue) | 21-01-2014 2014. Con3|_dered at 40°C and 75% RH) and
Dy. No. not to be operating at the data is incomplete and
B.P Specifications | mentioned good level of )
(Duplicate) GMP. ambiguous.
2. Evidence of approval of
As Per PRC section /  manufacturing
10°s facility for applied drug
required.
3. Type of container /
primary packaging material
details required.

Sr. | Name and | Brand Name Type of | International Decision of | Remarks /

No. | address of | (Proprietary Form status in | previous Observations
Manufacturer / | name + Dosage stringent meeting
Applicant form + Strength) | Initial date, | regulatory

diary. agencies
Composition
Fee including | Me-too status
Pharmacological | differential
Group fee GMP status as
depicted in
Finished product | Demanded inspection




specification

Price / Pack
size

report (dated)

304. | M/s. Wellness | Povinol Scrub Form-5 Surgical Scrub Deferred for | Firm has now
Pharmaceutical 31-07-2013 Povidone — | confirmation of | submitted copy
s (Pvt) Ltd, External Liquid 9415 R&l lodine in agueous | testing facility of delivery
Plot No. 33 Rs.20,000/- solution challan for Karl
Sunder Each contains:- BNF Fische_r
Industrial Povidon- As Per SRO Potentiometer

iodine.....7.5% (10% less than | ABODINE Titrator.
Estate, Lahore. brand leader) / | 7.5% W/W
Antiseptic Different Abbott
packaging
Manufacturers’ Panel inspection
Specifications report dated
13/05/2013.

305. | M/s. Wellness | Povinol Form-5 Antiseptic Deferred for | Firm has now
Pharmaceutical Solution, confirmation of | submitted copy
s (Pvt) Ltd, | External Liquid 31-07-2013 Povidone lodine | testing facility of delivery
Plot No. 33 9437 R&lI 10% in aqueous challan for Karl
Sunder Each contains:- Rs.20,000/- solution. Fische!r
Industrial Povidone- Pgtentlometer

Iodine...... 10% Titrator.
Estate, Lahore. As Per SRO
Antiseptic (10% less than
brand leader) /
Manufacturers’ Different
Specifications packaging

306. | M/s Hiranis | Acen Effervescent | Form-5D ACC™ 200 | Deferred for | Firm has now
Pharmaceuticals | Tablet 200mg effervescent approval in | submitted  that
(Pvt) Ltd., Plot | Each effervescent | New License | tablets reference similar
No. E-145 — E- | tablet contains: N-acetylcysteine | Stringent formulation is
149, North | N-acetylcysteine 28-05-2014 200mg Regulatory available in one
Western 200mg 804 R&l South Africa Agencies to | of the European
Industrial Zone, establish safety & | country
Port Qasim, | (Manufacturer’s Rs. 800 / per efficacy of | Switzerland and
Karachi. Specs) 10’s product. that a similar

molecule has
Mucolytic agent Rs. 50,000/- been considered

in same meeting
i.e., Fluimucil A

600mg
Effervescent
tablets of Mr/s
Angelini
Pharmaceuticals
(Pvt) Ltd.,
Lahore
(Importer);  M/s

Zambon




Switzerland Ltd.,
Cadempino,
Switzerland
(Manufacturer).

iX. Miscellaneous cases-

Evaluator-11

A. Registration application of M/s Novartis Pharma (Pakistan) Ltd. Jamshore, Sind.

M/s Novartis Pharma (Pakistan) Ltd. Jamshore, Sind have requested that they had

submitted an application on Fast Track bases on 16™ July 2013 which was not considered in

242" meeting of Drug Registration Board because the application was on toll manufacturing

bases. According to them now due to change in policy of toll manufacturing for general product

from DRAP,

they have decided to manufacture this product at their own plant. The Firm has

requested for registration of the product. Details of applications are as under:-

S.No Name and | Brand Name Type of | International Remarks / Observations
address of | (Proprietary Form status in
Manufacturer /| name + stringent
Applicant Dosage form + | Initial regulatory
Strength) date, agencies
diary.
Composition Me-too status
Fee
Pharmacologi | includin | GMP status as
cal Group g depicted in
different | inspection
Finished ial fee report (dated)
product
specification Demand
ed Price
[ Pack
size
307. M/s Novartis | Acemed SR | Form-5 Not confirmed 1. International availability of formulation
Pharma Tablets 200mg in reference Stringent Regulatory
(Pakistan) Each SR | 11-02- Alkeris (Sami) Agencies not confirmed.
Limited, Petaro | Tablet 2011 . .
Road, Jamshoro, | contains: Rs. Acceptable level 2. Copy of GMP inspection report
Sindh. Aceclofenac 8000/- + | of GMP dated 15.10.13 is attached.
.............. 200 | Rs. guidelines
mg 52000/- | compliance. (15-
(Anti- (16-07- 10-2013).
Inflammatory, | 2013)=R
Anti-Pyretic & | s.
Analgesic) 60,000/-
(Manufacturer’
S Specs) Rs. 180 /




per 10’s

B.

Paracetamol Suspension 120mg/5ml.

M/s BJ Pharmaceuticals 19km Mandiali Stop Lahore-Sheikhupura Road, Lahore have

submitted that they had submitted dossier for following product which was approved in 237"

meeting of Drug Registration Board. They have informed that they had a typing mistake in

application as 125mg/5ml. They have submitted revised application dossier and have requested

for consideration of change/correction of formulation.

Name of Product and composition

Decision of Registration Board (M-
237)

Bemol Suspension
Each 5ml contains:-
Paracetamol.....120mg

Approved. The Registration Board
has approved the dose of Paracetamol
suspension 125mg/5m. Firm may
claim the same after submission of

(analgesics)

form 5.

Status of revised dossier is depicted in following table

Sr. | Name and | Brand Name Type of Form | International Remarks / Observations
No. | address of | (Proprietary name status in
Manufacturer / | + Dosage form + | Initial date, | stringent
Applicant Strength) diary. regulatory
agencies
Composition Fee including
differential fee | Me-too status
Pharmacological
Group GMP status as
depicted in
Finished product inspection
specification report (dated)
308.| M/s BJ Bemol Form 5 BNF: 1. An undertaking/commitment as
Pharmaceutical | Suspension Fee alread Paracetamol per decision of Registration
s 19km Each 5ml ee already (Non-proprietary) Board regarding the submission
contains:- considered in

Mandiali Stop

of (a) Stability studies (b)




Lahore- Paracetamol.....1 | M-237 (Rs. CALPOL Pharmaceutical  Development

Sheikhupura | 20mg _ 8000/- dated PAEDIATRIC Studies(c)  Validation  of
Road, Lahore | (Non narcotic 22-06-2012 + | (GSK) analytical  testing  methods
analgesics) ?jtleszgz?-oog- The firm may be studies (d) Process validation

2013) allowed to _(e) Label_ claims _and prescribing

resume the information being same as

production in approved by reference drug

Syrup section agencies e.g., FDA, TGA,

(24.10.14) MHLW, EMA and Health

Canada is required.

2. Specification of APl is not
updated. B.P 1998 spec.s have
been given.

3. Specifications  of  finished
product are not according to
reference provided as USP.

C. Effiflox 125mg/5ml and Effiflox 250mg/5ml, of M/s Sami Pharmaceuticals (Pvt) Ltd.,
Karachi- Deferred for review of formulation

The following two products, namely Effiflox 125mg/5ml and Effiflox 250mg/5ml, of M/s
Sami Pharmaceuticals (Pvt) Ltd., Karachi were deferred in the 242nd meeting of the Registration
Board held on 24th — 25th February, 2014 for confirmation of approved dosage form (dry
powder suspension or solution) by stringent regulatory bodies.

2. Thereafter, the firm submitted that they have prepared the drugs against LEVAQUIN of M/s
Janssen Pharma — USA as oral solution and in parallel conducted accelerated stability studies.
The firm also submitted revised Form — 5 and requested the Board to grant registration as oral
solution. However, evidence of approval of 250mg / 5ml strength by stringent regulatory
agencies was not submitted by the firm instead comments of some local prescribers were
submitted.

3. Case was discussed in 246™ meeting of registration board. The Board did not accede to the
request of firm for change in dosage form & deferred the instant application for review of
formulation by In-charge, PEC. This formulation has been reviewed and it has been noticed that
Levofloxacin 250 mg/ 10 ml solution is registered with US FDA, however, Levofloxacin 250
mg/ 5 ml and 125 mg/ 5ml formulation is not available in any reference SRA. It is also pertinent
to mention that Levofloxacin 250 mg/ 5 ml and 125 mg/ 5 ml in solution and suspension form is
me-too and in the past, many firms have been granted registration of these formulations. e.g.
Levogood Syrup (Levofloxacin 250mg / 5ml) of Goodman Laboratories, Islamabad, Everflox




suspension (Levofloxacin 250 mg/ 5 ml suspension) of M/s Everest Pharma, Islamabad, Levanic
suspension (Levofloxacin 250 mg/ 5 ml suspension) of M/s Global Pharma, Islamabad.

Sr. 1. Brand Name 1.Type of 1.Finished Decision in | Decision in
No. 2. Dosage Form Form Product 242nd 246™
3. Composition 2. Type of Specification | Meeting of meeting of
4. Pharmacologic application | 2. Facility | Registration | Registration
al group 3. where Board Board
Demanded |drug has to
Price / Pack | be
size manufactured
4. Initial | with status
date, whether
diary. approved by
5. Date on CLB or not
which fee 3. Last GMP
becomes inspection
complete report  with
according to | date
type of & status.
application
/or Form
309. | 1. EFFIFLOX 1. Form-5 1. Deferred for | The Board
125 mg/5mi 2. Fast track | Manufacturers | confirmation | did not
2. Dry powder | 3. As per specifications | of accede to the
suspension PAC, 60ml. | 2. Dry powder | approved request
3. Each 5ml of 4. suspension dosage of firm for
Reconstituted 20/04/2011, | General form  (dry | change
suspension 264 (R&I) Antibiotic powder in  dosage
contains: 5. available  as | suspension | form &
Levofloxacin 24/04/2013 | per or deferred the
Hemihydrate Rs.60,000/- | inspection solution) by | instant
MS eq. to report stringent application
Levofloxacin dated regulatory for review of
................. 02/05.2013. bodies. formulation
125mg 3. cGMP by
report In-charge,
dated PEC.
02/05/2013
is provided
wherein good
level of GMP
compliance is
reported.
310. | 1. EFFIFLOX 1. Form-5 1. Deferred for | The Board
250 mg/5ml 2. Fast track | Manufacturers | confirmation | did not




2. Dry powder
suspension

3. Each 5ml of
reconstituted
suspension
contains:
Levofloxacin
Hemihydrate
MS eqg. to
Levofloxacin

3. As per

PAC, 60ml.

4.
20/04/2011,
263 (R&I)
5,
24/04/2013
Rs.60,000/-

specification.
2. Dry powder
suspension
General
Antibiotic
available as
per

inspection
report

dated
02/05.2013.

3. cGMP
report

dated
02/05/2013

is provided
wherein good
level of GMP
compliance is
reported.

of

approved
dosage
form  (dry
powder
suspension
or

solution) by
stringent
regulatory
bodies.

Accede to
the request
of firm for
change

in  dosage
form &
deferred the
instant
application
for review of
formulation
by
In-charge,
PEC




Item No.V: Miscellaneous cases - Pharmaceutical Evaluation & Registration Division

Registration-1|

Case No0.01. Drugs deferred by Registration Board for expert opinion.

Foscan 1ml/MI Solution For Injection 3ml Vial & 6ml Vial

Registration Board in its 245™ meeting deferred following products for expert

opinion. Accordingly products were referred for views. Comments are as under:-

S. Name of Indenter/ Name of drug (s)/ Demanded | Shelf Date of
No. Manufacturer Composition Price/Pack Life | application
& Therapeutic Group receiving &
fee.

1. | M/s. Allmed Foscan 1ml/ml Solution Rs.700,000/ 5 21-02-2013
Laboratories, for injection 3ml vial Per 3ml vial | years | Rs.50,000/-
Karachi. / Each ml of solution
M/s. Haupt Pharma | contains:-

AG Pfaffenrieder Temoporfin.......... Img
Str. Wolfratshausen, | (Photosensitizing agent).
Germany.

For Biolitec Pharma,

Dublin, Ireland.

2. | M/s. Allmed Foscan 1ml/ml Solution Rs.1200,000/ 5 21-02-2013
Laboratories, for injection 6ml vial Per 6ml vial | years | Rs.50,000/-
Karachi. / Each ml of solution
M/s. Haupt Pharma | contains:-

AG Pfaffenrieder Temoporfin....... Img
Str. Wolfratshausen, | (Photosensitizing agent).
Germany.

For Biolitec Pharma,

Dublin, Ireland.

Brig. Naeem Nagq, Dr. Abdul Hameed, Maj. Gen. Iftakhar,
Professor of Medicine Consultant Combined Military Hospital,
Consultant Medical Haematologist/Oncologist, | Rawalpindi.
Oncologist, Head of Medical
Combined Military Hospital, | Oncology Department,
Lahore. Shaukat Khanam Cancer
Hospital & Research
Centre,
Lahore.
1. Foscan has been approved by | Not recommended. Because | Awaited.




EU in the symptom palliation in
advanced Head and neck cancer
only after radiotherapy and
systemic  chemotherapy has
failed or they cannot be given.
Only a 22% response rate was
observed in the study quoted.
Price of Foscan being
demanded is PKR 700,000/-
(Pak Rupee Seven hundred
thousand only) per 3ml vial.
Cost benefit ration does not
justify its approval. Temoporfin
also failed to receive approval
by FDA for use in USA.

2. Foscan requires use in a
specialized centre with
specialized  equipment and
trained doctors for
photodynamic therapy. Such
facility at the moment does not
exist to my knowledge in
Pakistan.

3. Foscan has side effects,
rendering patient photosensitive
for considerable duration (from
2 weeks to six months) apart
from apart from other side
effects.

Foscan is therefore  not
recommended to for approval.

of absence of large scale
randomized control trials,
low safety margins (high
cost, infrastructure....?) and
limitations in the quality of
life and resource outcome
reporting.

Temoporfin is marketed in
the European Union under
the brand name Foscan. The
US FDA deemed Foscan
non-approvable in 2000. The
EU approved its use in June,
2001.

Additionally, safety studies
with the complete final
formulation is lacking.

Submitted for consideration of Registration Board.

ii.  Surgical Suture M/s. 3 M Surgicals, Sarwar Road, Rawalpindi.

Registration Board in its 243" meeting deferred following products for expert opinion.

Accordingly products were referred for views. Comments are as under:-

Demanded Shelf
Price/Pack Life

Date of
application

S. Name of Indenter/
No. Manufacturer

Name of drug (s)/
Composition




& Therapeutic Group receiving &
fee.
M/s. 3 M Surgicals, | Premio ® Non-absorbable | As per SRO 05 19-08-2013
Sarwar Road, Surgical Sutures, P.V.D.F years | Rs.100000/-
Rawalpindi. / Monofilament
M/s. Peters Surgical | (Surgical Sutures).
Z.1. Les Vignes 42,
rue Benoit Frachon
Bobigny Cedex,
France.
M/s. 3 M Surgicals, | Black Silk ® Non- As per SRO 05 19-08-2013
Sarwar Road, absorbable Surgical years | Rs.100000/-
Rawalpindi. / Sutures, Black Braided
M/s. Peters Surgical | Silk Waxed, Ophthalmic
Z.l. Les Vignes 42, | Sutures
rue Benoit Frachon | (Surgical Sutures).
Bobigny Cedex,
France.
M/s. 3 M Surgicals, | Cardioxyl ® Non- As per SRO 05 19-08-2013
Sarwar Road, absorbable Surgical years | Rs.100000/-
Rawalpindi. / Sutures, Coated Polyester
M/s. Peters Surgical | Braid
Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon
Bobigny Cedex,
France.
M/s. 3 M Surgicals, | Soie/Silk ® Non- As per SRO 05 19-08-2013
Sarwar Road, absorbable Surgical years | Rs.100000/-
Rawalpindi. / Sutures Waxed Silk
M/s. Peters Surgical | Braid.
Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon
Bobigny Cedex,
France.
M/s. 3 M Surgicals, | Optime ® Absorbable As per SRO 05 19-08-2013
Sarwar Road, Surgical Sutures, Coated years | Rs.100000/-
Rawalpindi. / Polyglycolic Acid Braid
M/s. Peters Surgical | (Surgical Sutures).
Z.1. Les Vignes 42,
rue Benoit Frachon
Bobigny Cedex,
France.
M/s. 3 M Surgicals, | Optime-R ® Absorbable As per SRO 05 19-08-2013
Sarwar Road, Surgical Sutures, Coated years | Rs.100000/-

Rawalpindi. /

Polyglycolic Acid Braid




M/s. Peters Surgical | with Fast Resorption.
Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon

Bobigny Cedex,

France.

7. | M/s. 3 M Surgicals, | Cardioflon ® Non- As per SRO 05 19-08-2013
Sarwar Road, absorbable Surgical years | Rs.100000/-
Rawalpindi. / Sutures Coated Polyester
M/s. Peters Surgical | Braid.

Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon

Bobigny Cedex,

France.

8. | M/s. 3 M Surgicals, | Acier ® Non-absorbable As per SRO 05 19-08-2013
Sarwar Road, Surgical Sutures, years | Rs.100000/-
Rawalpindi. / Stainless Steel
M/s. Peters Surgical | Monofilament.

Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon

Bobigny Cedex,

France.

9. | M/s. 3 M Surgicals, | Corolene ® Non- As per SRO 05 19-08-2013
Sarwar Road, absorbable Surgical years | Rs.100000/-
Rawalpindi. / Sutures, Polyproplene
M/s. Peters Surgical | Monofilament
Z.1. Les Vignes 42, | (Surgical Sutures).
rue Benoit Frachon
Bobigny Cedex,

France.
Maj. Gen. Prof. Dr. Imran Skindar, Dr. Moeed. I. Qureshi,
Muhammad Ahmed, Head Department Head, Department of

(D.G. Surgery)

Combined Military Hospital,

Rawalpindi

Orthopedic Surgery,

Sciences,
Islamabad

Pakistan Institute of Medical

Surgery,
Sheikh Zayed Hospital,
Lahore.

Quality of sample sutures
provided is satisfactory and
they are recommended for
purchase.

We have done the sample
testing of all the sutures
mentioned and found to be
satisfactory as to knotting
thread strength and needle
behavior.

We used these sutures and
found substandard suture
material in relation to needle
behavior, thread strength &
knotability.




Submitted for consideration of Registration Board.

Hidrasec 10mg, 30mg Sachet and Hidrasec Capsule 100mg- M/s. Abbott

Laboratories.

Registration Board in its 246™ meeting deferred following products for expert opinion.

Accordingly products were referred for views. Comments are as under:-

S. Name of Name of drug (s)/ Demanded Shelf Date of
No. Indenter/ Composition Price/Pack Life | application
Manufacturer & Therapeutic Group receiving &
fee.

1. | M/s. Abbott Hidrasec 10mg Sachet Rs.1046.30/Per 24 29-04-2013
Laboratories Each sachet contains:- 16 Sachets months | Rs.100,000/-
(Pakistan) Limited, | Racecadotril...... 10mg
Karachi. / (Anti-Diarrheal).

M/s. Laboratoires
SOPHARTEX 21
Rue du Pressoir
Vernouillet,
France.

2. | M/s. Abbott Hidrasec 30mg Sachet Rs.1046.30/Per 24 29-04-2013
Laboratories Each sachet contains:- 16 Sachets months | Rs.100,000/-
(Pakistan) Limited, | Racecadotril....30mg
Karachi. / (Anti-Diarrheal).

M/s. Laboratoires
SOPHARTEX 21
Rue du Pressoir
Vernouillet,
France.

3. | M/s. Abbott Hidrasec 100mg Rs.654/ 24 29-04-2013
Laboratories Capsules Per 10 months | Rs.100,000/-
(Pakistan) Limited, | Each capsule contains:- Capsules

Karachi. /

M/s. Laboratoires
SOPHARTEX 21
Rue du Pressoir
Vernouillet,
France.

Racecadotril....100mg
(Anti-Diarrheal).

Prof. Dr. Rauf Niazi,
Head of Unit-2

Pakistan Institute of Medical

Sciences,

Prof. Dr. Syed Irfan Ahmed,
Professor of Medicine,
RMC & Allied Hospitals,
Benazir Bhutto Hospital,

Brig.Amjad Salamat,
Military Hospital,
Rawalpindi.




Islamabad.

Murree Road, Rawalpindi.

I strongly recommend
registration of that Raceadotril
(acetorphan), Capsules and
Sachets, however if the price
of the drug can be brought
down, keeping in  mind the
economic  status of our
population these drugs would
be very useful addition, to
present drugs, available to
treat acute secretory diarrhea
and reduce morbidity of this
common condition. | highly
recommend registration of the
drug, on fast track basis.

Hidrasec is recommended for
registration for the treatment
of diarrhea in conjunction with
ORS. However it should not
be used to treat infections.
Even in Cholera, which
requires  antibiotics  and
intravenous saline, it should
be used with caution as severe
fluid depletion can be a “Pre-
renal” cause of renal failure.
Hidrasec has a renal mode
excretion. Also no studies
have been conducted
comparing its safety profile
with Zinc or probiotics. Hence
it can not be claimed superior
to these modes of treatment.

The capsule Essentiale has
been in use for past many
decades as hepatoprotective
agent. It is at least as good as
many similar  preparations
granted approval in the last
two years. Its safety profile
has never been previously
questioned. It is recommended
that the above mentioned drug
may be added to the formulary
of drugs as per rules.

Hidrasec capsules and sachets
are recommended as anti-
diarrheal for registration but
with following comments.

The usefulness of racecadotril
in the treatment of chronic
diarrhea in HIV-positive is not
established as yet.

Caution should be mentioned
in package insert on efficacy
and safety of racecadotril in
infants and children with
persistent or chronic diarrhea,
particularly in  developing
countries.

The info that it is not active
against cryptosporidium
should also be included in
package insert.

The drug is as effective as
Loperamide in Adults,
therefore the price should be
reconsidered in cases of
capsules and rationalized for
Hidrasec 10mg and 30mg
sachet which costs the same.

The case was presented before the Registration Board in 247" meeting and deferred the case for

presentation in forthcoming meeting along with claims regarding indications, side effects, contra

indications of the applied product.

As per dossier of the firm the indications, side effects, contra indications of the applied product

are as under;

Hidrasec 10mg Sachet and
Hidrasec 30mg Sachet

Hidrasec 100mg Capsules

a. | Indications;




Complementary symptomatic treatment
of acute diarrhea in infants (older than 3
months) and in chlidrens when oral
rehydration and the usual support
measures are insufficient to control the
clinical condition.

Symptomatic treatment of acute diarrhea in
adults.

Contraindications;

Hypersensitivity to the active substance
or to any of the excipients. Due to the
presence of saccharose, Hidraec 30 mg
IS contraindicated in patients with
fructose intolerance, glucose
malabsorption syndrome and
saccharase-isomaltose deficiency.

Hypersensitivity to the active substance or
to any of the excipients.

Submitted for consideration of Registration Board.

iv.

Propilen Surgical Suture with Needle - M/s. Nishat Surgical Hyderabad
Registration Board in its 243" meeting deferred following products for expert opinion.

Accordingly products were referred for views. Comments are as under:-

S. Name of Name of drug (s)/ Demanded | Shelf Date of
No. Indenter/ Composition Price/Pack Life | application
Manufacturer & Therapeutic Group receiving &
fee.

1. | M/s. Nishat Propilen Surgical Suture with | As per PRC 05 26-03-2012
Surgical Needle years | Rs.100,000/-
Hyderabad Sindh
Pakistan
manufactured by
M/s. Dogsan
Tibbi Malzeme
Sanayi A.S.

Trabzon Turkey.

2. -do- Silk Non Absorbable Surgical | As per PRC 05 26-03-2012
Sutures years | Rs.100,000/-

3. -do- Pegelak and Pegelak Rapid As per PRC 05 26-03-2012
Synthetic Absorbable years | Rs.100,000/-
Surgical Sutures with Needle

4. -do- Tektel Non Absorbable As per PRC 05 26-03-2012
Surgical Sutures with Needle years | Rs.100,000/-

5. -do- Pedesente Synthetic As per PRC 05 26-03-2012




Absorbable Surgical Sutures years | Rs.100,000/-
with Needle

6 -do- Pegesorb and Pegesorb Rapid | As per PRC 05 26-03-2012
Synthetic Absorbable years | Rs.100,000/-
Surgical Sutures with Needle

Professor Tanwir Khaliq,
Professor of Surgery,
Department of General

Dr. .U Baig, FCPS FRCS,
Consultant Surgeon & HOD,
Federal Government

Lt. Col. Dr. Farhan Ahmad
Majeed, Surgeon, Combined
Military Hospital,

Surgery, Pakistan Institute | Polyclinic, Islamabad. Rawalpindi

of Medical Sciences,

Islamabad.

We have used the surgical | Samples of sutures supplied | Surgical sutures of M/s.
sutures in our procedures. The | by M/s. Nishat Surgical | Nishat Surgical Hyderabad
tissue penetration, needle, | Hyderabad Sindh Pakistan | Sindh  Pakistan are  of
suture strength, pliability and | manufactured by M/s. Dogsan | unsatisfactory quality,

knotting quality have been
found satisfactory.

Tibbi Malzeme Sanayi A.S.
Trabzon Turkey were
used/tested by me and by my
surgeons at FGPC and our
observations regarding the
surgical sutures are :

1.Sterile packing is good.
2.Tensile strength of sutures
of their appropriate types and
sizes is good.

3.Needle anchorage is fine.
4.Needle quality is good.
5.Tissue reaction to sutures is
according to standard.

6. No allergic reaction to
suture material.

7. No postoperative infections
nooted.

In light of above observations
I recommend sutures namely;
Propilen, Silk, Pegalak and
Pegalak Rapi, Tektel,
Pedesente and Pegesorb and
Pegesorb Rapid.

specially size of needle is
dispropertmat with thread size
(dia).

The case was placed before the

the case due to the comments

Registration Board in its 246™ meeting and the board deferred
of Lt. Col. Dr. Farhan Ahmad Majeed, Surgeon, Combined




Military Hospital, Rawalpindi as he mentioned “unsatisfactory quality, specially size of needle is
dispropertmat with thread size (dia)”. The Board decided to send these observations of Lt. Col.
Dr. Farhan Ahmad Majeed to the following experts for further practical evaluation:

e Col. Dr.Bilal Umair, Surgeon, CMH.
e Dr.Mamoon Rasheed, Surgeon, Shifa Int Hospital, Islamabad.

Dr. Amman ullah Khan (Member Registration Board) has desired to place again before the
Board for some discussion. The case is placed before the board.
v.  Trittico (Trazodone HCI) 75mg & 150mg Prolonged-Release Tablets

Registration Board in its 238" meeting deferred following products for expert

opinion. Accordingly products were referred for views. Comments are as under:-

S. Name of Name of drug (s)/ Demanded | Shelf Date of
No. Indenter/ Composition Price/Pack | Life | application
Manufacturer & Therapeutic receiving &
Group fee.

1. | M/s. Angelini Trittico 75mg Rs.8.5 per 03 21-03-2013
Pharmaceuticals Prolonged-Release prolonged | years | Rs.100000/-
(Pvt) Ltd. Tablets release tablets
Lahore. / Each scored tablet pack of 30’s
M/s. Aziende contains:- tablets
Chlml_ch_e Riunite | 1., 040ne
Angelini Hydrochloride.....75mg
Francesco )

A.C.RAF. SpA, (Antidepressants).
Rome, Italy.

2. | M/s. Angelini Trittico 150mg Rs.14.90 per 03 21-03-2013
Pharmaceuticals Prolonged-Release prolonged | years | Rs.100000/-
(Pvt) Ltd. Tablets release tablets
Lahore. / Each scored tablet pack of 20’s
M/s. Aziende contains:- tablets
Chlml_ch_e Riunite Trazodone
Angelini Hydrochloride....150mg
Francesco )

A.C.RAF. SpA, (Antidepressants).
Rome, Italy.




Prof. Rizwan Taj,

Prof. Dr.Nadeem Abbas,

Head, Department of

Head of Psychiatry Professor and Head Psychiatry,
Department, Department of Psychiatry, | Aga Khan University
Pakistan Institute of Medical | Foundation University Hospital,
Sciences, Medical College and Fauji | Karachi.
Islamabad. Foundation Hospital,

Islamabad.
| have gone through the | Trazodone has been widely | Awaited.

documentation provided for the
above drugs. | have also studied
the technical literature, clinical
references and  publications
regarding the efficacy and
safety on from the material
provided. The molecule
Trazodone is well established
and accepted worldwide for its
usefulness and safety. The
product is also DFA approved
and is available in USA.

It is in clinical use in Pakistan
as well and has a good safety
profile especially in Cardiac
patients. After reviewing the
material | recommended the
registration of prolonged release
tablets of Trittico 75mg and
150mg. It will be a useful and
affordable in the available drugs
to Psychiatrists.

used abroad and in Pakistan
for a long period of time.
Prolonged release Trazodone
150mg & 300mg are also
FDA  approved (NDA
022411) 18-08-2008.

The potential safety and
effectiveness of new
prolonged release (extended
release) Trazodone was fully
evaluated in several studies,
food, dose-proportionality,
chromo  pharmacokinetics
and bio equivalence studies
(Karthu Detel 2010).
Trazodone prolonged release
tablets, and its safety and
efficacy has also been
demonstrated in  various
studies including.

In view of above Trazodone
prolonged release Tablets
(75mg and 150mg) could be
useful for better compliance
as a single dose therapy in
Pakistan.

Submitted for consideration of Registration Board.




Case No. 02. Change of manufacturing site of imported registered drug.

i. Change of Manufacturer Name from M/s. DSM Pharmaceuticals Inc to MJs.
Patheon Manufacturing Services LLC for Aggrastat Injection (Reg. N0.025299).

M/s. Atco Laboratories Limited, Karachi has requested to approve the change of manufacturer

name of their registered product “Aggrastat Injection (Reg. N0.025299) (Tirofiban HCI

equivalent to 0.25mg Tirofiban)” from M/s. DSM Pharmaceuticals Inc., Greenville, North

Carolina, 27834, USA to M/s. Patheon Manufacturing Services LLC, Greenville, North Carolina,

27834, USA. The premises used to manufacture the product and the physical location remains

the same.

M/s. Atco Laboratories Limited, Karachi has further submitted that there will be no
change in manufacturing and primary packaging. This is site name change only. There is no
change to the quality or manufacturing of Aggrastat product due to this site name change.

M/s. Atco Laboratories Limited, Karachi have deposited the fee Rs.100000- and

submitted following supporting documents:-

)] Copy of registration letter.

i) Copy of change of manufacturing site.

iii) Copy of transfer of registration letter.

iv) Copy of last renewal status.

V) Copy of CRF Clearance Certificate.

vi) Original CPP Legalized by Embassy of Pakistan.

vii)  Copy of GMP Certificate.

viii)  Certification of Manufacturing Site Name Letter.

iX) Certification of Establishment Registration.

X) Screenshot of the FDA website showing that the site is registered as Patheon
Manufacturing Services LLC.

As per provided CPP issued by USFDA, the product is “Not Approved”/ (Un-approved)
by the Authority. It is not on free sale in country of origin. Therefore, M/s. Atco Laboratories

Limited, Karachi was advised to explain the position.

In response, M/s. Atco Laboratories Limited, Karachi have submitted as under:-

i) | The subject product is approved and registered in USA, approval
of US-FDA and updated list of US-FDA products.




i) | M/s. Correvio is supplying branch for Pakistan who does not have
the marketing rights for USA. In USA marketing rights are with
M/s. Medicure. Since M/s. Correvio has no marketing rights for
USA, therefore, US-FDA issued the CPP to M/s. Correvio
mentioning it as un-approved with the comments that M/s.
Correvio can only export the product (because they cannot market
the product in USA).

iii) | It is clearly mentioned on CPP that US-FDA conducts periodic
inspection of the manufacturing facility.

Keeping in view the above submissions the firm have requested to grant the approval for
change of manufacturer name from M/s. DSM Pharmaceuticals Inc., Greenville, North Carolina,
27834, USA to M/s. Patheon Manufacturing Services LLC, Greenville, North Carolina, 27834,
USA.

The claim of the firm about registration of the product with USFDA is not correct as the
approved produt is “Aggrastat (12.5mg / 250mg) (i.e. 0.05mg/ml) and belongs to M/s. Medicure
and not the property of M/s. Correvio. The product of the firm registered with DRAP Pamistan
under registration No. 025299 is “Tirofiban HCI (0.25mg/ml) which is “5 times stronger” and
pack size is 50ml but the US product is in 250ml.

Although the US Certificate verify GMP compliance but the product is different than the
product is US register under NDA#020913. The product registered in the name of M/s. Atco
Laboratories Limited, Karachi as per record submitted is not registered / approved by US FDA as
per CoPP submitted.

Later on the firm informed that the product is approved under the US register under
NDA#020912. Is discontinued in USA and belongs to M/s. Medicure and not the property of

M/s. Correvio.
Submitted for consideration of Registration Board.

ii. Change in name of manufacturer from R.P. Scherer to Catalent.

M/s. Martin Dow Limited, Karachi have requested to approve the change of manufacturer

name of their following registered imported drugs as follows:-



S# | Reg. No. | Name of Drug (s). Current Name of New Proposed Name of
Manufacturer. Manufacturer.
1. 015557 | Rocaltrol Capsules | M/s. R.P Scherer M/s. Catalent Germany
(Calcitriol GmbH, Germany. Eberbach GmbH,
0.25mcg). Gammelsbacher Strasse 2
69412 Eberbach / Baden,
Germany.
2. 015556 | Rocaltrol Capsules -do- -do-
(Calcitriol 0.5mcQ)

The firm have deposited required fee Rs.100000x2=200000/- and submitted following supporting
documents:-

1) Copy of registration letter.

i) Copy of transfer of registration letter.

iii)  Copy of change in manufacturing site.

iv) Copy of NOC for CRF clearance.

V) Original and legalized CoPP as per WHO format.

M/s. Martin Dow Limited, Karachi was advised to provide CoPP issued from German authority
as the above said products are being manufactured in Germany and Certificate of Swiss Medica is

irrelevant.

In response, M/s. Martin Dow Limited, Karachi have submitted that Rocaltrol Capsules
0.25mcg & 0.5mcg are imported in finished form from M/s. F. Hoffmann-La Roche Ltd.,
Switzerland, under contract manufacturing arrangement with  M/s. R.P Scherer GmbH,
Germany. M/s. F. Hoffmann-La Roche Ltd., Switzerland holds marketing authorization for
Rocaltrol range and M/s. R.P Scherer GmbH, Germany is just a contract manufacturer of
Rocaltrol. M/s. R.P Scherer GmbH, Germany does not hold marketing authorization of Rocaltrol
in Germany as such German authorities cannot issue CoPP for the product not marketed by the

company in Germany.

The firm has further submitted that they have submitted CoPP of Rocaltrol Capsules
0.25mcg & 0.5mcg issued from Swiss authorities, as the finish product is supplied from

Switzerland which indicates M/s. R.P Scherer (new name Catalaent) as manufacturing site.



The firm has also informed that only the name of manufacturer of Rocaltrol Capsules is
changed from “R.P. Scherer GmbH & Co. KG” to “Catalent Germany Eberbach GmbH”. The
physical address of the facility, the manufacturing process and quality controls for the capsules
as well as the personnel producing & testing of the capsules remains unchanged.

The manufacturing site of the product “Rocaltrol Capsules” is located in Germany but the
firm has submitted CoPP of Swiss Medica and not of German Authorities. The same was asked
them but they have not provided the same. The CoPP of country of origin is mandatory for such
approval.

Registration Board in its 246™ meeting held on 10-11"™ December, 2014 considered and
deferred the case and advised the firm to submit the legalized document issued by German

regulatory authorities for following confirmations:-

e Above referred products are being contract manufactured at Catalent Germany Eberbach
GmbH.

e Itis only change of title / name of the firm and rest of facilities including address is same
as of previous manufacturer.

In response, M/s. Martin Dow Limited, Karachi have provided the evidence / references
point wise for confirmations required, as per required vide letter dated 27" January, 2015:-

1Rocaltrol being contract manufactured at Catalent Germany Eberbach GmbH.

Refer to point no. 2A.2, 2A.3 & 2A.3.1 of CoPP of Rocaltrol
0.25mcg & 0.5mcg issued by German Authorities.

It is only change of title / name of the firm and rest of facilities including address is same
as of previous manufacturer.

° Letter for change in manufacturing site of Rocaltrol 0.25mcg & 0.5mcg from M/s.
F. Hoffmann-La Roche Ltd., Basil Switzerland to M/s. R.P. Scherer GmbH, Germany, issued by
MOH dated 30™ January 1999.

° Letter for transfer of registration from M/s. Roche Pakistan Ltd to M/s. Martin
Dow Limited 5 July 2010, for import of Rocaltrol 0.25mcg & 0.5mcg manufactured by M/s.
R.P. Scherer GmbH Germany.

° Declaration from chamber of commerce including new name.

° Manufacturing authorization & GMP certificate indicating name.

° Explanatory letter from the manufacturer.



The case was placed before Registration Board in its 246™ meting and Board decided to

advice the firm to provide any proof that the product is contract manufactured at Catalent

Germany Eberbach. The firm has submitted CoPP indicating new name of manufacturer and

declaration of MD of the company that there is merely change of title and not change in any

other process, Q.C method etc.

Submitted for consideration of Registration Board.

iii. Change in packaging & release site of YAZ Tablets (Reg. No. 059087).

M/s. Bayer Pakistan (Private) Limited, Karachi have requested to approve the change of

manufacturing site of their registered imported drug “YAZ Tablets (Reg. No. 059087)” as follows:-

Each film-coated
tablet contains:-
Drospirenone
3.0mg.
Ethinylestradiol
0.02mg.

M/s. Bayer Weimar GmbH
und Co. KG,
Doebereinerstrasse 20,
99427 Weimar, Germany.

Reg. No. | Name of Product. | Current Manufacturing | Proposed Manufacturing Site.
Site.
059087 | YAZ Tablets. Manufactured by: Bulk Manufactured by:

M/s. Bayer Weimar GmbH und Co.
KG,

Doebereinerstrasse 20, 99427
Weimar, Germany.

Packed and Released by:
M/s. Bayer Pharma AG, 13342
Berlin, Germany.

M/s. Bayer Pakistan (Private) Limited, Karachi have deposited the fee Rs.50000/- and submitted

following supporting documents:-

i)
i)
iii)
iv)
v)
Vi)
vii)

Original legalized CPP of new manufacturing site.

Copy of GMP Certificate of new manufacturing site.
Copy of product registration letter.

Copy of change of company name.

Copy of change of name of manufacturer.
Application on Form-5 (A).

Site Master File.

Submitted for consideration of Registration Board.

Case No. 03. Disposed of applications firm are not interested.




The following applications submitted by M/s. Allmed Laboratories, Karachi and M/s.
Mission Pharmaceuticals, Karachi were sent to Pharmaceutical Evaluation Cell already on
website at Serial No. 7 & 12 and firm has deposited the differential fee as per revised fee
schedule. The firm has requested to withdraw applications for registration. They have requested

to kindly terminate the registration process of the under mentioned products.

S. # Name of Applicant Name of Drug(s)/Composition Date of
application
receiving & Fee

1. | M/s. Allmed Ampho-B 50mg Injection 23-08-2008
Laboratories, Each vial contains: - Rs.15000/-
Karachi. / Amphotericine B.....50mg 11-10-2012
M/s. North China 02 years Rs.85000/-
Pharmaceutical
Group Corporation
New Drug R&D Co.,

Ltd (NCPC) China.

2. | M/s. Mission Urotrim Tablets 20-02-2009
Pharmaceuticals, Each film coated tablet Rs.15000/-
Karachi. / contains:- 11-10-2012
M/S. KAH.PH & Sulphamethoxazole B.P.400mg Rs.85000/-
CH.IND.CO. Cairo, Trimethoprim B.P......... 80mg
Egypt. Phenazopyridine HCL (coated

USP).viiiiiiii 100mg
Antibacterial
03 years

Submitted for consideration of Registration Board.

Case No. 04.  Approval for advance polypropylene packing.

M/s. Premier Agencies, Karachi have requested for approval of change of packaging from glass
bottle to polypropylene bottle of their following registered imported contrast media products as their
principal abroad M/s. GE Healthcare, Ireland have internationally are now mostly manufactured and

supplied in the new Polypropylene bottles instead of glass bottles:-

S.No. | Reg. No. Name of Products.

1. 008867

Omnipaque 300mgl/ml Injection.




2. 008868 Omnipaque 350mgl/ml Injection.
3. 043052 Visipaque 320mgl/ml Solution for Injection.
4, 043053 Visipaque 270mgl/ml Solution for Injection.

M/s. Premier Agencies, Karachi have deposited required fee Rs.5000x6=30000/- and

submitted following supporting documents:-

1) Details of stability studies conducted on Polypropylene packaging.
i) Copies of approval letters from GE Ireland (List of countries).

iii) Details of documents submitted by GE on GE letterhead (List of documents sent
by GE).

iv) 3 Samples of each SKU in proposed as new pack Polypropylene bottles.

V) Copies of registration letters and transfer of registration letter.

Registration of the drugs is valid as transfer of registration was granted on 12-04-2011.
Views of following experts regarding change of packaging from glass bottle to

polypropylene bottle of the above said products has been obtained, which are as follows:-

Prof. Dr. Zafar Igbal,

Chairman, Department of
Pharmacy,

University of Peshawar,
Peshawar.

Professor Rafi-uz-Saman
Saeed-ul-Haq,
University of  Lahore,
Islamabad Campus,
Islamabad.

Muhammad Jamil Anwar,
Director Drugs Testing
Laboratory,
Government of Punjab,
Lahore.

The drug products is available
in other countries in the
polypropylene bottles and
data shows the stability of
both drugs in the packing
therefore the change in the
container may be allowed.

In my opinion the change of
packing in the case of
Omnipaque 300mg/l Injection
(Reg. N0.008867), Omnipaque
350mg/ml  Injection  (Reg.
N0.008868), Visipaque
320mg/ml Solution for
Injection (Reg. N0.043052)
and  Visipaque  270mg/ml
Solution for Injection (Reg.
N0.043053) does not pose any
Pharmaceutical or
Pharmacological problems.

In my view, the change of
packing from Glass bottle to
Polypropylene Bottle in the
cases of above said products
may not cause the adverse
effects. It is proposed that M/s.
Premier Agencies, Karachi
(Sole Distributors in Pakistan)
may be allowed to import and
market the above said products
in Polypropylene Bottle.

Submitted for consideration of Registration Board.




Case No. 05. Updation of registration dossier of Foster (Reg. No. 066105) in new
indication “mart (maintenance & reliever therapy).

M/s. Chiesi Pharmaceuticals (Pvt.) Limited, Lahore have requested for approval of new
indication MART (Maintenance & Reliever Therapy) of their registered imported product
“Foster Pressurized Metered Dose Inhaler (Reg. No. 066105)”. M/s. Chiesi Farmaceutici
S.p.A., Italy is a Research Oriented Company dedicated to provide innovative therapeutic
options in serious conditions like Asthma and COPD. It is their endeavor to bring to Pakistan
latest updates and developments to treat the life threatening diseases in Respiratory Area. In
compliance to that new clinical data is being submitted to support the new indication “MART
(Maintenance & Reliever Therapy)”. This latest development in the indication area will
further widen the benefit scope of patients and healthcare professionals. As patients of
Asthma will get advantages with Foster as a single inhaler both as Reliever & Maintenance

Therapy.

The firm has deposited the required fee Rs.5000/- (Pages 20-21/Corr) and submitted

following supporting documents:-

)] Copy of initial registration letter.

i) Copy of Italian approval.

iii) Information about Clinical Expert.
iv) Summary of Product Characteristics.
V) Clinical Data.

Firm has not provided any legal & authentic document for updation of indication. Accordingly,

the firm was advised to submit this document translated in English.

Now the firm has submitted copy of Italian approval (in English Translation) for use of Foster in
MART.

Submitted for consideration of Registration Board.

Case No. 06.  Extension in exemption from Drugs (Labelling and Packaging) Rules, 1986.
a. Ml/s. Atco Laboratories Limited, Karachi.

M/s. Atco Laboratories Limited, Karachi have submitted that they are importing the
following products from M/s. Ferring Pharmaceuticals since 1994 that are in the process of
shifting their manufacturing facility and it would not be possible for them during this period to



incorporate all requirements according to the local labeling rules on the packaging material. As
these products are niche and patient need them, therefore M/s. Atco Laboratories Limited,

Karachi have requested to extend the following exemptions on the below mentioned products for

further 20 months:-

S# | Reg. No.

Name of drug (s).

Exemption requested

Quantity

1. | 016112

Minirin Nasal
Spray 10mcg/dose.
(Desmopressin
Actate).

(Analogue of
natural hormone
arginine
vasopressin).

i) Generic name not in
bracket.

ii) Drug registration
number to be printed
locally.

1ii) MRP to be printed
locally.

iv) Urdu instruction to be
printed locally.

v) Pharmaceutical
specifications i.e.
B.P/U.S.P.

6000
units.

2. | 016114

Minirin 0.1mg
Tables.
(Desmopressin
Actate). (Analogue
of natural hormone
arginine
vasopressin).

-do-

5460
units.

3. | 016115

Minirin 0.2mg
Tablets.
(Desmopressin
Actate).
(Analogue of
natural hormone
arginine
vasopressin).

-do-

2550
units.

4. |016116

Minirin Injection
4ug/ml.
(Desmopressin
Actate).
(Analogue of
natural hormone
arginine
vasopressin).

-do-

200 units.




5. | 031333 Pentasa 500mg -do- 4040
Tablets. units.
(Mesalazine)
(Anti-Ulcer, Anti-
Crohn’s).

Registration Board in its 245" meeting held on 29-30"™ September, 2014 acceded to the
request of the firm for relaxation for the Urdu version for the products referred above subject to
local printing at the licensed premises of M/s. Atco Laboratories Ltd. Karachi for above
mentioned quantities for one year. The firm will comply the rest of the conditions for labeling
before import into Pakistan. Accordingly, letter was issued to the firm.

Now M/s. Atco Laboratories Limited, Karachi have again requested that in their initial

request dated October 06, 2011 they have requested for the required exemption as under:-

Generic name not in bracket.
Drug registration number to be printed locally.
MRP to be printed locally.

Urdu instruction to be printed locally.

o M W bd e

Pharmaceutical specifications i.e. BP/USP.

M/s. Atco Laboratories Limited, Karachi have informed that approval received from
DRAP, is only for relaxation for the Urdu version. The firm have requested to grant them

exemption for above mentioned requirements which are earlier requested also refer above.

Submitted for consideration of Registration Board.
b. M/s Ferozesons Laboratories Limited, Nowshera

M/s Ferozesons Laboratories Limited, Nowshera was granted registration of Sovaldi
(Sofosbuvir) 400mg Tablets (Reg. N0.078147) for import.

Now firm has informed that as there is a backlog of several thousand patients who have
been prescribed the drug an are awaiting treatment, whereas the manufacturer M/s. Gilead

Sciences will that at least 04 months for availability of drug as compliance to the Pakistani Drugs



and Labeling Rules. As Sovaldi is a lifesaving drug and the ailing patients cannot wait for next 4-

5 months.

M/s Ferozesons Laboratories Limited, Nowshera have therefore requested to grant them a
temporary exemption for a period of three months from local labeling requirements. However,
they undertake that on receipt of stock their will ensure labeling compliance through their Inkject
Coder on their facility at M/s. Ferozsons Laboratories Limited, PO Ferozsons, Amangarh,
Nowshera DML No0.000038. This will enable them to urgently import sufficient quantities in the

international packing of the drug and fulfill the pending demand of the patients.

Submitted for consideration of Registration Board.

Case No. 07. Surrender the packing of 10ml & 20ml of “Duralin 50 Injection
(Oxytetracycline) (Reg. N0.078206).

Recently on 26™ November, 2014 M/s. Mylab (Private) Limited, Bahawalpur was
granted additional packs of 50ml & 100ml of their already registered veterinary drug “Duralin 50
Injection (Reg. No.078206)”.

Now M/s. Mylab (Private) Limited, Bahawalpur have surrender the packing of 10ml &
20ml of “Duralin 50 Injection (Oxytetracycline) (Reg. No.078206)” already grated to them. As
per policy of DRAP small packing of 10ml & 20ml in Oxytetracycline is not granted.

Submitted for consideration of Registration Board.

Case No. 08 Cancellation of Exclusive Distributorship Agreement.

The manufacturer M/s. Genepharm S.A., Greece has informed that they would not
precede to renewal / extension of term of agreement and they also abstained distributor from

using marketing authorizations after termination with M/s. Haji Medicine Co., Rawalpindi.

The distributor M/s. Haji Medicine Co., Rawalpindi requested not to revoke, suspend or

transfer the registration of following drugs until sale of drugs is in their possession:-

S.No. | Reg. No. | Name of drug (s) & Composition.
1. 062201 | Zymoplex 10mg Tablets.




Each tablet contains:-
Tamoxifen Citrate...15.2mg
eq to Tamoxifen ...10mg.

2. 062202

Zymoplex 20mg Tablets.
Each tablet contains: -
Tamoxifen Citrate 30.4mg
eq to Tamoxifen....20mg.

3. 062203

Bicamide Tablets.
Each film coated tablet contains: -
Bicalutamide ....50mg.

4. 062204

Bicamide Tablets.
Each film coated tablet contains: -
Bicalutamide ....150mg.

5. 062205

Femaplex Tablets.
Each tablet contains: -
Letrozole............... 2.5mg.

Distributorship Agreement is effective from 25-03-2008 and will be effective for five

years up to 25-03-2013 unless sooner terminated by either party.

According to article 21 of agreement, on expiration of agreement, distributor shall
immediately cease and refrain from sale, promotion, offering, forwarding and shipping of the
products and distributor also grants full authority to M/s. Genepharm S.A., Greece to carryout
the transfer of any and all mentioned import permits, health and governmental authorizations,
registration and / or applications with respect to products to the name of M/s. Genepharm S.A.,

Greece or to its nominee, if otherwise registered, upon expiration or termination of this

agreement.

The case was placed before the Registration Board in its 237" meeting and decided for

the personal hearing of the firm. The firm is called for personal hearing and case is placed before

the Board.




Case No. 09 Cancellation of Products of Rotexmedica.

M/s. Genepharm S.A., Greece hereby declares that their following products have been registered
under the name of M/s. Rotexmedica Pakistan Pvt. Ltd., Islamabad, without any agreement and /

or authorization by their company:-

S. No. Reg. No. Name of Products.
1. 069518 Elbat Tablets 250mg.
Each tablet contains:-
Flutamide........... 250mg.
2. 063978 Ciazil Injection 10mg.

Each 5ml vial contains: -
Epirubicin (as HCI)....10mg.

3. 063981 Finastir Tablet.
Each film coated tablet contains:-
Finasteride........... Smg.

4. 063979 Ciazil Injection 50mg.

Each 25vial contains: -
Epirubicin (as HCI)....50mg.

5. 063976 Doxaotil Injection 10mg.
Each 5ml vial contains: -
Doxorubicin HCI (USP)...... 10mg.

6. 063977 Doxaotil Injection 50mg.
Each 25ml vial contains: -
Doxorubicin HCI (USP)...... 50mg.

7. 063980 Genefadrone Injection 20mg.
Each 10ml vial contains: -
Mitoxantrone (as HCI)....20mg.

8. 066071 Geneplex 1mg Tablets.
Each tablets contains:-
Anastrozole.............. Img.

M/s. Genepharm S.A., Greece have requested to cancel the registration from the name of
M/s. Rotexmedica Pakistan Pvt. Ltd., Islamabad. A show cause notice was issued to the
firm and also called them for the personal hearing before the Board. Submitted for the

consideration of the Registration Board.



Registration-11
Case N0.10: Investigation of M/S Meezab International, Karachi

Following products of M/s Meezab International, Karachi were initially registered
for import and then permitted for local contract manufacturing. Registration Board in 238"
meeting considered case for extension in contract manufacturing of these products from M/s
Medicaids Pakistan, Karachi (import to local contract) and deferred for submission of data about
grant of registration, transfer to contract manufacturing, subsequent renewal and copy of DSL.
Later on, the firm (Mezab) provided documents and the Board in 241% meeting extended contract
manufacturing permission of following products till 30.06.2015 and contract manufactured by
M/s Farmaceutics International, Karachi. As per DSL No0.450 dated 24.12.2013, address of M/s
Mezab International is F1-A/3-A, SITE, Karachi and proprietor is Muhammad Anees S/O

Muhammad Usman.

S. No. | Reg. No. Name of drug(s) & Composition

1. 021906 | Diclovat 75mg Injection

Each 3ml contains:

Diclofenac Sodium................ 75mg
2. 015730 | Labentrol 250mg Tablet

Each film coated tablet contains:
Ciprofloxacin HCI eq. to Ciprofloxacin...250 mg

3. 021907 | Diclovat 50mg Tablet
Each enteric coated tablet contains:
Diclofenac sodium .............. 50 mg
4. 014638 | Lomadryl 150mg Tablet

Each tablet contains:

Ranitidine HCI eq. to Ranitidine....... 150 mg
5. 021905 | Alenstran 10mg Tablet

Each tablet contains:

Cetirizine dihydrochloride.............. 10mg
6. 021908 | Tradolint 100mg Injection

Each 2ml ampoule contains:

Tramadol HCI.................... 100 mg

7. 021904 | Lomadryl 50mg Injection

Each 2ml ampoule contains:

Ranitidine HCI eq. to Ranitidine............ 50 mg
8. 014671 | Labentrol 500mg Tablet




Each film coated tablet contains:

Ciprofloxacin HCI eq. to Ciprofloxacin.....500 mg
9. 014675 | Molelant 1gm Injection

Each vial contains:

Cefotaxime Sodium eq. to Cefotaxime......... 1 gm
10. 021903 | Molelant 250mg Injection

Each vial contains:

Cefotaxime Sodium eq. to Cefotaxime......... 250mg

11. 014672 | Labentrol 750mg Tablet

Each tablet contains:

Ciprofloxacin HCI eq. to Ciprofloxacin...... 750mg
12. 014639 | Alenbit 400mg Tablet

Each tablet contains:

Norfloxacin ................ccooeiiin.... 400 mg
13. 023694 | Katinol 250mg Capsule

Each capsule contains:
Cefaclor......cooeviiiiiiiiiiiiinin.. 250 mg
14, 014677 | Molelant 500mg Injection

Each vial contains:

Cefotaxime Sodium eq. to Cefotaxime......... 500mg
15. 021909 | Tradolint 50mg Capsule

Each capsule contains:

Tramadol HCIL....................oc.ele. 50 mg
16. 014637 | Lamadryl 300mg Tablet

Each tablet contains:

Ranitidine HCI........................... 300mg
17. 021902 | Suprin Suspension

Each 5ml contains:

CefiXime. ..., 100 mg
18. 021901 | Bifin 10mg Injection

Each vial contains:

Nalbuphine HCI...............c..oo 10 mg

Later on, Mr. Mukhtiar Ahmad, Assistant General Manager of M/s Meezab International,
Karachi has sent a reference along with a set of documents (advertisement in news papers,
memorandum of agreement of business acquisition, copy of Drug sale License) stating and
claiming that Mr. Rajesh is owner of the business. As per Drug sale License N0.650 dated
17.03.2014; Mr. Rajesh is proprietor of the firm and address is Office No.8, 5 floor, Namco
centre, Campbel Street, near city court, Karachi.



Registration Board in its 243 meeting considered request of Mr. Mukhtiar Ahmad and
after detail consideration / discussion constituted a committee comprising of DDG (E&M),
DRAP, Karachi and Chief Drugs Inspector, Sindh to investigate the matter in detail (for
determining proprietor of the M/s Meezab International and address). Registration Board in its
247™ meeting again discussed and decided that already constituted committee will be advised

again to submit the complete investigation report in 30 days for its consideration.

Now investigation team comprising of DDG (E&M), DRAP, Karachi and Chief Drugs
Inspector, Sindh has furnished their report. Complete report is as under:-

“The investigation was conducted in four (04) phases by Mr. Qaiser Muhammad
Chief Drug Inspector Government of Sindh alongwith undersigned.

Phase-I

On 21-07-2014 Mr. Muhammad Anees CEO having CNIC No. 42301-9215193-3 of M/s.
Farmaceutics International F1A3 SITE, Karachi was called before the committee comprising of Mr.
Muhammad Qaiser, Chief Drug Inspector Sindh and Dr. Muhammad Tanweer Alam, Deputy Director
General (E&M), Karachi for investigation/verification of documents and their claim as Sole Proprietor of
M/s. MEEZAB INTERNATIONAL as authorized agent of M/s. Farmaceutics International, Karachi vide
Drug Wholesale License No. 450 dated 24-12-2013 issued by Executive Director Officer (Health)
Karachi. Mr. Muhammad Anis also stated that M/s. Meezab International pointed out a defaulter to Mr.
Rajesh who has given a cheque of Rs. 1,000,000/- to Mr. Asadullah Aga of M/s. Meezab International. In
this context, a legal notice was served to Mr. Rajesh of M/s. Biotic Pharma Suit No. 02, 3" Floor Nimco
Centre, Chamble Street, City Court, Karachi dated 3™ October 2013 (copy enclosed as ready reference).
He told that | have made all payments in cash due to the reason my saving as such | have no proof of
payments as Pay Order/Cheque/Receipt as asked by the committee. He further emphasized all matters
were dealt in January 2014. In this context CNIC of Mr. Asadullah Agha is also enclosed. He only
purchased the company under M/s. Farmaceutics International. He further informed that | have no
acknowledgement receipts of applications and paid challan for registration available but it is lying with
the ex-owner Mr. Asadullah Aga ex-owner. He further explained that the liabilities and responsibilities
was previously on the shoulder of ex-owner that was M/s. Meezab International. | have only got copy of
the registration and extension for contract manufacturing on 13-01-2014 on my factory premises address
F-1A3, SITE, Karachi. Mr. Muhammad Anis further emphasized that Mr. Rajesh’s cheque was bounced

and will provide the same bounced slip before the committee tomorrow on 22-07-2014 but he failed to



provide till date. Due to this reason the owner of M/s. Meezab International sold me this company as per
the aforesaid agreements. Copy of statement along with documents provided by Mr. Muhammad Anees
(Annexure-A)

Phase-11

Mr. Asadullah Aga the previous owner having CNIC No. 43301-8241108-1 of M/s.
Meezab was contacted on his cell number 0300-3259693 but it was not responded during the course of
investigation for further finding the fact. As the cell number was provided by Mr. Muhammad Anees the
buyer. In this connection a letter No.F.01-23/2014-DRAP (K) dated 22™ July 2014 was also dispatched
on his residential address as per CNIC for subject mentioned investigation including verification of
documents and signature thereof and any other clarification before the committee but the letter was
returned back (Annexure-B).

Phase-111

After the lapse of one month, Mr. Asadullah Aga the previous owner of M/s. Meezab was
contacted and he provided duly signed all legal documents relating to sell/purchase of M/s. Meezab
International. Upon scrutiny of documents it was revealed that memorandum of agreement of business
acquisition were made on 02-04-2012 between Asadullah Agha S/O Karam Ullah Agha and Mr. Rajesh
S/O Mr. Jhaman Das. He further provided a notarized stamp paper dated 25-08-2014, in which he
declared and confirmed on oath the legal notice dated 03-10-2013 given to Mr. Rajesh S/o Jhaman Das
was withdrawn after negotiation and again declare we do not have any dispute at present. The agreement
of business acquisition has now been registered on 12-11-2014 between Asadullah Agha S/O Karam
Ullah Agha and Mr. Rajesh S/O Mr. Jhaman Das in Sub-Registrar-Il, Saddar Town, Karachi No. 3752

(Annexure-C)

PHASE-IV
Finally Mr. Rajesh S/O Jhaman Das having CNIC No. 42301-4555210-9 was called for
recording his statement before the committee on 18-09-2014. He recorded his statement and provided all
legal evidences for proprietorship of M/s. Meezab International Office No. 8, 5" Floor Namco Centre
Campbell Street Near City Court, Karachi to the committee. Following reference copies were provided:-
i.  Information letter to DRAP CEO for change of proprietor and change of address received
copy dated 15-04-2014 (Annexure-1)

ii.  Advertisement in daily Jang newspaper (Annexure-II)



Vi.

Vili.

viii.

Xi.

Xii.

Xiii.

Xiv.

XV.

XVI.

XVil.

XVviii.

Advertisement in daily Dawn newspaper (Annexure-I11)

Memorandum of agreement of business acquisition on stamp paper duly certified by 1%
Class Magistrate, Government of Sindh (Annexure-1V).

Bank Statement (Not relevant with DRAP)

Certified Trade Mark of Government of Pakistan copies of Meezab International
products.

Undertaking on stamp paper for M/s. Meezab International, handover of business to Mr.
Rajesh (Annexure-V)

Form-5, front page of 18 products for reference (having previous owner address).
Receiving application of 18 products from DRAP R&l section Islamabad dated 15-04-
2013. The said to be present owner of the firm (Annexure-V1I)

Agreement between Proprietor of M/s. Meezab International with proposed manufacturer
M/s. Medicaids Pakistan, Karachi for Form-5 (Annexure-VIlI).

ABL Bank New Challi Karachi online deposit slip each Rs. 42000.00 of 18 products date
11-04-2014..

Receiving of ABL bank new Chali Karachi online deposit slip each 42000.00 from
DRAP Statistical Officer dated 15-04-2014 of 18 products and DRAP (R&I) unit
Islamabad dated 15-04-201..

ABL Bank New Challi Karachi online deposit slip each Rs. 8000.00 from DRAP
Statistical Officer dated 22-08-2014 of 18 products and DRAP R&I Unit Islamabad
dated 26-08-2014.

DRAP letter dated 25-09-2013 informed that your requested was considered in 238"
meeting of Registration Board and deferred for DSL and subsequent renewal (Annexure-
Vi)

Reply dated 05-11-2013; DRAP letter dated 25-09-2013 receiving of furnished required
information/documents required by DRAP Islamabad (Annexure-1X).

Bank Challan of National Bank of Pakistan Karachi for DSL.

Income Tax return for 2013-2014.

Drug Sale License copy (Annexure-X)

Furthermore, M/s. Meezab International submitted documents on 26-02-2015 for Sole

Proprietorship as required by the committee which is also self explanatory (Annexure-XI, XII, XIIlI, and

XIV).

Conclusion:



A. Transfer letters of registration from Registrar Office, all the claims of new owner are cogent

and as per law.

B. Bank transition or financial credit or debit is irrelevant with DRAP purview from all the

three parties.

C. The grounds on which transfer of registration of already registered drugs in favour of M/s.

Meezab International are yet to be decided by the board concerned under Drugs (Licensing,

Registering & Advertising) Rules 1976 which is claimed to be owned by Mr. Rajesh (new

proprietor).

D. It is recommended that; the Registration Board after keeping the aforesaid facts as given by

Mr. Muhammad Anis of M/s. Meezab International, Karachi i.e. authorized agent of (1) M/s.

Farmaceutics International, SITE, Karachi and (2) Mr. Rajesh of M/s. Meezab International,

Karachi authorized agent of M/s. Seignor Pharma are different name due to counterfeiting of

M/s. Mezab of M/s. Farmaceutics Karachi. Hence deferred till fulfilling all the requirement of

transfer of registration with fresh profile of each product with complete dossier as per rules.

Submitted for consideration of Registration Board.

Case No.11

a. Noa Hemis Pharmaceutical, Karachi

Cases deferred by Registration Board.

Registration Board in various meetings deferred following registration applications of M/s

Noa Hemis Pharmaceuticals (Pvt.) Ltd, Karachi for reason mentioned in last column.

Name of drug(s) & Composition Proposed | Demanded | Date of Decision
Pack size | Price application,
Diary No. &
Form
Mesiline 400mg Tablet Deferred _f(_)r
Each tablet contains: _produc'g specific
: , inspection by area
Mesalazine...... 400mg 20’s AS per d
(colorectal agents) 30’s policy FID Karachi and
Director DTL,
(M-238) Karachi
Etecav 0.5 mg Tablet As per As per PRC Form-5 Deferred for
Each film coated tablet contains: PRC 30-7-2010 product  specific
Entecavir (as Dy.No.1506 inspection by

monohydrate)............... 0.5 mg

Rs.8000/-+Rs.

panel comprising




(Anti Viral)
(Manufacturer’s Spec.s)

12000/- (10-05-
13)

of Director DTL
Karachi, DDG (E
& M) & area FID.

Now firm has submitted that on 20" February, 2015 an inspection had been conducted by a panel
comprising on Dr. Shahid Hussain, FID-I, Dr. Saif ur Rehman Khattak, Director CDL, Karachi Syed
Mueed Ahmed, Member CLB, Karachi and Dr. Shoaib Ahmed Area, ADC for the renewal of Drug

Manufacturing License and recommended for renewal of DML.

Firm has requested to kindly waive off the individual product specification inspection in lieu of

the panel inspection carried out on 20™ February, 2015.

b. Semos Pharmaceutical, Karachi.

Registration Board in its 245" meetings deferred following registration
applications of M/s Semos Pharmaceuticals, Karachi for product specific inspection.
Now FID, DRAP, Karachi has submitted inspection report dated 28-02-2015 conducted by panel
comprising Mr. Amanullah Khan Director DTL, Quetta,
CDL, Karachi and Mr. Abdul Rasool Shaikh, concerned FID, DRAP, Karachi. Recommendations

Dr. Saif ur Rehman Khattak, Director

of panel are in above last column

Name of drug(s) & Proposed | Demanded Date of Decision Remarks of
Composition Pack size Price application, Panel

Diary No. &

Form

Roxicam Tablet 10mg 2x10’s Rs.95.06 02-03-2010 | Deferred for | Recommended
Each tablet contains:- 310 GMP for registration
Piroxicam.......... 10mg Form-5 evaluation
(NSAID) Rs.8000/- & product

Rs.12,000/- | specific

09-06-2014 | inspection
Roxicam Tablet 20mg 2x10’s Rs.155.80 02-03-2010 -do- Recommended
Each tablet contains:- 312 for registration
Piroxicam.......... 20mg Form-5
(NSAID) Rs.8000/-

Rs.12,000/-

09-06-2014
B-Cip Tablets 250mg 10’s Rs.120.00 02-03-2010 -do- Recommended
Each tablet contains:- 314 for registration
Ciprofloxacin ....250mg Form-5




(Quinolone) Rs.8000/-
Rs.12,000/-
09-06-2014
B-Cip Tablets 500mg 10’s Rs.220.00 02-03-2010 -do- Recommended
Each tablet contains:- 313 for registration
Ciprofloxacin ....500mg Form-5
(Quinolone) Rs.8000/-
Rs.12,000/-
09-06-2014
Qutapin XR 50mg Tablet As per | As per PRC Fast Track Deferred for | Due to lacking
Each film coated XR tablet | PRC Form-5 product in
contains:- 02-05-2012 | specific documentation
Quetiapine fumarate Rs. 8000/- inspection panel defer the
equivalent to 16-04-2013 by Director | Case of
Quetiapine.......... 50mg Rs.52000/- DTL, Sertraline  and
Lahore, Quetiapine all
Quetta, CDL strengths till
and EID. the sapsfactory
compliance of
all required
parameters
with follow up
inspection  of
this authority.
Qutapin XR 150mg Tablets As per | As per PRC Fast Track -do- -do-
Each film coated XR tablet | PRC Form-5
contains:- 02-05-2012
Quetiapine Quetiapine Rs. 8000/-
fumarate  equivalent  to 16-04-2013
Quetiapine........ 150mg Rs.52000/-
Qutapin XR 200mg Tablets As per | As per PRC Fast Track -do- -do-
Each film coated XR tablet | PRC Form 5
contains:- 02-05-2012,
Quetiapine fumarate Rs. 8000/-
equivalent to 16-04-2013
Quetiapine ........ 200mg Rs.52000/-
Qutapin XR 300mg As per | As per PRC Fast Track -do- -do-




Tablets PRC Form 5
Each film coated XR tablet 02-05-2012
contains:- Rs. 8000/-
Quetiapine fumarate (Photocopy)
equivalent to 5.16-04-2013
Quetiapine ........... 300mg Rs.52000/-
(Photocopy)
Serog Tablet As per | As per PAC Fast Track -do- -do-
Each film coated tablet PAC Form 5
contains:- 15-04-13
Sertraline as Rs. 60,000/-
Sertraline HC1 BP...50 mg
Serog Tablet As per | As per PAC Fast Track -do- -do-
Each film coated tablet PAC Form 5
contains:- 15-04-13
Sertraline as Rs. 60,000/-
Sertraline HCI .....100 mg

Submitted for consideration of Registration Board.

c. Registration of Pregabalin Tablet 225mg

Registration Board in meeting 246™ & 247" meeting deferred registration of Pregabalin

225mg of different manufacturers for confirmation of me too status. Details are as under:-

Name and address | Brand Name Type of Form | International Remarks /| Decision
of Manufacturer / | (Proprietary name status in | Observations
Applicant + Dosage form + Initial date, stringent
Strength) diary. regulatory
agencies
Composition Fee including
differential fee Me-too status
Pharmacological
Group Demanded GMP status as
Price / Pack depicted in
Finished product | size inspection
specification report (dated)
M/S AGP (Private) | Hi-Gab Capsules Form 5 LYRICA 1) Evidence | M-246" RB
Limited, B-23, | 225mg Capsules (25, 50, | of me too
S.I.T.E., Karachi Capsule Rs.8000/- 75, 100, | status Deferred  for
17-07-2009 150,200, 225 and | required. confirmation of
Each Capsule Dy. No. not 300mg) me too status.
Contains: mentioned US FDA
Pregabalin 225mg
Rs.12000/- Evidence of Me




(Anti-Epileptic)

Manufacturers
specifications

19-03-2014
Dy. No. Not
mentioned

14’s / Rs.1370/-
duplicate dossier

too status
required

Inspection report
dated
26/11/2013.
Capsule section
mentioned in FID

report.

Later on scrutiny of registration data reveals that the above formulation is already

registered in the name of M/s Hilton Pharma, Karachi under the brand name Zegab 225mg

Capsule, Reg. N0.047363 which was approved in 241* meeting of Registration Board.

Submitted for consideration of Registration Board

d. Getz Pharma, Karachi

Registration Board in its 240™ meeting deferred following products of M/s Getz Pharma, Karachi

for reason as per mentioned in last column.

Name of Drug & Composition Pack | Demanded | Decision
MRP
Pronex Tablet 375mg + 20mg Tablets 14’s Rs.560.00 Registration Board decided
Each multi-layer delayed release tablet 20’s Rs.800.00 to get expert opinion about
contains:- the product from following
Naproxen ...... 375mg experts.
Esomeprazole Magnesium Trihydrate eq. Prof.Dr. Khalid Javed,
to Esomeprazole.....20mg Mayo Hospital, Lahore.
(NSAID + Proton Pump Inhibitor) Prof.Dr.Abid Farooki,
PIMS, Islamabad.
Dr.Amanullah Khan,
Director DTL, Quetta.
Pronex Tablet 500mg + 20mg Tablets 14’s Rs.700.00 -do-
Each multi-layer delayed release tablet 20’s Rs.1000.00

contains:-
Naproxen ......... 500mg

Esomeprazole Magnesium Trihydrate eq.

to Esomeprazole.....20mg
(NSAID + Proton Pump Inhibitor)




The same was referred to the Review Committee for recommendations. The committee

recoemmended these registrations and then Registration Board in 245" meeting also agreed to

grant these registrations, as per following details: -

1. | Esso Forte Tablets
Each Tablet contains; -
Naproxen USP 500mg
Esomeprazole
Magnesium Trihydrate
=Esompeprazole 20mg
(NSAID+PPI)

Delayed
release tablets
are approved
by FDA and
TGA. Not
approved by
EMA &
PMDA.

This particular
combination is
not mentioned
but combining
NSAIDs with
PPIs and H2
blockers is
recommended
in general for
prevention of
gastropathy.

Studies on
this particular
combination
are not found

It is rational to
combine
NSAIDs with
PPIs for
prevention of
gastropathy .
Both the drugs
individually
are will
established in
their

respective
categories.
Recommended
for
registration.

Submitted for consideration of Registration Board

Case No. 12 Discontinuation of Prisa (Prasugrel) Tablets 5mg & 10mg- Getz Pharma,

Karachi.

M/s Getz Pharma (Pvt) Ltd, Karachi has intimated that under Rule 30 of
Drugs(Licensing Registering and Advertising) Rules 1976 which states to intimate Registration
Board about the circumstances which may lead to reduction in the production of drug and may
result in its shortage. Prisa (Prasugrel) Tablets 5mg & 10mg are their registered product and
marketed product but they will no longer be able to continue the production of said products
because of the following reasons:

) As suggested by Triton-Timi Trial, Prasugrel increases the risk of major
bleeding, without providing any added advantage on CV mortality and all-
cause mortality over Clopidogrel.

i) There have been no recent internationally accepted trials /
recommendations advocating safety and effectiveness of Prasugrel over
traditionally use medications (clopidogrel).




i) In healthcare system of Pakistan, not everywhere it is convenient to
monitor post operated patients closely for internal bleeding and other
related complications associated with Prasugrel.

On the above reasons mentioned above, they tend to reply on proviso of rule 30(5) of Drugs
Licensing, Registering & Advertising)Rules, 1976 and will no longer want to continue the

production of Prise (Prasugrel) Tablets 5mg &10mg.

Submitted for consideration of Registration Board

Case No.13 Registration of Drugs for export purpose-Not me too Drugs.

Following firms have requested for registration of following drugs for export

purpose only which are not me-too. Details are as under:-

S. Name of | Name of product(s) Date of Export Order
No. | Company application,
Diary No. &
Form
1. M/s Martin | Ozbir Tablet 12-02-2015 Copy of Export
Dow Ltd, | Each film coated tablet 846 Order from
Karachi | contains:- Rs.20,000/- Myanmar
Sofosbuvir ........400mg
2. M/s Mater | Sofovir Tablet 12-02-2015 Copy of Export
Internationa | Each film coated tablet 857 Order from
I, F-216, | contains:- Rs.20,000/- Myanmar
SITE, Sofosbuvir ........400mg
Karachi
3. M/s OBS | Viratron 400mg Tablet 09-03-2015 Copy of Export
Pakistan | Each film coated tablet 875 Order from
(Pvt.) Ltd, | contains:- Rs.20,000/- Afghanistan
Karachi Sofosbuvir ........400mg
4. M/s SOVIR-C 400mg Tablet 10-03-2015 Copy of Export
Nabigasim | Each film coated tablet 876 Order from
Industries, | contains:- Rs. 20,000/- Philippines
Karachi Sofosbuvir ........400mg
5. M/s Searle | ROFIRESP 500mcg 12-03-2015 Copy of Export
Co. Ltd., | Each tablet contains:- 877 Order from




Karachi. | Roflumilast...... 500mcg Rs. 20,000/- Afghanistan

6. -do- DELANZ 30mg Capsule 12-03-2015 Copy of Export
Each tablet contains:- 878 Order from
Dexlansoprazole Rs. 20,000/- Afghanistan

7. -do- DELANZ 60mg Capsule 12-03-2015 Copy of Export
Each tablet contains:- 879 Order from
Dexlansoprazole Rs. 20,000/- Afghanistan

8. -do- DAKTOVI tablets 30mg 12-03-2015 Copy of Export
Each tablet contains 880 Order from
Daclatasvir Rs. 20,000/- Afghanistan

9. -do- DAKTOVI tablets 60mg 12-03-2015 Copy of Export
Each tablet contains 881 Order from
Daclatasvir Rs. 20,000/- Afghanistan

10. -do- EMISPREVIR Capsules 150mg 12-03-2015 Copy of Export
Each Capsules contains: 882 Order from
Simeprevir Rs, 20,000/- Afghanistan

Submitted for consideration of Registration Board

Case No.14:

Cases referred for expert opinion.

a. Polimod Syrup - Pharmatec Pakistan, Karachi

Pharmatec Pakistan, Karachi applied for registration of following drug. The Registration

Board in 227" meeting had deferred for clarification of formulation.

Name of Drug & Composition | Pack | Demanded MRP

Polimod Syrup 120ml | Rs.950.00
Each 5ml contains:-

Pidotimod................. 285.7mg

(Immunostimulant)

Now the firm has submitted as under:-

Main indication of the product is as immune-stimulant treatment in patients with
ascertained cellular-mediate immune depression during infections of the respiratory and
urinary tracts. This indications are quite common in Pakistan and this product will be a
novel treatment in oral syrup form

The concentration of the syrup is 57mg/ml, therefore, a single 120ml bottle will contain
6.84 grams of Pidotimod raw material which equals to seventeen 400mg doses per bottle.



The dosage for children is 400mg twice daily for fourteen days.

Later on Board deferred the request of the firm in 237" Meeting and referred the case to Brig.

(R). Prof. Dr. Muzammil Hasan Najmi, Chairman, Department of Pharmacology, Foundation

Medical College Rawalpindi and Prof. Dr. Magsood Ahmad, Campus Director, Bahauddin

Zakria University for expert opinion.

Birg. (R). Prof.
Muzammil
Najmi,
Chairman,
Department
Pharmacology,
Foundation
College
Rawalpindi

Dr.

Hasan

of

Medical

Pidotimod of M/s Pharmatec is a synthetic dipeptide with
immunomodulant activity. The drug has been reported to be useful
in treatment and prevention of certain infections in children and
adults. However the efficacy and safety of pidotimod requires
further evaluation. The drug has not yet earned a mention in any
standard textbook of pharmacology. Although it is being marketed
in a few countries like China, Korea and Russia, but it is not
approved by EMA and FDA. In my opinion it would be prudent to
wait till more elaborate and authentic assessment of the drug
becomes available. Not recommended for registration.

Prof.
Ahmad,
Campus Director,
Bahauddin
University,
Multan

Dr.

Magsood

Zakria

No response was received from the expert after two reminders.

Submitted for consideration of Registration Board.

Case No.15: Transfer of Registration

a. M/s. Pharmatec Pakistan, Karachi.

M/s. Pharmatec Pakistan, Karachi applied for transfer of registration Maltofer Tablet

(Iron 11l Hydroxide Polymaltos Complex) containing 100mg Iron as Iron (l11)-Hydroxide

Polymaltose Complex bearing registration No. 028696 from M/s Getz Pharma (Pvt) Ltd,

Karachi. The firm has informed that they have manufacturing facility for the product. The firm

has provided following documents in support: -

i)

Application with Form 5-A and required fee as per relevant SRO. i.e.
20,000/- and other relevant documents.

Submitted for consideration of Registration Board

b. M/s Cibex (Pvt.) Ltd, Karachi.




(General), Capsule (General),

M/s Cibex (Pvt.) Ltd have developed their facility for manufacturing of Tablet

Sachet (General), Tablet (General Antibiotics), Liquid

Manufacturing, Capsule (General Antibiotics), Dry Syrup (General Antibiotics), Ointment-I
(Steriods) and Ointment-11 (Non Steriods) located at Plot No. F-405, S.I.T.E, Karachi vide Drug
Manufacturing License No.000784.

Pharmaceutical (Pvt.) Ltd, Karachi to their name as per following details: -

Now firm has requested for transfer of their following registered drugs from M/s Macter

Sr. No.

Formulation /

Date of

Remarks

Reg. No. | Brand Name(s) Generic Name | Registration
1. The applied
formulation is not
approved in SRA’s.
021744 Rimabex Tablets Rifampicin 21-05-1998 The firm submitted
450mg the reference of
Rifadini Tablets of
Sanofi Aventis
(Spain)
2. : 0 Formalities
021745 | Rimabex 2% Rifampicin 21-05-1998 required as per F-5
Suspension
are complete
3. . . . The applied
021746 gérgr?]md Tablets Egr?irggilgllnl\,lH 21-05-1998 formulation is not
g approved in SRA’s
4, The applied
formulation is not
L . - AE. approved in SRA’s.
021747 Rimazid Tablets lea_mp_lcm, 21-05-1998 The firm submitted
450mg Isoniazid INH -
reference of Rifinah
tablets of Sanofi
Aventis France.
5. Formalities
02174g | FamobexTablets | o bidine 21-05-1998 required as per F-5
20mg
are complete
6. Formalities
021749 | FamobexTablets | . idine 21-05-1998 required as per F-5
40mg
are complete
7. . . Formalities
021750 Voltagesic D|cl_ofenac 21-05-1998 required as per F-5
Tablets 50mg Sodium
are complete
8. 021751 | Catafen Tablets Diclofenac 21-05-1998 Formalities




50mg Potassium required as per
Form - 5 are
complete.
9. - Cetirizine Formalities
021752 ?gr'ﬁm Tablets Dihydrochlorid 21-05-1998 required as per F-5
g e are complete
10. Aminophylline, The applied
: Ammonium formulation is not
021753 Cibcos Syrup Chloride, 21-05-1998 approved in SRA’s
120ml ) .
Diphenhydrami
ne HCI
11. Formalities
021754 Mazetol Tablets Carbamazepine 21-05-1998 required as per
200mg Form-5 are
complete
12. Mazetol Formalities
021755 | Suspension Carbamazepine 21-05-1998 required  as  per
Form - 5 are
120ml
complete
13. R Formalities
Nasav_ln 0.1% Xylometazoline | 21-05-1998 required as  per
021756 | Nebuliser
HCI Form -5 are
15ml
complete
14. Cetirizine Formalities
025106 Rh|2|_n Oral Dihydrochlorid 05-08-1999 required as per
Solution o Form-5 are
complete
15. Formalities
required as per
Form - 5 are
A complete
027107 | Lactobex Syrup Lactulose 13-06-2001 (Firm has submitted
the invoice and
delivery challan of
purchase of R1
detector)
16. The applied
027108 gﬁ?oetr)li)i(on Famotidine 13-06-2001 formulation is not
P approved in SRA’s
17. The applied
formulation is not
. - . e approved in SRA’s.
032048 Fusivate Cream Fusidic Acid, 15-07-2004 The firm submitted
15¢g Betamethasone

reference of Fucibet
cream of Leo Labs
(France)




18. The applied
030593 1N8/0nr:6| Tablets | Nimesulide 23-05-2003 formulation is not
g approved in SRA’s

19. Formalities
Catafen Tablets Diclofenac 26-05-2005 required as per

039198 .
100mg Potassium Form -5 are
complete

Submitted for consideration of Registration Board

Case N0.16  Cases for personal hearing.

a) M/s Johnson & Johnson Pakistan (Pvt.) Ltd, Karachi — Personal hearing.
Registration Board in 247" meeting deferred case of de-registration of Ethicon Sutures i.e
Catgut and Slik, Reg. N0.001678 for presentation before the Board.

M/s Johnson & Johnson Pakistan (Pvt.)) Ltd, Karachi has requested for
de-registration of Ethicon Sutures i.e Catgut and Slik, Reg. N0.001678 due beyond control of a

manufacturer, of a drug which may lead to reduction in the production.

Licensing Division has also informed that application of M/s Johnson & Johnson
Pakistan (Pvt.) Ltd, Karachi for discontinuation of Ethicon Sutures of local production is under

process and firm has also applied for de-registration of suture produced locally.
Submitted for consideration of Registration Board

b. Same brand name having different active ingredients:
M/s GlaxoSmithKline Pakistan Ltd, Karachi has requested for change of brand name of

their following already registered drug. Details are as under:-

Existing Name Reg. Proposed Justification / Reasons
No. Name

Dicofen Gel 021767 | Panadol Gel | Similarity of brand name

(Diclofenac Diethyl

M/s Dr. Raza Pharma, Peshawar
Diclocin Tablet

M/s Mediceena Pharma, Lahore
Dicfen Tablet

M/s Meitech Pharma

Later on firm has proposed another brand name i.e lodex Gel on following grounds:-




e lodex is their global brand in the category of topical pain management similar in action to
Dicofen Gel and its registered indication is reduction in pain and inflammation.

e lodex is also a registered trade name of GSK

e There is no chance of confusion Dicofen formulation is topical in use

e They have applied for de-registration of existing formulation of lodex Ointment on safety
grounds.

Submitted for consideration of Registration Board

Case No.17  Cases for issuance of registration letters.

The products of M/s City Pharmaceuticals, Karachi were discussed in 239"
meeting of Drug Registration Board. The Board has advised the Registration Section to again
review the Registration Dossiers before issuance of Registration letters. The decision of the

Board was communicated to the Pharmaceutical Evaluation Cell for re-evaluation of following

products: -
S.# | Name of drug(s) & | Propose | Demanded Date of Decision
Composition d Price application,
Pack Diary No. &
size Form
1 | Orex-500mg Capsule | Asper | AsperPRC | 27-03-2013 Approved
Each capsule PRC Dy.No0.191 | However the
contains: Form-5 Registration  Board
Cefadroxil......... 500 Rs.20,000/- | advised the
mg registration  sections
(Anti to again review the
bacterial/Antibiotic) Registration Dossiers
before issuance of
Registration letters
2 Orex-250mg Dry Asper | Asper PRC | 27-03-2013 Approved
Suspension PRC Dy.N0.190 | However the
Each 5ml contains: Form-5 Registration  Board
Cefadroxil......... 250 Rs.20,000/- | advised the
mg registration  sections
(Anti to again review the
bacterial/Antibiotic) Registration Dossiers
before issuance of
Registration letters
3 | Orex-125mg Dry Asper | AsperPRC | 27-03-2013 Approved
Suspension PRC Dy.No.189 | However the
Each 5ml contains: Form-5 Registration  Board
Cefadroxil...... 125 Rs.20,000/- | advised the
mg registration  sections




(Anti to again review the
bacterial/Antibiotic) Registration Dossiers
before issuance of
Registration letters

In response to, the Evaluator IV (PEC) has intimated that the Drug Registration Board has
approved the applications in 239 Meeting. As per decision of DRB, applications were
evaluated according to Form 5 and approved check list. Now firm has rectified shortcoming of
above three products.

Submitted for consideration of Registration Board

Case No0.18: Renewal of Drugs Manufacturing License under the drugs Act, 1976.

The Secretary, Central Licensing Board has informed that Drug
Manufacturing License of M/s Risma Laboratories, A-2B, S.I.T.E., Karachi was approved the
renewal of DML bearing No. 000053 by way of Formulation by the Central Licensing Board in
its 238™ Meeting held on 19™ November, 2014.

The Board has further decided and suspended the manufacturing in Tablet,
Capsule, Oral Dry Suspension, Liquid Syrup and Powder section for three months according to
Rule 13 of Drugs (Licensing Registering & Advertising) Rules, 1976 due to following
observations made by the panel during inspection.

)] The firm informed that the areas for manufacturing of Capsule, Tablets,
Oral Dry Suspension/syrups, and oral liquids are still under renovation
process and HVAC to be installed therefore found closed at the time of
inspection.

i) No testing process was seen at the time of inspection.

iii) Qualified and experience staff and more training is required on risk based
GMP issues so that system can be improved. Organization chart should be
re-organized; persons should be given duties in writing. Overall the firm
needs more professionally qualified and experienced persons for better
GMP compliance.

iv) The panel also advised the firm to get approval for qualified pharmacist as
a Production Incharge.

V) The firm does not possess approved layout plan by the DRAP Authority. It
is advised to get approval for regularized section by DRAP.




The Board directed the firm to rectify the above mentioned shortcomings within a period of three
months.

Submitted for consideration of Registration Board

Case N0.19 Change of packaging material of CaC 1000plus.

M/s Novartis Pharma (Pakistan) Ltd, Karachi has stated that the firm wants to change
the packaging material of their already registered product i.e. CaC 1000plus Effervescent Tablet
registration No. 030612 from Alminum Tubes with Plastic Snap Caps” to M/s Novartis International
Design Plastic Tube having tamper proof cap with Built-in Desiccant.

There are numerous benefits of this new proposed packaging including patient compliance and
prevention of any misuse by children (tamper proofing).
Firm has submitted following documents:
i.  Application along with fee @ Rs.5000/-
ii.  NOC for CRF till 30.06.2015.
iii.  Approval for change of brand name.
iv.  Initial registration letter and renewal status

v.  Accelerated stability data

Submitted for consideration of Registration Board



Case No.20

Registration-111

M/s. Bio-Lab (Pvt) Ltd., Islamabad has requested for registration of Efeons

Suspension 60mg for the purpose of export only.

Efeons Suspension 26-12-2014 Original Export
Each 5ml contains:- Rs.20000/- Order annexed.
Fexofenadine.......60mg

The firm submitted all the relevant documents alongwith the fee of Rs.20000/- and

requested for registration of drug for export only. It is submitted that the strength of 30mg is

registered in Pakistan whereas Fexofenadine 60mg Suspension is not registered in Pakistan but

the same is available in Cambodia and Vietnam. The formulation for export has been already

registered by the Board on the same analogy in the past.

Submitted for consideration of the Registration Board.

Case No. 21. M/s. Global Pharmaceuticals, Islamabad was issued show cause notice for

cancellation of registration of Tamsol-D Tablets on the basis of efficacy of formulation.

Tamsol-D Tablets 10°s As Per SRO
Each film coated tablet contains:- Fee Rs:8,000/=
Tamsulosin Hydrochloride 0.4mg
(as modified — release tablets)
Dutasteride............ 0.5mg

The reply of the management of show cause notice as under:-

i
ii.
iii.
iv.
V.
Vi.

Vii.

viii.

Introduction of our formulation (Tablets in Tablets) in relation with BPH
Approval f Dutasteride as a tablet by USP Medicine Compendium

Approval of Tamsulosin as a tablet by MHRA, UK

Proof of in-vitro efficacy of the Tamsol-D Tablets according to the ICH
Guidelines Q8 (R2)

Availability of same technology (Tablet in Tablet) in India (Cipla Pharma)
Comparative Dissolution Study of Tamsol-D Tablets vs Duodart Capsule of GSK,
showing no difference of Assay and Drug Release Pattern

Stability Study of Tamsol-D Tablets (Accelerated and Real Time), which again
shows Efficacy of Tamso-D Tablets even after 22 months result of Real Time
Study.

Clinical survey of Tamsol-D Tablets from top most Chief Consultants,
Consultants, Head of Urology, Professors, Assistant Professors which include



their comments regarding the Efficacy of the product showing Effectiveness of
the Tamso-D Tablets

IX. 40% less Retail Price as compared to the marketed available brand.

X. Company’s Investment in the “Tablet in Tablets Technology™.

In the light of detailed technical data regarding the efficacy of the Tamsol-D Tablets the
firm requested to cancel the show cause notice for De-Registration of Tamso-D Tablets. The
management of the firm requested for personal hearing to clarify and to explain the case in
detail.

Submitted for consideration of the Registration Board.

Case N0.22  Registration Board in 224™ meeting held on 21% & 22" April, 2010 deferred the
following dossiers of registration of M/s TAS Pharmaceuticals, Islamabad for manufacturing on
basis of toll till the finalization of contract policy:-

1. M/s. TAS Fiximtas Capsules 10’s | AsPer 15-4- Deferred
Pharmaceuticals| Each capsule contains:- SRO 2009 till the
, Islamabad toll | Cefixime Trihydrate finalizatio
manufactured | = Cefixime...... 200 mg n of
by M/s. Biorex | (Antibiotic) contract
Pharmaceuticals policy.
, Islamabad
2. -do- Fiximtas Capsules 10°’s | As Per -do- -do-
Each capsule contains:- SRO

Cefixime Trihydrate
= Cefixime...... 400 mg

(Antibiotic)
3. -do- Ceftas 250 mg I/M Per As Per -do- -do-
Injection vial SRO

Each vial contains:-
Ceftriaxone Sodium
=Ceftriaxone....250 mg

(Antibiotic)
4. -do- Ceftas 500 mg I/M Per As Per -do- -do-
Injection vial SRO

Each vial contains:-
Ceftriaxone Sodium
=Ceftriaxone....... 500
mg




(Antibiotic)

5. -do- Ceftas 1 gm I/V Per As Per -do- -do-
Injection vial SRO
Each vial contains:-
Ceftriaxone Sodium
= Ceftriaxone......... 1
gm

(Antibiotic)

Now the contract manufacturing policy has been finalized and the management of the firm
has deposited the fee of Rs:50,000/- each and requested to change the name and manufacturing
site/Unit from M/s. Biorex Pharmaceuticals, Islamabad to M/s. Bio-Lab (Pvt) Ltd., Islamabad.
The dossiers have been evaluated accordingly.

Submitted for consideration of the Registration Board.

Case N0.23 M/s. Scotmann Pharmaceuticals, Islamabad has requested for registration of

Hapaldi Tablets 400mg for the purpose of export only:-

1. Hepaldi Tablets 400 mg Original Export
Each film coated tablet contains:- Order annexed.
Sofosbuvir......... 400 mg

The firm submitted all the relevant documents alongwith the fee of Rs.20000/- and

requested for registration of drug for export purpose only.

Submitted for re-consideration of the Registration Board.

Case No.24 M/s. Wilson’s Pharmaceuticals, Islamabad has requested for registration of

Saferon Tablets 400mg for the purpose of export only:-

1. Saferon Tablets 400 mg Original Export
Each film coated tablet contains:- Order annexed.
Sofosbuvir......... 400 mg

The firm submitted all the relevant documents alongwith the fee of Rs.20000/- and
requested for registration of drug for export purpose only.

Submitted for re-consideration of the Registration Board.



Case No.25 M/s. Werrick Pharmaceuticals, Islamabad has requested for registration of Cell-

Tab Tablets 400mg for the purpose of export only:-

1. Cell-Tab Tablets 400 mg Original Export
Each film coated tablet contains:- Order annexed.
Sofosbuvir......... 400 mg

The firm submitted all the relevant documents alongwith the fee of Rs.20000/- and

requested for registration of drug for export purpose only.

Submitted for re-consideration of the Registration Board.

Case N0.26. The following registration application of M/s. Crown Pharmaceuticals, Islamabad
were considered in 229™ meeting and deferred on the ground to be decided in light of Narcotic
/Psychotropic policy. The Licensing Board in 226™ meeting approved the Narcotic/Psychotropic

section.

1. Crozam 0.5mg Tablets 3x10’s | As Per | To be decided

Each tablet contains:- SRO in light of
Alprazolam...... 0.5 mg Narcotic/Psyc
(Benzodiazepine) hotropic polity
2. Crozam 1 mg Tablets 3x10’s | As Per -do-
Each tablet contains:- SRO
Alprazolam.......... I mg
(Benzodiazepine)
3. Cazolam 7.5 mg Tablets 1x7.5” | As Per -do-
Each tablet contains:- S SRO

Midazolam Maleate

Midazolam.......... 7.5mg

(Benzodiazepine)
4. Zepa 2mg Tablets 1x10’s | As Per -do-
Each tablet contains:- SRO

Diazepam... 2mg
( Benzodiazepine)

5. Zepa 5mg Tablets 1x10’s | As Per -do-
Each tablet contains:- SRO
Diazepam...... Smg

( Benzodiazepine)




Now the firm deposited the differential fee of Rs:12000/- each and complete the dossiers.
The dossiers have been evaluated accordingly.

Submitted for consideration of the Registration Board.

Case No0.27. Registration Board in 244™ and 246™ meeting deferred the following drugs of
M/s. Wenovo Pharmaceuticals, Taxila for confirmation of availability of TOC analyzer and

liquid Particle Counter.

1. Wink Injection Form 5 Applied | Deferred for
Each ml contains Iron Dy No. 531 product is not| final
Isomaltoside equivalent to | dated found in | reminder for
elemental iron 100mg/ml | 03/06/2014 stringent | provision of
Iron deficiency anemia Rs.20,000/- regulatory | evidence of
Manufacturer As per SRO/ agenceis. | availability

Pack of 5%s Wisofer of | of TOC

Wellmark | analyzer.
Pharmaceutic

als Hattar
Evidence of
availability of
TOC analyzer
has not been
provided
2. Novoket Injection Form 5 Toradol of | Deferred for
Eachml contains Ketorolac | Dy No. 541 Roche final
Tromethamole equivalent | dated Torapan of | reminder for
to Ketorolac..... 30mg/ml | 03/06/2014 Caraway | provision of
NSAID, USP Rs.20,000/- Pharmaceutic| evidence of

As per SRO/ als Islamabad.| availability
Pack oflm x Evidence of | of TOC

5“s availability of| analyzer.
TOC analyzer
has not been
provided
3. Novobal Injection Form 5 Applied | Deferred for
Each ml contains Dy No. 537 product is not| final
Mecobalamin.. 500 mcg/ | dated found in | reminder for
ml 03/06/2014 stringent | provision of
Vitamin B-12 Rs.20,000/- regulatory | evidence of
Manufacturer As per SRO/ agencies. | availability
Pack of 1ml Neuromet of | of TOC
x10s Merck analyzer.
Karachi

Evidence of




availability of

TOC analyzer
has not been
provided
Novofer Injection Form 5 Venofer of | Deferred for
Each ml contains Dy No. 536 Fresenius | final
Iron Sucrose equivalent to | dated Medical care | reminder for
Elemental Iron....20mg 03/06/2014 Bisleri of | provision of
Antianemic Rs.20,000/- Sami Pharma| evidence of
Manufacturer As per SRO/ Karchi availability
Pack of 5ml x Evidence of | of TOC
5%s availability of| analyzer.
TOC analyzer
has not been
provided
Wenowater Injection 5ml | Form 5 Wellwater of | Deferred for
Each ampoule contains Dy No. 536 Welwrd | final
Water for Injection....5ml | dated Pharmaceutic| reminder for
USP 03/06/2014 als Hattar | provision of
20,000/- Evidence of | evidence of
As per SRO availability of| availability
TOC analyzer| of TOC
has not been | analyzer.
provided
Danvo Injection 8mg/4ml | Form 5 Zofran of | Deferred for
Each 4ml contains Dy No. 532 GSK (BNF- | final
Ondansetron as dated 61) reminder for
Hydrochloride.....8mg 03/06/2014 Zofran GSK, | provision of
5HT3 receptor antagonist | 20,000/- Karachi | evidence of
USP As per SRO Evidence of | availability
availability of| of TOC
TOC analyzer| analyzer.
has not been
provided
TRAMANOV Injection Form-5 Evidence of | Deferred for
Each 2ml ampoule Dy No: 1273 availability of{ confirmation
contains: dated 23-10- TOC of installation
Tramadol HCI...... 100mg | 2014 analyzer and | and
Synthetic opiate analogue | 20,000/- liquid particle| operational
Manufacturer As per policy counter is | qualifications
of MOH required. | of TOC
Pack of 5’s & analyser &
10°s liquid Particle
Counter by

Area FID.




8. WENOFEN Injection Form-5 Evidence of | Deferred for
Each 2 ml of amber Dy No: 1272 availability of{ confirmation
glass ampoule contains: dated 23-10- TOC analyzer| of installation
Diclofenac Sodium....75mg 2014 and liquid | and
Lidocaine HCI.....20 mg | 20,000/- particle operational
Analgesic, Local anesthetic | As per policy counter is | qualifications
Manufacturer of MOH required. | of TOC

Pack of 5’s & analyser
10’s &liquid
Particle

Counter by

Area FID.

Now the Mr. Ch. Zeeshan Nazir, Federal Inspector of Drugs Islamabad-I1 conducted the
inspection in response to the letter of even number dated 31-12-2014 and confirmed the

availability of TOC analyzer and Particle Counter.

Submitted for consideration of Registration Board.



Registration-1V

Case N0:28. M/s. Medicraft Pharmaceuticals Peshawar has requested for registration of Gasrid

DM Suspension for the purpose of export only:-

1 Gasrid DM Suspension
Each 5ml contains:-
Aluminium
(dried).....215mg
Domperidone.................... 0.5mg
Magnesium
hydroxide(dried)....80mg
Simethicone..................... 25mg

Original Export
Order annexed.
hydroxide

The firm submitted all the relevant documents alongwith the fee of Rs.20000/- and requested

for registration of drug for export purpose only.

Submitted for consideration of Registration Board.

Case N0.29 Registration Board in 237" meeting deferred the following registration

applications of M/s. Genome Pharmaceuticals, Hattar decision mentioned against each:-

M/s. Genome | Onidine 0.1 mg Tablets 100’s | As Per Submission of
Pharmaceuticals, | Each tablet contains:- SRO differential fee +
Hattar Clonidine (as HCI)....0.1 documents on
mg Form-5D
(Hypotensive agent)
-do- Onidine 0.2 mg Tablets 100’s | As Per Submission of
Each tablet contains:- SRO differential fee +
Clonidine (as HCI)....0.2 documents on
mg Form-5D
(Hypotensive agent)
-do- Onidine 0.3 mg Tablets 100’s | As Per Submission of
Each tablet contains:- SRO differential fee +
Clonidine (as HCI)....0.3 documents on
mg Form-5D
(Hypotensive agent)




Now the firm submitted the differential fee and documents on Form-5 D for
consideration of Registration Board. It is submitted that the above mentioned registration
applications are new molecule and require the constitution of the panel of the experts for their

expert opinion

Submitted for consideration of Registration Board.

Case No. 30. Registration Board in 247" meeting deferred the following drugs of M/s. Genome

Pharmaceuticals, Hattar reason mentioned against each:-

1. | FRANCO Capsules Form-5 Deferred for
Each capsule contains: | Dy. No. 38 dated : 08-11- | confirmation of me
Olanzapine.... 6mg 10 8000/- dated : 08-11- too status.
Fluoxetine..... 25mg 10 12000/- dated: 17-01- | 2. Final notice for
Antipsychotic/ SSRI 14 removal of
Manufacturer As per SRO/ Pack of 10°s shortcomings.

2. | FRANCO Capsules Form-5 1. Deferred for
Each capsule contains: | Dy. No. 24 dated : 08-11- | confirmation of me
Olanzapine.... 3mg 10 8000/- dated : 08-11- too status.
Fluoxetine..... 25mg 10 12000/- dated: 17-01- | 2. Final notice for
Antipsychotic/ SSRI 14 removal of
Manufacturer As per SRO/ Pack of 10’s shortcomings.

The management of the firm informed that the same combination is already registered by
the Registration Board in 239" approved Lenzif 6/25mg Capsule Reg.N0.073778 of M/s. Martin
Dow, Karachi and 243" meeting in the name of M/s. Global Pharmaceuticals Islamabad, M/s.

Amarant Pharmaceuticals, Karachi and M/s. Nabigasim Industries, Karachi.

Submitted for consideration of Registration Board.

Case No. 31 M/s. Whnsfeild Pharmaceuticals Hattar inadvertently wrote Lyricowin 75mg
Tablets containing Pregabalin on deposit slip/challan form amounting Rs.8000/- + Rs.12000/- in
two installment on April, 2009 and June 2014. After scrutiny of the case, the management
submitted the relevant documents containing of the dosage form as Pregabalin 75mg Capsule

and submitted the relevant documents for consideration in 246™ meeting.

1 Lyricowin 75 Capsule Form 5 Approved.
Each capsule Contains: Rs.8000/- 19-04- | Reference will be sent to




Pregabalin ...... 75mg 2009 B & A Division for
(Anticonvulsants) Dy. No. Not verification of
Manufacturer’s mentioned fee challan for capsule
specifications Rs.12000/- 19-06- | dosage form. If

In agenda, erroneously 2014 confirmed, then

dosage form with brand Dy. No. 259 Chairman, RB will permit
name written as Tablet As per SRO for issuance of

instead of Capsule. The registration letter.

firm actually mentioned Otherwise case will be
dosage placed before the Board
form as capsule in form 5 for decision.

An ambiguity was incorporated in the description of the product by Evaluation Cell.
Account departments verified the submission of fee under the heading of Lyricowin 75mg
Tablets. Now it is submitted that the dossier was timely rectified but due to inadvertent error of
the name it was not clarified proper. Management has submitted an additional amount of Rs.
20000/- dated 15-01-2015 for Pregabalin 75mg Capsule

because pregabalin exist in the form of Capsule dosage form.

to obtained the registration letter

Submitted for consideration of Registration Board.

Case No. 32: Registration Board in 245" meeting considered the following drug of M/s. Weather
Fold Pharmaceuticals, Hattar toll manufactured by M/s. Welmark Pharmaceuticals, Hattar and M/s.
Fassgen Pharmaceuticals, Hattar toll manufactured by M/s. Welmark Pharmaceuticals, Hattar which

was deferred for confirmation of availability of TOC analyzer and particle counter.

052938 M/s. Weather | M/s. Welmark | Helcobal 500mcg 16-4-2013 | Sister | Deferred for
Folds Pharm  |Pharmaceutical| Injection Dy. concern | confirmatio
Hattar. Hattar Each 1ml ampoule | No0.2953 n of TOC
contains:- Form-5-B analyzer and
Mecobalamine 500ug| Rs.42000/ particle
(Manufacturer‘s - counter
Specs Rs.8000/-
dated 29-
09-2010
052944 -do- -do- Diclofold Injection | 16-4-2013 | Sister -do-
Each 2ml ampoule Dy. concern
contains:- N0.2953
Diclofenac Form-5-B
Sodium...75mg Rs.42000/
Lidocaine -
HCI.20mg Rs.8000/-




(Manufacturers dated 29-
Specs) 09-2010
056464 M/s. Fassgen M/s. Mecobon 500mcg | 15-4-2013 | Sister -do-
Pharmaceutical Welmark, | Injection Dy. concern
s, Hattar Hattar Each 1ml N0.2969
contains:- Form-5-
Mecobalamine.500 not
ug Rs.46000/
(Welmark -
Specification) Rs.4000/-
dated 29-
09-2010
056466 -do- -do- Fasdic Injection 15-4-2013 | Sister -do-
Each 2ml ampoule Dy. concern
contains:- N0.2969
Diclofenac Form-5-
Sodium .75mg not
Lidocain Rs.46000/
HCI.20mg -
(Welmark Rs.4000/-
Specification) dated 29-
09-2010

Now the Mr. Rehmat Ullah Baig Alvi, Federal Inspector of Drugs Peshawar conducted

the inspection in response to the letter of even number dated 31-12-2014 of M/s. Weather Fold

Pharmaceuticals,

Hattar and M/s. Welmark Pharmaceuticals,

availability of TOC analyzer and particle counter in both the units.

Submitted for consideration of Registration Board.

Hattar and confirmed the

Case No. 33: Registration Board in 242" meeting considered the following drug of Mis.

Weather Fold Pharmaceuticals, Hattar which was deferred for product specific inspection.

1. M.T Mom 2. Tablet 1. Form 5 2. Fast | Manufact Deferred for
3.Each film coated track 3. One urer 09- verification of
tablet contains blisters of alu alu | 10-2012 manufacturing

Misoprostol USP 200
mcg 4. Anti ulcer

having 10 tablets
As per SRO 4.
31/10/2013 5.
31/10/2013 Rs
60,000/-

and storage
facility for
Misoprostol by
DDG DRAP and
FID.




Now the Mr. Rehmat Ullah Baig Alvi, Federal Inspector of Drugs Peshawar conducted
the inspection in response to the letter of even number dated 31-12-2014 of M/s. Weather Fold
Pharmaceuticals, Hattar and recommended for grant of registration of above mentioned drug.

Submitted for consideration of Registration Board.

Case No.34 The following registration application of M/s. Heal Pharmaceuticals, Peshawar
were considered in 229" meeting deferred on the ground that to be decided in light of

Narcotic/Psychotropic policy. The firm develop new separate Psychotropic Section.

1 Zolam 0.25mg Tablets 30’s As Per
Each tablet contains:- SRO
Alprazolam....... 0.25mg
(Benzodiazepine)

2 Zolam 0.5mg Tablets 30’s As Per
Each tablet contains:- SRO
Alprazolam....... 0.5mg
(Benzodiazepine)

3 Zolam 1mg Tablets 30’s As Per
Each tablet contains:- SRO
Alprazolam....... Img

(Benzodiazepine)

4 Maze 3mg Tablets 30’s As Per
Each tablet contains:- SRO
Bromazepam....3mg
(Anxiolytic)

5 Healpam 5mg Tablets 20’s As Per
Each tablet contains:- SRO
Diazepam ....... Smg

(Benzodiazepine)

6 Healpam 2mg Tablets 30’s As Per
Each tablet contains:- SRO
Diazepam ....... 2mg

(Benzodiazepine)

7 Lopam 1mg Tablets 10x10’s As Per
Each tablet contains:- SRO
Lorazepam............ Img

(Benzodiazepine,




Anxiolytic)

8 Lopam 2mg Tablets 10x10’s As Per
Each tablet contains:- SRO
Lorazepam............ 2mg
(Benzodiazepine,
Anxiolytic)

Now the firm deposited the differential fee of Rs:12000/- each and complete the dossiers.

The dossiers have been evaluated accordingly.

Submitted for consideration of Registration Board.



Registration-V
Case No. 35. Court case regarding change of brand name of drug.

The Registration Board in its 246™ meeting decided the following application of M/s.
Rasco Pharm, Lahore as under:-
“ Keeping in view discussion regarding requirement of storage facility for Misoprostol and
inspection report of the firm, the Board approved the product (Misoprostol with 1% dispersion
HPMC) and with change in brand name”.

S. Name of Drug(s) Form & fee Competitor &
No. specification
1. | Aerotec-75 Tablet 1. Form5 Arthrotec (Pfizer)
(Inner core is enteric coated 2. Fast Track Manufacturers‘s
with outer 3. As per SRO/blister of 2x10 Specs
core as immediate release) tablets
Each tablet contains:- 4. 29.06.2011/Rs.8000
Diclofenac Sodium ..... 75mg | 5.21.05.2013/Rs.52000/4237
Misoprostol ........ 200mcg
NSAID + mucosal protective

In response M/s. Rasco Pharma, Lahore has informed that “Aerotec 50mg Tablet” is
already their registered brand name (Reg.No. 040159) containing “Diclofenac sodium 50mg +
Misoprostol 200mcg” and available in the market and they have not received any complaint in
this regard. The matter of similarity of brand name “Aerotec” with the brand name of M/s.
Highnoon Labs, Lahore, had been decided by District Court, Lahore and Court has given clear
verdict in their favour to keep the brand name “Aerotec” for their available brand name. They
have also registered the brand name “Aerotec” with trade mark registry in class-5 for registration
of their trade mark. They have enclosed a list of similar brand names ending with suffix tec, tic
or tech and stated that Arthro and Aero are quite different alphabetically and phonetically. They
have not received any complaint about the brand name “Aerotec”. They have requested to issue
the registration of above mentioned product with brand name “Aerotec”.

Submitted for consideration of Registration Board.




Case No. 36. Decision of Central Licensing Board

The Licensing Section has forwarded the case of M/s. English Pharmaceuticals

Industries Lahore wherein the Directorate of Licensing has informed that the Central Licensing

Board in its 239" meeting held on 22" January 2015 consider the inspection report of the panel

of experts regarding renewal of Drug Manufacturing License (DML. No. 0000339) for the period
19-07-2014 to 18-07-2019 of the firm. The Board has referred the following observations of

panel related to registration of drugs to Registration Board for information and further necessary

action:-

a.

It was observed that M/s. English Pharma has been granted approximately 400
registrations, it is recommended that no new registration of drugs be given to the firm
till the extension of facility, in addition already given registration be reduced
rationally.

Panel recommended to suspend registrations of lyophilized products till the
clarification about the procedural validations, verifying filling of lyophilized material
maintain its effectiveness and physical parameters under the condition of filling as
practiced by the firm.

The Board was further apprised by the Licensing Division that the firm possesses the
registration of carbepenems (meropenem), Psychotropics (clonazepam) and steroidal
injection (dexamethasone as sodium phosphate), but does not possess the
dedicated/segregated facilities for these products as required under rules.

Submitted for consideration of Registration Board.

Case No. 37 Cancellation of registration from previous name and registration of Drug(s)

in new name of the firm within same site.

a. My/s. A’raf (Pvt.) Ltd; Lahore has requested for cancelation of registration from their

previous name of the firm i.e M/s. Remedy Pharmaceuticals (Pvt.) Ltd; Lahore and
register in their new name of the firm i.e M/s. A’raf (Pvt.) Ltd; Lahore. The name of
the firm was changed from M/s. Remedy Pharmaceuticals (Pvt.) Ltd; Lahore to i.e

M/s. A’raf (Pvt.) Ltd; Lahore within the same site:-

S. No.

Name of Drug(s) Reg. No. Initial date of Date of
Registration and Application
validity
1. | Tazap 15mg Tablets 057697 18-08-2011 28-01-2015




Each tablet contains:-

Mirtazapine ....... 15mg
(USP Specs)

Valid until
17-08-2016

Tazap 30mg Tablets
Each tablet contains:-
Mirtazapine ....... 30mg
(USP Specs)

057698

-do-

-do-

Zoxy 25mg CR Tablets
Each tablet contains:-
Paroxetine....... 25mg

(USP Specs)

057699

-do-

-do-

Zoxy 12.5mg CR Tablets
Each tablet contains:-
Paroxetine....... 12.5mg
(USP Specs)

057700

-do-

-do-

Letam 500mg Tablet
Each tablet contains:-
Levetiracetam ............... 500mg

065612

-do-

-do-

Xencit Tablet.

Each tablet Contains:-
Cetirizine Dihydrochloride
...... 10mg

(Remedy’s Specs)

062734

10-05-2010
Valid until
09-05-2015

-do-

Lunizole Tablet

Each tablet Contains:-
Diloxanide Furoate........ 500mg
Metronidazole ............. 400mg
(Remedy’s Specs)

062737

-do-

-do-

08

Eminox Solution 5%
Each bottle Contains:-
Minoxidil ............ 5%
(Remedy’s Specs)

062743

-do-

-do-

09.

Eminox Solution 2%
Each bottle Contains:-
Minoxidil ......... 2%
(Remedy’s Specs)

062746

-do-

-do-

10

Zonas Tablet
Each tablet contains:-
Zonisamide.....50mg

071508

07-07-2010
Valid until
06-07-2015

-do-




(Remedy’s Specs)

11 | Zonas Tablet 071509 -do- -do-
Each tablet contains:-
Zonisamide.....100mg
(Remedy’s Specs)

12. | Trony Tablet 071510 -do- -do-
Each tablet contains:-
Risperidone...... 2mg
(Remedy’s Specs)

13 | Trony Tablet 071511 -do- -do-
Each tablet contains:-
Risperidone...... 4mg
(Remedy’s Specs)

14. | Redycam 20mg Capsule 076804 25-04-2013 -do-
Each capsule contains:- Valid until
Piroxicam .................... 20mg 24-04-2018

The management of the firm has deposited fee of Rs. 20,000/- for each product. They
have provided approval of title of the firm from Licensing Section. They have also submitted
applications on Form-5 alongwith relevant documentsfor this purpose.

Submitted for consideration of Registration Board.

b. M/s. Vega Pharma, Lahore has informed that following products were registered in their
name through toll manufacturing M/s. Synchro Pharma, Lahore and the permission is valid until
30-06-2015. They have requested to cancel these products from toll manufacturing and
registered in their name because they have developed their own facility for manufacturing which

is dully approved by Central Licensing Board:-

S. No. Name of Drug(s) Reg. No. | Initial date of Date of
Registration and | Application
validity

1. Vefixime Dry Suspension 059954 05-09-2009 15-09-2014
Each 5ml contains:- Valid until
Cefixime 30-06-2015
(as trihydrate) ...... 100mg

2. Vefixim Capsule 059955 -do- -do-
Each capsule contains:-




Cefixime (as trihydrate) ... 400mg

3. Vefron Injection 500mg 057221 02-04-2009 15-09-2014
Each vial contains:- Valid until
Ceftriaxone 30-06-2015
as sodium ... 500mg

4. Vefron Injection 1gm 057222 -do- -do-
Each vial contains:-
Ceftriaxone as sodium........ Igm

5. Vefron Injection 250mg 057220 -do- -do-

Each vial contains:-

Ceftriaxone as Sodium......250mg
6. Vegaceft Injection 500mg 057218 -do- -do-
Each vial contains:-

Cefotaxime as Sodium.....500mg

7. Vegaceft Injection 1gm 057219 -do- -do-
Each vial contains:-
Cefotaxime as Sodium....... lgm

8. Vegaceft Injection 250mg 057219 -do- -do-

Each vial contains:-
Cefotaxime as Sodium....250mg

The management of the firm has deposited fee of Rs. 20,000/- for each product. They have
submitted application on form-5 and other relevant documents which have been evaluated.

Submitted for consideration of Registration Board.

C. Change of Brand name and transfer of registration

M/s. Searle IV Solutions (Private) Limited has requested for cancel of registration of
following products from their previous name of the firm i.e M/s. Mac & Rain Pharmaceuticals,
Lahore and requested to register in their new name of the firm i.e M/s. Searle IV Solutions
(Private) Limited, Lahore. They have also requested to change the brand name from “Ciporains
1.V Solution” to “Cinoxin 1.V Solution” because they have already registration of “Cinoxin 50ml

I.V Injection” containing “Ciprofloxacin (as lactate) 2mg/ml” (Reg.No.078631):-

S. No. Name of Drug(s) Reg. No.
1. Ciporains IV Solution 059567

Each 100ml contains:-

Ciprofloxacin as Lactate ............ 200mg




The management of the firm has deposited fee of Rs. 20,000/- for transfer of registration

alongwith other documents and also deposited fee of Rs. 20,000/- for change of brand name.

Submitted for consideration of Registration Board.

Case No. 38. Deferred products of m/s. Aptcure (pvt.) Ltd; Lahore.

a. The Registration Board in 241% meeting deferred the following products of M/s.

Aptcure (Pvt.) Ltd; Lahore till the resumption of production/withdrawal of show

cause by Licensing Section:-

S. No. Name of Drug(s) Form & fee Competitor & Decision of
specification Board
1. 1. Fenpro 1. Form-5 1.BP Deferred till
2. Tablets 2. Routine 2. decision on
3. Flurbiprofen BP 3.3 x 10’s as per SRO 3. 17-06-09 show cause by
100 mg 4. 21-09-10 Satisfactory CLB.
4. NSAID 5. Rs.8000/- +
Rs.12,000/-
2. 1. Zecon capsules 1. Form-5 1. USP Deferred till
2. Capsules 2. Routine 2. decision on
3. Each capsule contains: | 3.1 x 1’s as per SRO 3. 17-06-09 show cause by
Fluconazole USP 4. 21-09-10 Satisfactory CLB.
...... 150 mg 5. Rs.8000/- +
4. Antifungal Rs.12,000/-
3. 1. Loxicam 1. Form-5 1.BP Deferred till
2. Tablets 2. Routine 2. decision on
3. Each tablet contains: | 3.1 x 10’s as per SRO 3. 17-06-09 show cause by
Meloxicam BP 4. 21-09-10 Satisfactory CLB.
........ 7.5 mg 5. Rs.8000/- +
4. Antirheumatics Rs.12,000/-
4, 1. Lekast 1. Form-5 1.BP Deferred till
2. Tablets 2. Routine 2. decision on
3. Each tablet contains: | 3. 21x 10’s as per SRO 3. 17-06-09 show cause by
Montelukast BP 4. 21-09-10 Satisfactory CLB.

10 mg
4. Antirheumatics

5. Rs.8000/- +
Rs.12,000/-




1. Dermin 1. Form-5 1.BP Deferred till
2. Tablets 2. Routine 2. decision on
3. Each tablet contains: | 3.2 x 5’s as per SRO 3. 17-06-09 show cause by
Minocycline Hcl 4. 21-09-10 Satisfactory CLB.
USP 100 mg 5. Rs.8000/- +
4. Tetracyclines Rs.12,000/-
1. Isotane 1. Form-5 1.BP Deferred till
2. Capsule 2. Routine 2. decision on
3. Each capsule contains: | 3. Alu-alu blister pack 3. 17-06-09 show cause by
Isotretinoin BP 2 x 5’s as per SRO Satisfactory CLB.
........ 20 mg 4. 21-09-10
4. Anti acnhe 5. Rs.8000/- +

Rs.12,000/-
1. Artimal Forte 1. Form-5 1. Manufacturer Deferred till
2. Tablets 2. Routine 2. decision on
3. Each tablet contains: | 3. Alu-PVC blister in 3. 17-06-09 show cause by
Artemether MS unit carton of 1x 8 as Satisfactory CLB.
.... 80 mg Lumefantrine | per SRO
MS...... 480 mg 4. 21-09-10
4. Anti —Maria 5. Rs.8000/- +

Rs.12,000/-
1. Feromal 1. Form-5 1. Manufacturer Deferred till
2. Tablets 2. Routine 2. decision on
3. Iron (111) hydroxide 3. Alu-alu blister unit 3. 17-06-09 show cause by
polymaltose complex eq | carton of 1x 10’s per Satisfactory CLB.
to elemental iron MS SRO
100 mg & Folic acid 4.21-09-10
USP 0.35 mg 5. Rs.8000/- +
4. Anti —Anemia Rs.12,000/-

Quality Assurance Division was requested for comments in the matter and QA Division

has stated that no issue of GMP is under process with Quality Assurance Directorate and issue is
clear. In the meanwhile file was referred to Licensing Division for current status of the firm and
Licensing Division has informed that the matter is related to QA/LT Division which is already

Clear.
The firm has requested to issue registrations of above mentioned deferred products.

b. The Registration Board in its 237" meeting & 243" meeting approved the
following products as follows:-



S. Meeting of | Name of Drug(s) Decision of the Board
No. RB
1. Sub- Sotret Tablet Approved subject to
committee | Each tablet contains:- submission of satisfactory
of RBin | Isotretinoin....20mg latest inspection report.
237"
meeting

2. -do- Azaltic Tablets Approved subject to
Each tablet contains:- submission of satisfactory
Azithromycin.....250mg latest inspection report.

3 -do- Itraconazole Tablets Approved subject to
Each table contains:- submission of satisfactory
Itraconazole...... 100mg latest inspection report.

4. 243" Acinil Tablet The Board approved above

meeting of | Each tablet contains:- product for registration.
RB Famotidine USP ..... 40mg
H2 blocker

5. -do- Acinil Tablet The Board approved above
Each tablet contains:- product for registration.
Famotidine USP ..... 20mg
H2 blocker

6 -do- Artinac SR Enteric coated tablet The Board approved above
Eahc enteric coated tablet product for registration.
contains:-

Diclofenac sodium BP ....
400mg
(NSAID)

7 -do- Artinac SR Enteric coated tablet The Board approved above
Eahc enteric coated tablet product for registration.
contains:-

Diclofenac sodium BP ....
400mg
(NSAID)

Later on the case was pending due to decision on show case notice which have already
been clarified by Licensing and Quality Assurance Division. The firm has requested to grant
them registration of above mentioned product. They have also provided copy of GMP inspection.

Submitted for consideration of Registration Board.



Case N0.39 CCL, Lahore (Tacgraf Capsule 1mg and 0.5mg) — Personal hearing.

On complaint of Provincial Inspector of Drugs Rawal Town, Rawalpindi a show cause
notice was served to M/s. CCL Pharmaceuticals (Pvt.) Ltd; Lahore for increase of shelf life of
following products:-

a. Cap Tacgraf 1mg B.No.ML13, Mfgd date 9-13, Exp date 8-16, Reg.N0.068115
b. Tab Mycolate 500mg, B.No.Mj3, Mfgd date 9-13, Exp date 8-16, Reg.N0.045969
c. Cap Tacgraf 5mg, B.No.MT1, Mfgd date 10-12, Exp date 9-15, Reg.N0.068116

In response to show cause notice dated 28-11-2014, M/s. CCL Phamraceuticals (Pvt.)
Ltd; Lahore has informed that inadvertently the shalf life of Tacgraf Capsule had been written 3
years instead of 2 years. Accordingly, they had recalled the stocks of Tacgraf 0.5mg and 1mg
and no stock of Tacgraf Capsule 5mg was found in the market at that time as only one batch was
manufactured and sold in October, 2012. They have also stated that they have conducted stability
studies of their three pilot batches and results are within stipulated limits with remarks that
product is stable for 3 years and they had applied for extension of shelf life from three 2 years to
3 years. Further they had applied Mycolate Tablet 500mg with shelf life of three years and
marketed accordingly as no shelf life is mentioned on registration letter.

The management of the firm has called for personal hearing to explain their position in
the matter before Registration Board.

Submitted for consideration of Registration Board.

Case No. 40. Registration of drug(s) for export purpose only.

M/s. CCL Pharmaceuticals (Pvt.) Ltd; Lahore has requested for registration of following products for

export purpose only (Me-too status is not confirmed):-

S. No Name of Products

1. Peropil Tablet 5mg

Each tablet contains:-

Perindopril arginine equivalent to

Perindopril ... Smg
2. Peropil Tablet 10mg

Each tablet contains:-

Perindopril arginine equivalent to

Perindopril ..........oooiiiiii 10mg




3. PeropIN Tablet
Each tablet contains:-
Perindopril Argining .............ccooeviviiiiiiniiieinnnnn. 2.5mg
Indapamide ... 0.625mg
4, PeropIN Tablet
Each tablet contains:-
Perindopril Arginine .............coooiiiiiiiiiiiiiinn. Smg
Indapamide ..........coooiiiiiiiii 1.25mg

The firm has submitted the following documents:-

Fee of Rs. 20000/- for this purpose.

Form-5.

Under taking stamp paper.

Copy of GMP inspection.

CRF clearance certificate.

Export orders.

The above products are available internationally
Export orders for this purpose.

S@ ~® a0 o

Submitted for consideration of Registration Board.

Case No.41: Permission for contract manufacturing due to renovation.

The Registration Board in its 246™ meeting deferred the following products of M/s.
Highnoon Laboratories Ltd; Lahore on toll manufacturing basis through M/s. Titlis Pharma,
Lahore and advised firm to provide complete renovation plan with time frame for consideration
of the Board. Form-5 will be checked as per check list approved by Registration Board.

Due to continuous improvement and capacity enhancement program of their
manufacturing plant, they have planned for renovation/up gradation of their granulation-I area
while granulation-11 area will remain operational. Therefore they have applied for contract
manufacturing of the following products manufactured in granulation-I to avoid shortage of these
products, the rest of the products will continue to be manufactured in operational G-I area.:-

S. No. Name of Drug(s) Reg. No.
1. Cyrocin Tablet 250mg 011406
Each film coated tablet contains:-
Ciprofloxacin (as HCI) .......... 250mg
2. Cyrocin Tablet 500mg 011407
Each film coated tablet contains:-
Ciprofloxacin (as HCI) .......... 500mg




3. Hilin Capsule 100mg 048917
Each capsule contains:-
Pregabalin ................. 100mg
4. Hilin Capsule 150mg 048834
Each capsule contains:-
Pregabalin ................ 150mg
5. Hilin Capsule 50mg 048916
Each capsule contains:-
Pregabalin ................. 50mg
6. Hilin Capsule 75mg 047833
Each capsule contains:-
Pregabalin ................. 75mg
7. Oxaquin Tablet 400mg 043660
Each tablet contains:-

Moxifloxacin (as HCI) ............ 400mg
8. Aria Tablet 1mg 014742
Each tablet contains:-

Ketotifen (as Fumarate) ....... Img
9. Inhibitol Capsule 30mg 020613
Each capsule contains:-
Lansoprazole (pellets) ........ 30mg
10. Neupentin Capsule 100mg 035763
Each capsule contains:-
Gabapentin ................. 100mg
11. Neupentin Capsule 300mg 035764
Each capsule contains:-
Gabapentin ................. 300mg
12. Voxiquin Tablet 250mg 038991
Each film coated tablet contains:-
Levofloxacin (as Hemihydrate) ... 250mg
13. Voxiquin Tablet 500mg 038992
Each film coated tablet contains:-
Levofloxacin (as Hemihydrate) ...... 500mg
14. Senegy-OD Tablet 10mg 017672
Each tablet contains:-

Loratadine ...........cocovevinnin.... 10mg

They have deposited fee of Rs. 50,000/- for each product & have deposited fee of Rs. 1,00,000/-
for Lansoprazole (pellets) and have furnished application dossiers alongwith toll agreement. The
application dossiers have already been evaluated the evaluation cell as per approved checklist.
The firm has got the approval of layout plan for amendments from Licensing Division and

requested to grant the permission of contract manufacturing for period of two years.



Case No0.42

Submitted consideration of Registration Board.

Cases for consideration of Registration Board.

The decision of Registration Board meetings mentioned against each for the same formulation is

different as under:-

S. Meeting of RB Name of Drug(s) Remarks Decision of the
No. Board
1. M/s. Prime P- Calci Sachet s M-236"
Laboratories Each sachet contains:- Rs.6.50 Approved subject to
Lahore Calcium lactate the submission of RM
gluconate....1000mg Specifications.
Ascorbic acid....500mg
Calcium
carbonate....327mg
2. M/s. Hamaz Biocalcin sachet 1. Evidence of approval M-2441
Pharmaceuticals | Sachet of technical staff from |  Approved. Firm will
(Pvt) Ltd, 11-KM | Each sachet contains:- licensing section. provide approval of
Lutafabad Road | Calcium lactate Gluconate | 2. Evidence of approval technical staff and
Multan. | - RRCCRTEITRRRTRRS IOOOmg of QC staff by Chairman RB will
Calcium carbonate Licensing. approved issuance of
s SRTSERRITRPPR 327mg 3. Address of letter
Vltar_mnC .......... 500mg manufacturer has been
Calcium supplement mentioned as 11 km.,
Lutfabad Road Multan
in the approval letter
from Licensing division
whereas, 13km,
Lutfabad Road, Multan
has been mentioned in
the dossier. The firm
has informed that it was
mistakenly written as
11Km while the actual
distance is  13km,
Lutfabad Bosan Road,
Multan.
VITASCOT
Scottman
Pharmaceuticals
3. M/s Wenovo | WV-500 Sachet Not available in M-245™
Pharmaceuticals, | Each sachet contains: SRA‘s Deferred for review
Plot No 31, 32, | Calcium Lactate High-C 1000  of of formulation by
Punjab Gluconate...... lgm Werrick Review Committee.
Industrial Estate, | Ascorbic Pharmaceuticals,
Taxila, Acid.....500mg Islamabad




Rawalpindi. Calcium
carbonate.....327mg
Vitamins and minerals
Manufacturer

Submitted for consideration of Registration Board.




Case No0.43  Confirmation of renewal status of drugs.

RRR Section

a. M/s. Pharmatec Pakistan (Pvt.) Ltd; Karachi has submitted renewal of registration

applications for locally registered products. The details of the renewal status are mentioned

below:-

S. No. Reg.

No.

Name of Drugs with
Composition

Initial
Date of
Reg.

Application
Receiving
Date and

Fee
Submitted
Date

Renewal Status

1. 057951

Ezomol 20mg Capsule
Each capsule
contains:-
Esomeprazole (as
magnesium trihydrate)
enteric coated pellets
equivalent to
Esomeprazole

20mg

31-07-2009

Rs. 10,000/-
07-07-2014
Rs. 10,000/-
22-12-2014

Validity of
registration will
have to be
discussed.

2. 057952

Ezomol 40mg Capsule
Each capsule
contains:-
Esomeprazole (as
magnesium trihydrate)
enteric coated pellets
equivalent to
Esomeprazole

40mg

-do-

-do-

-do-

The firm has provided following documents:-

i Copy of receiving.

ii. Fee of Rs. 20,000/- for each product.

iii. Copy of receiving of R&I register.
(\2 Copy of registration letter.
V. Above applications have also been entered in RRR section dairy register.

Comments of Director (Budget & Account) were sought in the matter and Director (Budget &

Account) has stated that it is a legal point whether payment of half fee before due date deposited

to payment of renewal fee or not. In the instant case remaining fee was paid after due date (more




than 4 months), therefore, it status may be examined at appropriate level. Later on opinion of
Legal Division DRAP was sought in the matter and Director (Legal Affairs) has commented that
it is the administrative decision whether to entertain or not, these type cases. Concerned Division

will have to decide the case.

The case is placed before Registration Board for guideline /administrative decision please.

b. M/s. Noa Hemis Phamraceuticals, Karachi has submitted applications for renewal of

registration as per following details:-

S. No. Reg. Name of Drugs with Initial Application | Renewal
No. Composition Date of Receiving Status
Reg. Date and
Fee
Submitted
Date
1. 058623 | Acifre 20mg Capsule | 10-10-2009 | 29-08-2014 | Validity of
Each capsule Rs. 10,000/~ | registration
contains:- 21-01-2015 | \will have to
Esomeprazole as Rs. 10,000/- be
magnesium trihydrate .
enteric coated pellets discussed.
eq. to Esomeprazole
20mg
2. 058624 | Acifre-D 40mg -do- -do- -do-

Capsule
Each capsule
contains:-
Esomeprazole as
magnesium trihydrate
enteric coated pellets
eq. to Esomeprazole
40mg

The case also placed before the competent forum for guideline/administrative decision please.

C. M/s. Seatle (Pvt.) Ltd; Lahore has requested for transfer of registration of following
products from M/s. Martin Dow Pharmaceuticals, Lahore to their new name of the firm i.e M/s.
Seatle (Pvt.) Ltd; Lahore:-



S. No. Name of Drug(s) Reg. No. Date of Date of initial
application. | registration &
validity.
1. Mavin Capsule 400 mg 057388 | 26-03-2013 14-04-2009
Each capsule contains:- Valid until
Ceftibuten as dehydrate . 400 mg 13-04-2014
2. Xanbid Gel 048016 -do- 05-01-2008
Each gm contains:- Renewed on
Naproxen Sodium ........ 10% w/w 21-02-2011
Valid until
04-01-2016
3. Dowcef Sospension 125mg 032500 -do- 10-04-2004
Each 5ml contains:- Valid until
Cefuroxime (as Axetile) ...... 125mg 26-05-2014
4. Dowcef Tablet 250mg 032499 -do- 10-04-2004
Each tablet contains:- Valid until
Cefuroxime (as Axetile) ...... 250mg 26-05-2014
5. Dowcef Tablet 125mg 032498 -do- 10-04-2004
Each tablet contains:- Valid until
Cefuroxime (as Axetile) ...... 125mg 26-05-2014
6. Buticef Tablet 200mg 052401 -do- 11-09-2008
Each tablet contains:- Valid until
Cefpodoxime as proxetile ..... 200mg 10-09-2014
7. Buticef Suspension 046055 18-08-2014 05-04-2007
Each 5 ml contains:- Renewed on
Cefpodoxime Proxetile 55mg eg. to 11-05-2010
Cefpodoxime base .................. 40 Valid until
mg 04-04-2017
8. Buticef Tablet 100 mg 046054 -do- 05-04-2007
Each tablet contains:- Renewed on
Cefpodoxime Proxetile 131mg eq. to 11-05-2010
Cefpodoxime base ............... 100 mg Valid until
04-04-2017
9. Orpase Capsule 200 mg 046372 -do- 16-06-2007
Each capsule contsains:- Renewed on
Cefixime .................. 200 mg 11-05-2010

Valid until




15-06-2017

10.

Albest Tablet 20 mg
Each tablet contains:-
Ebastine .....................

062548

-do-

22-02-2010
Valid until
21-02-2015

renewal of rest of the products is valid. However, the firm has the view that they had applied
before the expiry date and the above mentioned products, which will be cancelled from previous
of the firm and will be registered in new name of their firm. They have already deposited full

The firm has provided following documents for this purpose:-

Fee of Rs. 20,000/- for each product.

Copy of registration letter and renewal status is mentioned in above column.
NOC for CRF clearance.
Approval of new name / title from CLB.
Undertaking on stamp paper

® o0 o

It is submitted that renewal of products at Sr. 1, 3, 4, 5 & 6 has been expired whereas

registration fee as per Schedule F (under Rule 5(2)) of Drug Act, 1976.

(Budget & Accounts) refer the case with the comments “seems to be legal or administrative in

The case was referred to Director (Budget & Accounts) for comments and Director

nature”.




Item No.V 1  Registration of Biological Drugs — Biological Evaluation & Research Division
Case No.01:  Expert Committee on Biological Drugs (ECBD) meeting.

5" Meeting of Expert Committees on biological drugs was conducted on 27" February, 2015.

Minutes of the meeting are placed at Annex-I for the information of the Drug Registration Board.

Case No.02: DECISION OF THE HONORABLE OMBUDSMAN IN CASE OF M/s. MACTER
INTERNATIONANL, KARACHI

The case of M/s. Macter International Karachi was discussed in the 246" Meeting of the

Drug Registration Board. The Board decided the case as under;

“In order to issue registration letter, the Board advised these manufacturers t0 provide
following document as discussed and agreed during the deliberations with manufacturers:

a. The firms shall provide legalized GMP certificate of biological drug
manufacturer abroad (who will provide concentrate / ready to fill bulk of
biological drug to Pakistani manufacturers for further processing) as an
evidence that the manufacturer is an authorized manufacturer of that particular
biological drug in its country of origin.

b. The firm shall provide studies conducted by manufacturer abroad (dully verified
with statement for correctness / genuineness of data) regarding structural
similarity of subject biological drug product (concentrate/ ready to fill bulk for
further processing) with reference biological product (innovator).

C. The local manufacturer shall be authorized to manufacture the finished
biological product and then perform bio-comparability studies including identity
testing to parent molecule, purity testing, in vitro biological activity, potency and
toxicity with support of iso-electro focusing data, gel electrophoresis, Western-
Blot and other analytical techniques) and stability studies of finished biological
product. Data provided by the local manufacturer shall be evaluated by the
Expert Committee on Biological Drugs. Recommendation of the committee shall
be considered by the Registration Board for issuance of registration letter.

d. The firms shall conduct parallel bio-similarity studies as per WHO guidelines
immediately after grant of registration and shall submit complete studies with in
two (2) years in any case. Manufacturer will provide progress report to this
effect to Directorate of Biological Drugs on quarterly basis.

e. Regular monitoring through pharmacovigilance reporting system shall be
observed through proper pharmacovigilance cell of the manufacturer and report
will be forwarded to the National Pharmacovigilance Centre, Division of
Pharmacy Services and Biological Division of DRAP. In case of any severe
adverse event, immediate mandatory reporting procedure shall be followed.



f. If any of the conditions is not fulfilled or public health risk reported at any stage,
the drug registration shall stand cancelled with immediate effect.

g. All the provisions as contained in the Drugs Act, 1976 and rules made there
under including provisions of Lot Release certification from National Control
Laboratory for Biologicals shall be strictly adhered to.

2. Already registered biological drugs shall be reviewed in the same manner.

3. New applications for registration of biological drugs shall be considered after
compliance of above point.”

The case was also again discussed in the 247™ Meeting of the DRB with following

decision;

“RB deliberated thoroughly on all legal aspects of the case, and unanimously restricted to the
earlier decision taken in 246™ Meeting of DRB. The DRB directed ECBD for priority of taking

up these cases, and for its expedited working”.

Accordingly, the case was placed before the ECBD with all the details and proceedings that
took place from 241% Meeting to 247" Meeting of the Registration Board. One of the members
informed during the meeting that the honourable Ombudsman has issued notice to M/o National
Health Services, Regulations and Co-ordination to implement their decision and inform the
honourable Ombudsman on 04-03-2015 failing which action shall be initiated for non implementation
of the decision. The ECBD in its 5" Meeting decided the case as under;

“The case of M/s. Macter International Karachi was discussed in detail. Proceedings of DRB
meeting from 241 to 247" were narrated and explained by Secretary of the Committee. The
Director NCLB narrated the proceedings of case before the honorable Ombudsman and read
out his last directions, informing that final notice for the implementation of recommendations
has been issued; punishment shall be awarded for contempt to the Orders of Honorable
Ombudsman, if not complied. The ECBD was of the view that at this stage the case has now
turned to be of administrative and legal nature. ECBD has no reasons for re-evaluation of
document / technical data, as the case is has been decided by Honorable Ombudsman. On the
other hand the case has recommendation of previous ECBD. DRB constituted panel for product
specific inspection based on recommendation of previous ECBD. DRB panel has also
recommended registration of product for local manufacture. As the case is under
implementation of decision before the honorable Ombudsman so may be dealt at Government
level or DRB level in the context of honorable Ombudsman decision.”

On 4™ March, 2015 the representative of DRAP (Chairman DRB, Secretary BRB, Director-

Biologicals, DDG- Biologicals and DDC-Biologicals) appeared before the honourable Ombudsman



and informed the case position and implementation status. The honourable Ombudsman after hearing

the case extended the time to 20" March, 2015 for the implementation of the decision.

The summary of the documents submitted by the firm M/s. Macter International Karachi up

to date (Molecule wise) is tabulated as below;

e Peg-In Injection Pegylated rh-Interferon alfa 2b (50mcg /0.5ml, 80mcg /0.5ml, 100mcg /0.5ml,
120mcg /0.5ml, 150mcg/0.5ml)

S.No Documents / Data required as per | Documents / Data submitted Remarks

246™ RB meeting by M/s Macter, Karachi

1. Legalized GMP certificate of | GMP certificate No0.1405132 | ¢ Not legalized

biological drug as an evidence that | dated 21.03.2014, valid till Egke;g:sssy of

the manufacturer is an authorized | 18.305.2016 issued by M/s Intas | ¢  Earlier GMP

manufacturer of that particular | Pharmaceuticals Ltd, India. certificate was

notarized and

biological drug in its country of legalized by

P the Embassy

origin.

J of Pakistan in
New Delhi
expired on
22.02.2014.

Form 28 D bearing

No.G/28D/BIO/01 dated

02.08.2013 valid till 01.08.2018

confirms that manufacturer is

licensed to manufacture

pegylated recombinant human

interferon alfa 2b  (bulk),

Pegylated recombinant human

Granulocyte Colony Stimulating

Factor (bulk).

2. Structural similarity of subject | Photocopy of document issued | e As per
. . . . document of
biological drug product | by Indus Biotherapeutics Ltd for M/ Intas
(concentrate/ ready to fill bulk for | product characterization report Indus ,
. : . Biotherapeutic
further processing) with reference | of pegylated recombinant human s is  R&D
interferon alfa 2b (12kDA mpeg) subsidiary of




biological product (innovator)

in comparison with

Veraferonpeg, M/s Schering-

Plough (Brinny), Ireland.

As per report, Intas peg

interferon alfa 2b conjugate
(drug substance) prepared by
manufacturing process (finalized
for PCS stage) was used in
product characterization studies,

as follows:

o Identity
(immunoblotting by
western  Blot), SDS-
page, lon-exchange
chromatography, MS
spectroscopy, end
terminal sequencing,
Circular Diachroism,
tertiary structural
analysis by Florescence
spectroscopy)

o Purity (SDS page, SE

HPLC).

e  Biological

vitro chiral

bioassay).

activity (in
inhibition

M/s Intas.

Manufacturer shall be authorized to Copy of NOC
- . . for clearance
manufacture the finished biological of AP
product. provided by
the firm.
BMR of the
trial products.
PSI report
Bio-comparability studies including . Identity (SDS-page, lon- Documents
N . exchange confirming
identity testing to parent molecule, chromatography) import of
purity testing, in vitro biological e  Purity (gel filtration strain
activity, potency and toxicity with chromatography / SE)
. Biological activity

support of iso-electro focusing data,

(Viral inhibition assay/




gel electrophoresis, Western-Blot

and other analytical techniques) and

Cytopathic effect assay)
. Potency (gel filtration

chromatography)
stability  studies of finished . Toxicity (bacterial
biological product endotoxin,  LAL,
abnormal toxicity on
mice).
Others . Real time stability for
24 months

o Pegylated GCSF 6mg/ 1mi

S.No Documents / Data required as per | Documents / Data submitted by Remarks
246" RB meeting M/s Macter, Karachi
1. Legalized GMP certificate of | GMP certificate No., 1405132 | ¢ Not legalized
biological drug as an evidence that | dated 21.03.2014, wvalid fill ggkiif[g?]‘?‘ssy of
the manufacturer is an authorized | 18.305.2016 issued to M/s Intas | ¢ Earlier GMP
manufacturer of that particular | Pharmaceuticals Ltd, India. Earlier ﬁg:g:iiggée ‘Q’r?;
biological drug in its country of | the firm had GMP certificate No. legalized by the
origin 1202047 dated 22.02.2012 and E;“k?:‘tzsg ‘I’r‘:
expired on 22.02.2014 along with New Delhi on
Free Sale Certificate. 22.02.2014.
Form 46 A (for bulk drugs) | e Legalized and
bearing No.Bulk/107/201 dated notarized by
06.04.2011 confirms that Embassy  of
manufacturer is licensed to Pakistan in
manufacture pegylated New Delhi.
recombinant human granulocyte
colony stimulating factor (bulk).
2. Structural similarity of subject e  Photocopy of document | ¢ Eurosequence
biological drug product | T\ rerands for | Netherlands s
(concentrate/ ready to fill bulk for carrying out Protein EU GMP




further processing) with reference

biological product (innovator)

Sequencing. Documents  of
Intas India for conducting
Peptide Mapping, Mass
Spectrometry, Western
Blotting, SDS Page, Titirsol
Staining specific for peg and
intrinsic and extrinsic
spectrophotometey, cation
exchange HPLC, UV scanning,
Iso electric focussing and Size
Exclusion HPLC reverse phase
HPLC.

. In  vitro
NFS60 cell lines.
e  Neulasta (Roche) is used
as a reference product.

bioassay on

certified lab for

quality testing
as per
document

submitted by
the company.

3. manufacturer shall be authorized to Still no trial batch
manufacture the finished biological manufacturing done
product

4, Bio-comparability studies including . No studies for this | Manufacturing and
identity testing to parent molecule, product by the firm. QC methods

. . i vitro biological available with the
purity testing, in vitro biologica firm as per data
activity, potency and toxicity with from the
support of iso-electro focusing data, manufacturer

. abroad (M/s Intas).
gel electrophoresis, Western-Blot ( )
and other analytical techniques) and
stability  studies of  finished
biological product
5. Others . Comparative clinical trial
in country of origin has
been performed.
e RhInterferon alfa 2a (3MIU in vials in liquid and lyophilize dosage form , 5SMIU in
vials in liquid and lyophilized dosage form)
S.No Documents / Data required as | Documents / Data submitted by Remarks

per 246" RB meeting

M/s Macter, Karachi




Legalized GMP certificate of
biological drug as an evidence
that the manufacturer is an
authorized manufacturer of that
particular biological drug in its

country of origin

Copy of GMP certificate No.
L5237 dated 15.03.2010 valid till
14.03.2015 issued by SFDA,
China.

Legalized by
embassy of
Pakistan in Beijing.

However, GMP
does not reflect
permission to
manufacture

Interferon rDNA

manufacturing.

Copy of CoPP for

Interferon alfa 2a.

the Rh

. The product is
not on market in the
country of origin.

e Purpose of
manufacturing  is
for Pegylated

interferon injection,
however, the firm
informed that the
product in not yet
on the market.

e The CoPP also
indicates that the
product mentioned
in the certificate
satisfy the
certifying authority
on all aspects of
manufacture the
product.

Structural similarity of subject

biological drug product
(concentrate/ ready to fill bulk for
further processing) with reference

biological product (innovator)

e  Photocopy of document
issued by Beijing Shanglu,
China for the purpose of
structural similarity conducted
following tests;

Identity

N-terminal sequence
Gene sequence

UV spectrum

Iso electric focussing
Peptide mapping
SDS page




Purity

e RPHPLC
e Chromatography
e SDS page

Biological Activity by

e Viral Inhibition assay
General safety

e Endotoxin

o Sterility
3. Manufacturer shall be authorized Copy of evidence of
to manufacture the finished Import (a!rway bill,
commercial
biological product invoice).
BMR of the trial
products.
PSI report
4. Bio-comparability studies o Identity (SDS-page, lon-
. N . . exchange
including identity testing to parent chromatography)
molecule, purity testing, in vitro e  Purity (RP
biological activity, potency and chromgtography) .
o _ ) . Biological activity/
toxicity with support of iso-electro Potency (Viral inhibition
focusing data, gel electrophoresis, assay; Cytopathic effect
assay
Western-Blot and other analytical o Toxicity (bacterial
techniques) and stability studies of endotoxin, LAL,
o o abnormal  toxicity on
finished biological product mice).
5. Others . Real time stability for 24

months

e Macgrastim injection prefilled syringe (Each ml contains Filgrastim (rh GCSF)

300mcg

M/s. Macter International Ltd., Karachi)

(Import of labelled pre filled syringe from M/s. Beijing SL, China and local repacking at

S.No

Documents / Data required as

per 246™ RB meeting

Documents / Data submitted by
M/s Macter, Karachi

Remarks




Legalized GMP certificate of
biological drug as an evidence
that the manufacturer is an
authorized manufacturer of that
particular biological drug in its

country of origin

Copy of GMP certificate No.
L5237 dated 15.03.2010 valid up
to 14.03.2015 the
product legalized by Embassy of

indicating

Pakistan.

o Original missing.
The firm has informed
that they shall submit
affidavit and
undertaking for
supplying the original.

o In addition foreign
inspection is required as
per Import Policy for
Finished Drug.

Copy of CoPP

embassy of Pakistan.

legalized by

o Original  missing.
The firm has informed
that they shall submit
affidavit and
undertaking for
supplying the original.

. In addition foreign
inspection is required as
per import policy.

Structural similarity of subject

biological drug product
(concentrate/ ready to fill bulk for
further processing) with reference

biological product (innovator)

e  Photocopy of document
issued by Beijing SL, China
for; (Gran, Innovator)

Identity;
o Gene sequencing
. Protein
sequencing
o Peptide mapping.
. SDS page
o Iso Electric
Focussing
. UV spectrum
o Westron Blot
Purity
e HPLC
e SDS page

Biological Activity

e Cell proliferation assay
General Safety

e Endotoxin
o Sterility

manufacturer shall be authorized

Product is for local re-
packing and final quality




to manufacture the finished

biological product

control release by M/s
Macter, Karachi.

Bio-comparability studies
including identity testing to parent
molecule, purity testing, in vitro
biological activity, potency and
iSo-
gel
electrophoresis, Western-Blot and

toxicity with support of

electro  focusing data,

other analytical techniques) and

stability studies of finished

biological product

Not needed

Others

Comeparative clinical trial with
innovator along with Phase | and
Phase Il clinical trial (single arm)
by manufacturer abroad

Prance Injection, Each vial containing rh basic fibroblast
(Import of labelled vial from M/s. Beijing SL, China and local repacking at M/s. Macter

International Ltd., Karachi)

S.No Documents / Data required as | Documents / Data submitted by Remarks
per 246™ RB meeting M/s Macter, Karachi
1. Legalized GMP certificate of | Copy of GMP certificate No. . Original missing.

biological drug as an evidence that
the manufacturer is an authorized
manufacturer of that particular
biological drug in its country of

origin

L5237 dated 15.03.2010 valid up
to 14.03.2015 indicating the
product, legalized by Embassy of

Pakistan.

The firm has informed that
they shall submit affidavit
and  undertaking  for
supplying the original.

. In addition foreign
inspection is required as
per import policy.

Copy of CoPP legalized by

. Original missing.
The firm has informed that




embassy of Pakistan.

they shall submit affidavit
and undertaking  for
supplying the original.

. In addition foreign
inspection is required as
per import policy.

Structural similarity of subject

biological drug product
(concentrate/ ready to fill bulk for
further processing) with reference

biological product (innovator)

e  Photocopy of document
issued by Beijing SL, China

for; (Fiblast, Kaken, Japan

Innovator)

Identity;

. Gene sequencing
Protein
sequencing

. Peptide mapping.
SDS page

o Iso Electric
Focussing

. UV spectrum

o Weston Blot

Purity
e HPLC
e SDS page

Biological Activity

e Cell proliferation assay
General Safety

e Endotoxin
o Sterility

manufacturer shall be authorized
to manufacture the finished

biological product

Product is for local re-
packing and final quality
control release by M/s

Macter, Karachi.

Bio-comparability studies
including identity testing to parent
molecule, purity testing, in vitro
biological activity, potency and
toxicity with support of iso-electro
focusing data, gel electrophoresis,

Western-Blot and other analytical

Not needed




techniques) and stability studies of

finished biological product

Others e Phase I, Phase Il and
Phase IV clinical trial
by manufacturer
abroad.

The case is placed before the Board for a decision.

Case No.03 EXTENSION IN EXEMPTION FOR THE BIOLOGICAL DRUGS
IMPORTED FROM M/S FERRING GERMANY BY M/S ATCO
KARACHI.

Atco Laboratories Limited, Karachi have submitted that they are importing following
Biological drugs from M/s Ferring Pharmaceutical, Germany since 1994 that are in the process of shifting
their manufacturing facility and it would not be possible for them during this period to incorporate all
requirements according to their local labeling rules on the packaging material. As these products are rare/
already in the market and patient needs them, therefore, M/s Atco Laboratories Limited, Karachi has
requested for extension in exemption in Labeling and Packing Rules for the Biological Imported Drugs

for at least twenty months are more: -

Sl Reg. Name of Exemption requested Quantity
# No. Drug(s)
1. | 016110 | Decapeptyl i) Generic Name not in bracket. 924 units.
0.1Img ii) Drug registration number to be
injection

printed locally.
1ii) MRP to be printed locally.
iv) Urdu instruction to be printed

locally.
v) Pharmaceutical specification.
2. | 016111 | Decapeptyl -do- 2638 units.
3.75mg
injection
3. | 032143 | Menogon -do- 6106 units.
Injection
4. | 016153 | Glypressin -do- 3438 units.

1mg Injection

The Drug Registration Board in its 246™ Meeting has decided to grant only exemption in

urdu version at time of import and print locally at the licensed manufacturing site. The firm has



approached once again with request to grant exemption for all the five requirements tabulated

above.

The case is placed before the Board for a decision.

Case No. 04 CHANGE IN LABEL CLAIM FOR CFU LIMIT AS PE WHO ADVISE
FOR BCG VACCINE (FREEZE DRIED) OF M/S. HOSPITAL SERVICES
AND SALES, KARACHI (REG. NO. 053816)
The firm M/s. Hospital Sales and Services, Karachi has informed that their principal M/s. Serum
Institute of India has changed the label claim of BCG vaccine according to WHO TRS 979. The
new composition is also found on WHO website. The variation is tabulated as below;

Earlier Name and Compositon Name and revised composition
BCG vaccine B.P. (Freeze Dried) BCG vaccine B.P. (Freeze Dried)
Each 0.1ml of reconstituted vaccine Each 0.1ml of reconstituted vaccine
contains beween; contains beween;

Live attenuated BCG vaccine (Bacillus | Live attenuated BCG vaccine (Bacillus
Calmette Guerin strain; Calmette Guerin strain;

1x10° - 33x10° colony forming | 2x10° - 8x10° colony forming
units (C.F.U.) units (C.F.U.)

The case was referred to Lt.Gen. (R) Karamat A. Karamat for expert opinion who has

recommended the case as per WHO recommendations.

The case is placed before the Board for a decision.

Case No.05 CHANGE IN GENERIC NAME AND CFU CONCENTRAION OF BCG
VACCINE (LYOPHILIZED SII-ONCO-BCG) OF M/S. HOSPITAL
SERVICES AND SALES, KARACHI (REG. NO. 053818)
The firm M/s. Hospital Services and Sales, Karachi has informed that the manufacturer abroad
has made some changes in the generic name and CFU concentration of the product for complying
and meeting USP specifications of test of viability and to remove the word “Vaccine” from the

product generic hame.



Earlier Name and Compositon Name and revised composition

Bacillus Calmette Guerin(BCG) BCG Live U.S.P.
vaccine (Lyophilized SII-ONCO-BCG

injectable powder for injection SI-ONCO-BCG

Each vial contanins:- Each vial contains:

Bacillus Calmette Guerin Strain:

40mg(between 1-8x10°CFU Bacillus Calmette-Guerin Strain:

40mg/ml (between 1-19.2x10°CFU

The firm has provided the Free Sale Certificate and CoPP (Notarized and legalized by
embassy of Pakistan in India) indicating the said change. The request of the firm was referred to

three experts, opinion of experts is summarized as below;

Dr. Qaiser Mahmood Khan Recommended that the change may be

. . . allowed as per rules.
National Institute of Biotechnology

and Genetic Engineering, Faisalabaad.

Dr. Qurban Ali Since the product remains the same and
o o ) changes not affecting the quality and

Principal Scientific Officer, NVL safety of the product besided adding

Islamabad. more clarity on the aspect of its name

with relevance to its clinical use; it is
recommended that we may entertain
the request and allow the change of
name and product to be USP

compliant.
Dr. Syed Uzair ul Ghani Irfan (Ex. No reply received.
Member ECBD)
Islamabad.

The case is placed before the Board for a decision.



Case No.06

CHANGE OF MANUFACTURING SITE FOR ALREADY REGISTERED
DRUGS BY M/s. ROCHE PAKISTAN, LTD, KARACHI.

The following case of change of manufacturing site of the firm M/s. Roche
Pakistan Ltd., Karachi was discussed in 246" Meeting of the DRB. : -

Product / Registration
No.

Previous Name of
Manufacturing Site

New Name of Manufacturing
site

Avastin 100mg/4ml

M/s F. Hoffmann- La

M/s F. Hoffmann La-Roche

Roche Ltd., Basel,
Switzerland

injection Ltd., Wurmisweg 4303,

. Kaiseraugst, Switzerland.
Each ml contains:
Bevacizumab 25mg

Reg No. 043004

Avastin 400mg/16ml
injection

M/s F. Hoffmann- La
Roche Ltd., Basel,
Switzerland

M/s F. Hoffmann La-Roche
Ltd., Wurmisweg 4303,
Kaiseraugst, Switzerland.

Each ml contains:
Bevacizumab 25mg

Reg No. 043005

The board decided the case as “Registration Board approved request of the firm. The firm will
provide legalized CoPP of the product and authorized its Chairman for issuance of letter in light of
Import Policy for Finished Drugs.”

The firm provided the desired document; however, the strength of 400mg/16 ml was not
mentioned on the main portion of CoPP but indicated in the annexure to the CoPP. The firm
provided an undertaking that the another CoPP for the 400mg/ml shall be provided in 6-8 weeks.
The drug is used for cancer patients and no other alternate is available in Pakistan. The Chairman
allowed to issue the change of manufacturing site letter to both the products and inform the Drug
Registration Board.

Submitted for the information of the Board.

Case No. 07 REQUEST FOR EXEMPTION OF PRINTING OF REGISTRATION AND

MRP ON VIAL M/s. POPULAR INTERNATIONAL (PVT)

LIMITED KARACHI
The following case of M/s Popular International (Pvt) Ltd., Karachi was discussed in 246™ meeting of
DRB. M/s Popular International (Pvt) Ltd., Karachi has submitted the following requests for exemption of

printing of Registration Number & MRP on inner vials as exemption for Urdu Version granted to them



vide letter No. F.1-19/95-Reg-1 (Pt) dated 11™ July, 2007. The firm has informed that their principal print
lot number, date of manufacturing and date of expiry on each vial and outer box and finally print
registration number on each box before shipment whereas MRP is printed locally by us on outer box.
However due to limited space on the inner vial the principal cannot print registration and MRP. Further

the company has informed that laser printing may denature the products. The details of their request are

as under: -
S# Product Name Registration No. Generic Name
1. | KOATE -DVI 007965 Antihemophilic Factor —
VII1(Human)

2. | HyperRAB S/D 007972 Rabies Immune Globulin (Human)

3. | HyperHEP B S/D 012835 & Hepatitis B Immune Globulin
007971 (Human)

4. | PLASBUMIN 007967 Albumin (human)

UMAN ALBUMIN

059249

5. | IMMUNORHO 059296 Rho (D) Immune Globulin (Human)
059297

6. | GAMMARAAS 031350 Intravenous Immune Globulin

(Human)

Request of the firm is submitted before the Registration Board for its consideration.

Decision of 246" Meeting: Registration Board decided to call firm’s representative in its
forthcoming

meeting for presentation of their case along with labeling/ printing status/ evidence of

similar products available in the market.

The firm’s representative is called for personal hearing please.



Annex-I|

MINUTES OF 5" MEETING OF EXPERT COMMITTEES ON
BIOLOGICAL DRUGS (ECBD) HELD ON 27" FEBRUARY, 2015

The 5™ Meeting of Expert Committees on Biological Drugs was held in the Committee Room of

Ministry of National Health Services, Regulations and Coordination. It was first joint meeting of newly

constituted expert committees for Human Biological Drugs and Veterinary Biological Drugs.

The following members attended the meeting;

S.No | Name (Member ECBD Human) S.No | Name (Member ECBD Veterinary)

1. Mr. Abdus Samad Khan 1. Dr. Qurban Ali
Director National Control Libratory Biological, Principal Scientific Officer / Director General
NIH, Islamabad NVL, Ministry of National Food Security &

Research, NARC, Islamabad

2. Dr. Zahida Memon 2. Dr. Qaiser Mahmood Khan
Head of Department Pharmacology, Ziauddin Head of Division Soil, NIBGE, Faisalabad
University, Karachi

3. Brig. Dr. Aamer lkram, SI (M) 3. Dr. Muhammad Afzal
Professor & Consultant Project Coordinator, (PPR) Food and

) ) o Agriculture  Organization of UN, NARC,

Dept of Microbiology, AFIP, Rawalpindi Islamabad

4, Prof. Dr. Azhar Hussain 4, Mr. Zafar Mahmood Minhas
Dean & Director Pharmacy, Hamdard Dy. Drugs Controller (DDC) National Control
University, Blue Area, Islamabad Laboratory Biological, NIH, Islamabad

5. Dr. Masud ur Rehman 5. Dr. Masud ur Rehman
Ex-officio, Chairman of ECBD Ex-officio, Chairman of ECBD
Dy. Director General (Biological Drugs), Dy. Director General (Biological Drugs) DRAP,
DRAP, Islamabad Islamabad

6. Mr. Faisal Shahzad 6. Mr. Faisal Shahzad

Ex-officio Secretary of ECBD

Dy. Drugs Controller (Biological Drugs)
DRAP, Islamabad

Ex-officio Secretary of ECBD

Dy. Drugs Controller (Biological Drugs) DRAP,
Islamabad

Chief Executive Officer DRAP and Director Biologicals were invite for formal opening of the meeting.

2.

The Meeting started with recitation from Holy Quran. The

Chairman of the Committee

informed that 5" meeting is being held after lapse of almost one and half year. DRAP adopted due legal




procedure for enacting ECBD, following a gazette notifications through SRO 1150 (1)/ 2014 & 1151 (I)/
2014, after overcoming plenty of administrative and legal barriers.

3. Proceedings of the Committee started with introduction of the members. Chief Executive Officer
DRAP welcomed all the participants. The CEO appreciated the members for joining the ECBD, which is
a blend of learned and experienced experts in biologicals and emphasized for haul mark performing for
national and public cause. The vision of the DRAP is to assure the availability of safe, effective and
guality pharmaceuticals to the public. The access to medicines is basic right of the public, and
affordability of medicine needs due consideration. In Pakistan only 40-45% of the patients have access to
medicines that needs to be improved. The CEO stressed that the committee should work in unbiased,
transparent and fair scientific manner. Proper system should be adopted to minimize the discretionary
powers and to follow standardized practices. Capacity building of existing staff as well as capacity
building of pharmaceutical manufacturers and their technical staff also needs to be done for better and
effective joint performance.

4, The CEO DRAP also emphasized that the meetings should be result oriented having positive
outcome in the drug regulatory system of biologicals. Proper SOPs should be devised to address the
pendency of applications in effective and speedy manner. Priority areas are to be identified considering
the public health needs. At the end CEO expressed his best wishes for the committee. Director Biological
Drugs addressed the committee and described brief history regarding working of Drug Control
Organization under Ministry of Health. After the 18" constitutional amendment, Drug Regulatory
Authority of Pakistan was established. Working of ECBD after the DRAP was also shared along with
details of administrative hurdles for the proper gazette notification of two new separate committees for
human and veterinary biological drugs, providing legal cover to the committees. The way forward is that
the committees should work efficiently and effectively to dispose of pending cases in a appropriate
manner, ensuring the safety, efficacy and quality parameters.

5. The formal proceedings of the committee were started by the Chairman, ECBD. The committee
was briefed in detail by the Secretary, ECBD on structure and hierarchy of DRAP, WHO requirement of
six critical control functions for vaccines, difficulties and challenges which are faced by Division of
Biological Drugs. The agenda of local manufacturing of biological drugs was also discussed in detail.
Case of M/s. Macter International, Karachi, its proceedings by the Drug Registration Board (246" and
247" meetings), and the decision of Honorable Ombudsman were also shared with the committee. The
firm M/s. Macter International Karachi also briefed the committee about their case and their fulfillment of
conditions set forth by DRB.



6.

After detailed deliberations and discussions the following recommendations were finalized by the

committee;

VI.
VIL.

VIIIL.

Standard Operating Procedure for working framework of ECBD’s to technically evaluate and

recommendation finalization may be prepared and circulated to all members of the committees.

The role of the committee may be defined properly based on technical expertise of the

committee. TOR’s of earlier committees may also be useful. Decisions taken in four ECBD’s

after DRAP Act may also be shared. Priority of evaluation of applications based on sound

reasons was agreed upon. Human and Veterinary biologicals shall have separate queues. The

priority in cascading manner agreed is as follows

i) Medical emergency /public health needed biologicals, governmental institution shall be
prioritized.

i) Legal /court based orders shall be taken out of queue and within its own queue.

iii) Newly licensed biological units shall get priority of ten registrations as adapted by DRB in
their own queue.

iv) New molecules shall also have priority over existing me too registered biologicals.

v) First come first out shall be applicable on me too products and other undefined classes.

Initial evaluation for completeness of the application documents and administrative portion,

shall be screened by the Division of Biological Drugs.

The technical portion of the dossiers shall be evaluated by the committee members including

non clinical studies, clinical studies, GMP status, manufacturing method, QA/QC parameters

and allied technical matters on product to product basis.

Clinical studies are one of the important components of new drugs evaluation. Current

guidelines/ rules of the DRAP on clinical studies shall be shared with the members of the

committee.

Separate guidelines for veterinary biological drugs needs to be introduced.

Earlier cases which got approved by the Drug Registration Board and letter of registration were

not issued, shall be disposed off by the Division of Biological Drugs on merit of their fitness.

The case of M/s. Macter International Karachi was discussed in detail. Proceedings of DRB

meeting from 241 to 247" were narrated and explained by Secretary of the Committee. The

Director NCLB narrated the proceedings of case before the honorable Ombudsman and read

out his last directions, informing that final notice for the implementation of recommendations

has been issued; punishment shall be awarded for contempt to the Orders of Honorable

Ombudsman, if not complied.



The ECBD was of the view that at this stage the case has now turned to be of administrative
and legal nature. ECBD has no reasons for re-evaluation of document / technical data, as the
case is has been decided by Honorable Ombudsman. On the other hand the case has
recommendation of previous ECBD. DRB constituted panel for product specific inspection
based on recommendation of previous ECBD. DRB panel has also recommended registration of
product for local manufacture. As the case is under implementation of decision before the
honorable Ombudsman so may be dealt at Government level or DRB level in the context of
honorable Ombudsman decision.



Item No.VII Cases referred by Medical Devices Division.
Case No.1 Cancellation of sole agency agreement.

M/s. A.H Distributors, Kh-1183, Lane No.5, Peshawar Road, Rawalpindi applied
for registration of Primum Guiding Catheter and Pointer Angiographic Catheter for import
from M/s Pendra Care International B.V Van der Waalspark 22 9351 VC leek the Netherland.
The importing firm was advised to complete the documents/information including fresh
authorization letter and differential fee as per prescribed fee but the importing firm did not
respond. Meanwhile, the authorization letter of principal manufacturer in respect of importer M/s
A.H Distributors, Rawalpindi was expired on 31-12-2011. The manufacturer M/s Pendra Care
International B.V Netherland sent a termination letter in respect of M/s A.H Distributors for the
above mentioned products directly to Drug Regulatory Authority of Pakistan. In the
aforementioned letter the manufacturer has informed that they terminated the business

relationship with A.H Distributors, Rawalpindi.

The case was placed before the Registration Board in its 246™ meeting for
consideration. The Board after thorough discussion decided that final reminder should be issued
to the firm for submission of all deficient documents including fresh authorization letter from the
principal manufacturer, attested by the Embassy of Pakistan in the country of origin and the
prescribed differential fee. If the applicant fails to provide the aforesaid documents and
prescribed differential fee within 15 days, the above mentioned applications shall not be

entertained for registration.

Accordingly the decision of the Board was conveyed to M/s A.H. Distributors,
Rawapindi. M/s A.H. Distributors has informed that they were the distributors of above
mentioned products till February, 2012, after that distribution was transferred to another
company named M/s Health Tech. M/s A.H. Distributors has requested for cancellation of their

above mentioned products.

Submitted for consideration of Registration Board please.



Case No.02. Relaxation in the condition of Drug (Labeling & Packaging) Rules, 1986
(Deferred in 246™ Meeting of Registration Board).

M/s Johnson & Johnson Pakistan (Pvt) Ltd, Karachi has requested for relaxation in
condition of Drug (Labeling & Packaging) Rules, 1986 i.e. Urdu version, Pak Registration
Number and MRP of their already registered imported Prowler Micro Catheters (Registration
No0.074692).

The firm has submitted that Prowler family of Micro Catheters is being labeled
as per the requirement of Medical Device directives 93/42, GHTF labeling recommendation. As
Prowler Micro Catheters belongs to sterile sensitive class of medical device and it is supplied in
sterile peel open packages after carrying out all recommended package integrity and sterility
validation tests. To ensure the sterility of product till it is received by key user, packaging
qualification testing is performed on all Prowler Micro Catheters which are packaged in a
preformed tray, sealed in packaging pouch and placed in a folding carton. The same sterilized
pack is supplied in all International countries. The firm has further submitted that the demand
forecast of Prowler Micro Catheters in Pakistan is only 1% of the global supply, so it is not
viable for their principal manufacturer to produce country specific packs for such a small

volume.

The firm has deposited the required fee for above mentioned product and
requested for the following approval:-

“That they may be allowed to import Prowler Micro Catheters in international

packs provided that company will perform ink jet printing of Urdu version, Pak

Registration No. and maximum retail price at their licensed premises.”

The case was placed before the Registration Board in its 246™ meeting held on 10" &
11" December, 2014. The Board after discussion deferred the case and decided to call the firm
for personal hearing alongwith samples of the product. Accordingly letter has been issued to the
firm for personal hearing alongwith provision of samples before the Board.



Case No.03: Inspection of Manufacturer Abroad M/s Jiangyin Medical Devices Co.

Ltd., Jiangsu Province, China.
Registration Board in its 228™ meeting held on 12™ & 13™ October, 2010 considered and
approved the following medical devices of M/s Mana & Co, Karachi subject to inspection of

manufacturer abroad, verification of storage facilities etc as per policy:-

S.# | Name of Importer and Name of Medical Device Pack Shelf
Manufacturer/Exporter size Life
1. | M/s. Mana & Co. Karachi. Medicare + Disposable 1cc 04 years
M/s. Jiangyin Medical Devices | Syringe 2cc
Co. Ltd., Jiangsu Province, (Sterile Syringe for g cc
. . cc
China. Single Use) 10 cc
20 cc
2. | M/s. Mana & Co. Karachi. Medicare + Disposable 30cc | 04 years
o : : Syringe
M/s. Jiangyin Medical Devices _ _ 50 cc
Co. Ltd., Jiangsu Province, (Sterile Syringe for
China. Single Use) 60 cc
3. | M/s. Mana & Co, Karachi. Medicare + Disposable 04 years
) ) ) ) Infusion Set
M/s. Jiangyin Medical Devices _ _
Co. Ltd., Jiangsu Province, (Infusion Set for Single
China. Use)

Accordingly the inspection of manufacturer abroad has been carried out by the panel
comprising Dr. Ahmad Mahmood Mumtaz, DDG (E&M), DRAP, Islamabad and Mr. Shoaib
Ahmad, ADC, DRAP, Karachi on 19"& 20™ June, 2014. The panel recommended the above
products for registration.

Free Sale Certificate does not have the size of 3cc and 60cc syringe while inspection
report does not have size of 2cc syringe. In this regard both the inspectors were requested to
clarify their recommendations regarding the status of 2cc syringe. In response, both the
inspectors have informed that the registration record obtained from the manufacturer at China at

the time of inspection and physical verification of the production and quality control facilities, it



revealed that the manufacturer has got registration of all type of syringes. In case of
manufacturing of specialized syringes they could change the mould for the production of smaller
or bigger barrel sizes. The manufacturer has more than 12 barrel manufacturing machines of
good quality. The panel recommended all the sizes but “2cc” syringe size was inadvertently
missing in two papers only. They have further stated that the manufacturer has the
manufacturing facility of all the sizes of syringes including “2cc¢” as well as “3cc” and are

recommended for registration as per existing law.

Submitted for consideration of Registration Board.
Case No. 04. Free Sale Certificates of Medical Devices.

It is submitted that in certain cases legal manufacturer/license holder/product owner of
medical devices is located in one country and the actual manufacturer/manufacturing site is
located in another country. The Registration Board is requested to decide that whether Free Sale
Certificate of country of legal manufacturer/license holder/product owner should be accepted or
of country of actual manufacturer/manufacturing site. Furthermore, some of the regulatory
bodies like China issue Free Sale Certificate with generic name of the medical device and not

with the brand name.

Submitted before the Registration Board for its wisdom please



Item No.VIII. Quiality Control Cases

Case No.1 Manufacture & Sale of Substandard Drugs Galtran 50mg Tablet, Batch No.
483 by M/s Gaba Pharmaceutical Laboratories Karachi.

Brief of the Case.

The sample of Galtran (Diclofenac Na) 50mg Tablets Reg. No. 061316 Batch No. 483
Mfg. Date. 05-13 Exp Date. 05-15 Manufactured by M/s Gaba Pharmaceutical Laboratories,
Karachi drawn by FID Karachi-Il from manufacturing premises on 08-01-2014, was declared
Substandard vide CDL’s test report No.KQ.33/2014 dated 06" March 2014 by Federal
Government Analyst. On explanation letter issued by the FID, the firm challenged the CDL report
and requested for Appellate Testing under Section 22(5) of Drugs Act, 1976. The Appellate
Laboratory also declared the sample as Substandard vide their test report 04-MNHRS/2014 dated
03" July 2014. The results of the CDL and NIH on the basis of which the drug sample has been
declared substandard are reproduced as under:-

FGA, CDL’s Report Appellate Lab Testing

Sub-Standard with regard to:- Sub-Standard with regard to:-

Disintegration Time:- (The Tablets Cracked | Disintegration Time:-

in 0.1M HCI and the contents escaped into ) ) )
the medium) Determined:- All the six tablets shows sign

of cracks and disintegration in the first two
Does not comply hours in 0.1M HCI

Remarks:- The sample is of “Substandard” | Limit:- Tablets should not show any sign of
quality under the Drugs Act 1976. cracks or disintegration in the first two
hours in 0.1M HCI

Does not comply with BP 2011.

Test Report No. KQ33/2014

Conclusion:- The sample is of
Dated 06-03-2014 “Substandard” quality on the basis of the test
performed.

Test Report No.04-MNHSR/2014
dated 03-07-2014.




2. The FID has concluded that the manufacturer is guilty of manufacturing substandard drug
and has violated Section 23(1)(a)(v) of the Drugs Act 1976 The FID has requested permission
for prosecution in the Drug Court Sindh Karachi and for cancellation of registration of drug.
Names of the following responsible persons have been furnished by the FID.

I. M/s Gaba Pharmaceutical Labs, Karachi

ii. Mr. M. Amin, (Proprietor)

iii. Mr. Mehrab Ali (Quality Control Manager),
iv. Mrs. Zakia Rana  (Production In charge),

3. As per procedure a show cause notices were issued to the firm and its other accused
persons, offering opportunity of personal hearing before the Drug Registration Board. They have

also been called for personal hearing accordingly.

Submitted for the consideration of the Board, please.

Case N0.02:- Manufacture and Sale of Adulterated & Substandard Oxytocin Injection
(For Vet Only), Batch No. 2876 By M/S Elko Organization (Pvt) Ltd Karachi
(F. No. 03-56/2014-QC)

Brief of the Case.

The Samples of Oxytocin Injection (For Vet. only) Reg. No. 011122 Batch No. 2876
Mfg:- 10-14 EXP:- 10-16 manufacture by M/s Elko Organization (Pvt) Ltd Karachi drawn on
21-10-2014 from manufacturer’s premises by FID Karachi, Mr. Abdul Rasool Shiekh has
declared sample as of Substandard and Adulterated quality by Federal Government Analyst CDL
Karachi, vide Test report No. KQ.461/2014 (B) dated 26-11-2014

2. The firm had not challenged the report of Federal Government Analyst, CDL, Karachi

and did not request for retesting.

FGA, CDL’s Report Appellate Lab

Testing
Adulterated & Substandard with regards to | Not challenged
Description:-

Finding of Lab:-

Colorless solution in clear glass vial containing visible
black particles

Does not comply

Remarks:-




The sample is “Adulterated & Substandard” under the
Drugs Act 1976.

Test report No. KQ.461/2014

dated 26-11-2014

3. The Federal Inspector of Drug has recommended following actions:-

I. Cancellation of registration of drug under reference.
ii. Permission for prosecution against all involved in the manufacturing.

4. The FID Karachi has furnished names of following Directors and Technical Staff of
the firm for violation of Section 23(1)(a)(iv) & 23(1)(a)(v) of Drugs Act, 1976.

i.  M/s Elko Organization (Pvt) Ltd Karachi.

i.  Shakil Ahmed Chandna, Director of the firm.
iii. Nadeem Ahmed Chandna, Director of the firm.
iv. Muhammad Farooq, Plant Manager.

v. Mirza Ayaz Baig, Quality Control Manager.

5. As per procedure show cause notices were issued to the firm and the above named
accused persons, offering opportunity of personal hearing before the Drug Registration Board.
They have also been called for personal hearing accordingly.

Submitted for the consideration of the Registration Board.

Case No. 03:- Manufacture & Sale of Sub-Standard Drug- Elvosol Star Injection (For Vet
Only), Batch No.005 By M/S Elko Organization (Pvt.) Ltd, Karachi.

Brief of the Case.

The Sample of Elvosol Star (Meloxicam) Injection (For Vet. only), Reg. No. 063733,
Batch No. 005, Mfg:- 08-14, EXP:- 08-16 manufactured by M/s Elko Organization (Pvt) Ltd
Karachi was taken by FID-III, Karachi, on 21-10-2014 from manufacturer’s premises. It was
declared substandard by Federal Government Analyst, CDL, Karachi vide Test Report No.
KQ.459/2014 dated 20™ November 2014. The result of the CDL on the basis of which the drug

sample was declared substandard is reproduced as under

FGA, CDL’s Report Appellate Lab
Testing




Substandard with regards to pH:- Not Challenged
Determined pH:- 12.2
Limits 8.0t0 9.0
Does not comply

Remarks:-
The sample is “Substandard” under the Drugs
Act 1976.
2. The FID Karachi in the light of reply of the firm in response to explanation letter issued

by him has submitted as under:-

i. That CDL Karachi has adopted BP (Vet) 2014 while testing the subject sample so the same
limits were used, whereas, the manufacturer has their own stability data and claims that they

were granted registration of under question product prior the above addition of BP.

ii. The stability data submitted by the manufacturer has also been provided with the
recommendation that the same may be technically evaluated and justified by an expert from
Veterinary Lab, Islamabad.

iii. The manufacturer further requests that the same data may be considered keeping in view
their market reputation and firm further does not challenge the contents of the report.

iv. The case may be kept at the agenda of up coming meeting of the Registration Board for

ultimate fate.

3. The FID Karachi vide his letter dated 17-12-2014 has stated that the company’s has
violated Section 23(1)(a)(v) of Drugs Act 1976, and the following responsible persons of the

firm are involved:-

i. M/s Elko Organization (Pvt) Ltd Karachi.

ii. Shakil Ahmed Chandna, Director of the firm.
iii. Nadeem Ahmed Chandna, Director of the firm.
iv. Muhammad Farooq, Plant Manager.

v. Mirza Ayaz Baig, Quality Control Manager.

4. The company was called for personal hearing before the Drug Registration Board.

Submitted for the consideration of the Board.



Case No. 04 Manufacture and Sale Of “Spurious and Substandard” Injection Risek 40mg
Batch No. 293 P 06 Mfg 01-14 Exp 01-16, Reg. No. 024170 Mfd. By M/S Getz Pharma (Pvt.)
Ltd. 29-30/27 K.I.A Karachi. (F.N0.03-19/2014-QC)

Background of the case

The Federal Inspector of Drugs (FID) Islamabad-I, Dr. Fakhruddin Amir along with team
of FIA inspected the premises of Federal Government Polyclinic Institute, Islamabad on 17-04-
2014 and took the sample of 03 products for test/analysis. Sample of Injection Risek 40mg,
Batch No. 293 P 06, manufactured by M/s Getz Pharma Pvt Ltd Karachi, was declared Spurious
and Sub-Standard quality by the Federal Government Analyst, CDL, Karachi vide test report No
RIP.126/2014, dated 22-05-2014. The FID-I Islamabad also passed order not to dispose off, 167
vials of this drug, for 28 days at the time of raid The period of not to dispose off was extended
upto three months by the competent authority. The CDL has sent the following report

Assay for Omeprazole:

Determined amount /Vial:  30.56mg

Stated amount /Vial: 40.0mg
Percentage: 76.4%
Limits: 90.0% to 110.0% Does not comply.

Remarks on the CDL Report:-

i The sample was compared with the original pack (authentic specimen provided by the
manufacturer) and a number of significant variations were found in font size, manner of
molding of flip of seal (lover side), colour variation in inner most and outer label and the

insert of the sample and the reference pack.

ii. The sample (Batch No. 293P06) was also compared with the sample (Batch No. 289P06)
taken concurrently by the Federal Inspector of Drugs from the same source (Poly Clinic,
Islamabad) and variations including alignment in printing of code of supply (FGSH-ISB

3-83031), colour of inner most label and outer label and the insert of the two samples.

Therefore, the sample is declared as “Spurious” under section 3(z-b)(ii) of the Drugs
Act, 1976.



iii. The potency of the sample does not comply with manufacturer’s specifications, therefore,
the sample is of “Sub-Standard” quality also under section 3 (zz) of the Drugs Act,
1976.

2. After verification that the company has owned the appeal of their authorized agent
to challenge the CDL test report under Section 22(4) of Drugs Act 1976 and their request for
sending drug sample for retesting, The sample was sent to the Appellate Lab NIH, Islamabad for

retesting.

Appellate Lab. Testing

3. The drug sample was declared of standard guality on the basis of tests performed by the
Appellate Lab vide its report No. 017-MNHSR/2014 dated 10-10-2014. However following

remarks have been given by the Appellate Lab, NIH, Islamabad on the aforesaid test report.

I Other tests could not be performed due to insufficient quantity of sample.
ii. The matter with reference to 3(z-b) (ii) may be dealt by Central Registration

Board with assistance of Director Registration of DRAP.

04.  The case is placed before the Board for information and further orders/directions in the

matter as per above stated facts of the case and remarks of the Appellate Lab., (NIH) Islamabad.

Case N0.05 Manufacture & Sale of Sub-Standard Drug- Regogent Eye/Ear Drops Batch
.No. E-058 Mfd. by M/s Amros Pharmaceutical Karachi. (F. No. 03-39/2014-QC)

Background of the case

The Assistant Drugs Controller (ADC), Karachi, Ms Ume Laila vide her letter date 15-
07-2014 intimated that she took the sample of the dug under reference from the export
consignment for Nigeria on 20-01-2014. It was further submitted that the drug sample has been
declared as of substandard quality by FGA, Central Drug Laboratory (CDL), Karachi vide its test
report No.EXP.19/2014, dated 14™ July 2014. Salient features of the CDL test report are
reproduced as under

Assay for Gentamycin:

Determined amount %ow/v: 0.2535%



Calculated amount %ow/v: 0.3%
Percentage: 84.5%
Limits: 90.0% to 135.0% Does not comply.

Remarks:-  The sample is of “Substandard” quality under the Drugs Act, 1976.

2. As per examination of documents submitted, it was evident that the drug sample under
reference was drawn by the ADC on 20-01-2014. However the CDL test report reflected that the
sample was received in the Lab on 12-06-2014 meaning thereby the sample was sent to the Lab
almost after four months and 21 days after its seizure for test/analysis. As per record of this
office, it was also apprised that Board Portion of sample has not been received in the QC

Section.

3. The ADC concerned was asked for explaining the reasons for not sending the sample to
the CDL Karachi and disposing off the Board’s portion with in 07 days vide letter dated 16-09-
2014. Both these said actions of the ADC weakened the said case of substandard drug under
reference as mandatory provision laid down under Section 19(3) of the Drugs Act 1976 was not

complied with.

04. In response, the ADC informed that the sample was delivered to the CDL on 20-01-2014
and acknowledgment receipt of CDL was furnished in this regard. The Director CDL also
confirmed vide reply dated 23-10-2014 that the sample was sent to the Lab by ADC Karachi
with Form-4 on 20-01-2014. However the stance of ADC regarding sending Board’s portion was
not correct as neither the Board’s portions of the samples nor Memorandum bearing No.UL-01-
03/2014-ADC(K) Export dated 20-01-2014 was not received in the Directorate of QA since
January 2014 to 31-10-2014. As per communication made by the ADC, it is very clear that the
mandatory provision of Section 19(3) of the Drugs Act 1976, and rules framed there under was
not followed. So the ADC was asked again as why the Board’s portion was not forwarded as per

above stated mandatory provision of the law

05.  The ADC in response to this office letter dated 17-10-2014 sent retaining sample of the
drug under reference and stated that beside all misunderstanding and minor error of lower staff, |
am again sending the retaining sample of aforesaid batch which was available in her custody.

The view point of the ADC Karachi regarding sending Boards portion is not correct as no sample



as per memorandum bearing No. UL 01-03/2014-ADC (K)-Export date 20-01-2014 has been
received in Directorate of QA/LT Islamabad. The retaining sample sent by the ADC afterwards
and received by QC Section on 31-10-2014 is without memorandum and can not be entertained
as the same has not been forwarded with in mandatory 07 days time period as prescribed under
Section 19(3)(ii) of Drugs Act 1976.

06.  The Director CDL was asked to comment on the delayed analysis of the sample of the
drug under reference sent/delivered to the Lab on 20-01-2014 as same should have been
analysed/reported with in 60 days of the receipt of sample as required under Section 22(2) of
Drugs Act 1976. No extension in the testing period was sought from the competent authority as
per record of Directorate of QA/LT. The test report of the samples was issued on 14-07-2014 i.e.
05 months and 25 days after the receipt of sample by the Lab. It has also been stated that samples
from export consignment are liable to be charged for testing fee by CDL for test analysis. It was
also submitted that the date of receipt of testing fee is considered as the date of receipt of sample
as per policy framed after repeated observations by audit and public accounts committee of
National Assembly on outstanding testing fee. In the instant case the relevant voucher of testing
fee for the sample was submitted to CDL on 12-06-201, therefore the same was mentioned as the
date of receipt of sample. It has been further stated that CDL tested and reported the drugs
sample under reference with in only one weak after receiving the sample with complete legal

formalities.

07.  The stance of the Director CDL Karachi is not covered under the law/rules and any
policy followed by the Lab is not in the record of Directorate of QA/LT uptill now and approved
by DRAP. As per Section 22(2) of the Drugs Act 1976, it is mandatory for Government Analyst
to submit the test report of the sample of any drug sent to him for test/analysis with in 60 days.
The Director CDL Karachi has not adhered to the above stated mandatory provision of Section
22(2) of Drugs Act 1976.

08. In the instant case the Board portion has not been received as required under Section
19(3) (ii) of the Drugs Act 1976 and the CDL test report has been issued after the laps of
mandatory time period. In view of above, it was therefore, proposed to place the case before the

Registration Board for consideration, direction and decision as the firm has challenged the CDL



test report under Section 22(4) of the Drugs Act 1976. The Board may also inquire further from
Director CDL Karachi and ADC Karachi on the issue.

09.  The worthy Chairman Registration Board directed to bring the case before the Board for
discussion.

Submitted for the consideration and further directions of the Board in the matter.

Case N0.06: Manufacture & Sale of Substandard Drugs Benzirin-C Mouth Wash, Batch
No. 70 by M/s Adamjee Pharmaceuticals (Pvt) Ltd., Karachi (F.No. 03-04/2014-QC)

Background of the case

The Sample of Benzirin-C Mouth Wash Batch No 70, manufactured by M/s Adamjee
Pharmaceutical (Pvt) Ltd Karachi was taken by FID-II1, Karachi, Mr. Abdul Rasool Sheikh on
23-12-2013 from manufacturer’s premises. It was declared substandard by Federal Government
Analyst, CDL Karachi vide Test report No. 1013/2013, dated 28-01-2014. On explanation letter
issued by the FID, the firm challenged the CDL report and requested for Appellate Testing under
Section 22(5) of Drugs Act, 1976. The Appellate Laboratory also declared the sample as
Substandard vide their test report 02-MNHRS/2014 dated 24-04-2014. The results of the CDL

and NIH on the basis of which the drug sample has been declared substandard are reproduced as

under
FGA, CDL’s Report Appellate Lab Testing
Sub-Standard with regard to:- Sub-Standard with regard to:-
I. pH
Determined 4.76 Assay for Cetylpyridinium Choloride 159.94%
Limits 5.0 to 7.0 Does not comply Limit:-90% to 110%
Does not comply with manufacturer’s
ii. Assay for Benzydamine HCL specifications.
Determined amount 84.666%
Limit:- 90.0% to 110%
Does not comply
2. The FID has concluded that the manufacturer is guilty of manufacturing substandard drug

and has requested for prosecution of the following persons of the firm in Drug Court along with

cancellation of the registration of the product under reference.




I. M/s Adamjee Pharmaceutical Pvt Ltd Karachi

ii. Faroog Hamirani, Managing Director,
iii. Shahid Ahmed Khan Production Manager,
iv. Asim Kamal Ansari QA Manger,

2. As per responsibility fixed by the FID, show cause notice dated 11-06-2014 were issued
to the firm and the above named accused persons of the firm. They were also called for personal
hearing accordingly. The case was considered by the Drug Registration Board in its 244"
meeting held on 23-07-2014.

3. Decision of Drug Reqistration Board:-

The Board in view of personal hearing of Mr. Asim Kamal Ansari QC Incharge of

the firm and available record/facts of the case decided as under:-

“To conduct Product Specific Inspection (PSI) and evaluation of firm’s Quality Assurance
System by the following panel.

a. Director QA/LT,
b. AreaFID
c. Director DTL Karachi

The report of the panel shall be presented before the Board in its next meeting”.

4. The report of the panel inspection conducted on 23-12-2014 has been received and the
conclusion of the same is reproduced as under:-

“The Panel, after reviewing all the necessary documents relating to the post
investigations carried out to find the root-cause of the failure, is of the opinion that
the firm is competent enough to treat and investigate any market complaint and may
take necessary steps to mange the recalls. In this particular case sufficient
investigation were also made to ascertain the cause of the failures at both the
Government Labs Rests of the GMP conditions and QA System was found complaint
& good”

Conclusion of the report of the panel for PSI is submitted for information and appraisal of the
Board, as desired, please.



Case N0.07 Testing of Anifed retard Tablets Batch No. 1502 Manufactured by M/s
Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore. (F.N0.03-01/2013-

QC)
Brief of the Case.

F.G. Analyst issued an inconclusive test report in respect of sample of Anifed Retard
Tablets, Batch No. 1502, manufactured by M/s Harmann Pharmaceutical Labs Lahore, drawn by
FID Lahore from WAPDA, Hospital Lahore on 14-05-2012. On the FID’s request the sample
was sent for Appellate testing under Section 22(5) of Drug Act, 1976. The Appellate Lab
subsequently declared the sample substandard vide test report No. 02-MNRS/2013 dated 14-05-
2013.

FGA, CDL’s Report Appellate Lab Testing
Description:- Substandard with regard to “Assay” for

] o Nifedipine retard 20mg Tablets)
Brown cloured, film coated tablets with line

of bisection on one side. Stated:- 20mg/Tab

CDL could not be performed due to | Found:- 6.378/tab.
technical constraint at present (Guard

Percentage:- 31.89%

column 5um)
Limit: 90% to 110%

Test Report No.166/2012 Doe§ . no.t comply with manufacturers
specifications
Conclusion:-
The sample is of substandard quality on the
basis of tests performed.
Test Report No. 02-MRS/2013

2. The report was forwarded to FID Lahore with the advice to furnish complete case

including nature contravention, name of responsible person etc. The FID furnished the following

names of the responsible persons of the firm.

I. Mr. Muhammad Imran (Production Manager)



M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore
ii. Mr. Umer (Production Pharmacist)

M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore

iii. Mr. Rizwan (Production Pharmacist)
M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore
v, Ms. Anum (Production Pharmacist)

M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore
V. Mr. Ahmad Raza (Q.C Manager)
M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore

Vi, Mr. Farhad (Q.A Manager/ Microbiologist)

M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore
vii. Mr. Ishtiag (Q.A Analyst)

M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore
viii.  Mr. Faisal (Laboratories Assistant)

M/s Harmann Pharmaceutical Laboratories (Pvt) Ltd., Lahore

3. As per procedure show cause notices were issued to the firm and its other accused
persons, offering opportunity of personal hearing before the Drug Registration Board. They have
also been called for personal hearing accordingly

Submitted for the consideration of the Board.

Case No.8 Manufacture & Sale Of Sub-Standard And Adulterated Drug- Jfenroxil
Oral Solution (For Vet. Only) Batch No.Jfl.4511 By M/S Jfrin Pharmaceutical
Laboratories, Hub Balochistan

The Sample of Jfenroxil Oral Solution (For Vet. Only) Batch No.Jfl.4511 By M/S Jfrin
Pharmaceutical Laboratories, Plot No. 17& 20 Hub Balochistan was taken by FID Quetta at
Karachi on 30-12-2014 from manufacturer’s premises. It was declared substandard and
Adulterated by Federal Government Analyst vide .KQ.611/2014 dated 05" January 2015. which

is reproduced as under, The company had not challenged the report of CDL Karachi

FGA, CDL’s Report Appellate Lab
Testing
Adulterated & Substandard with regards to Description:- Not challenged

Finding of Lab:-
Faint Yellow solution in clear glass vial containing visible black
particles.

Does not comply




Remarks:-

The sample is “Adulterated & Substandard” under the Drugs Act
1976.

Test report No. R.K.Q.611/2014

dated 22-01-2015

2. In response to the explanation letter issued by the FID Baluchistan has concluded that the
firm has violated Section 23(1)(a)(iv) and 23(1)(a)(v) of Drugs Act 1976. FID has recommended

as follows

a. Based on partial report of FGA, CDL the firm’s registration may be
cancelled in up coming meeting of RB.

3. The FID Baluchistan at Karachi has furnished the names of the following persons of the
firm responsible for the offence.

i. M/S Jfrin Pharmaceutical Laboratories, Hub Baluchistan.

ii. Ms Rukhsana Parveen,, Director,
iii. Mr. Javed Ahmed, Production Incharge,
v, Mr.S.Manzer Ahmed Q.C Incharge,
4. A show cause notice was issued to the firm and other accused, offering opportunity of

personal hearing before the Drug Registration Board.
Submitted for consideration of the Board

Case No. 09 Spurious of Registration of Tyno SF Cough Syrup of M/s Reko Pharmacal,
Lahore and Dextromethorphan Cough Syrup of M/s Ethical Lab.

Report of POCB

The Secretary, Provincial Quality Control Board, (PQCB) Punjab had reported that the
PQCB Board, in its meetings held on 29-12-2012 and 11-01-2013 considered the case of
substandard Dextromethorphan Active Pharmaceutical Ingredients, Batch No. DMR-02-12-029
and DMR-02-12-030 Manufactured by M/s Konduskar Laboratories (Pvt) Ltd., MIDC-India,
was being used for manufacturing of Tyno SF Cough Syrup by M/s Reko Pharmacal, Lahore and
Dextromethorphan Cough Syrup by M/s Ethical Labs Lahore respectively. The samples were
drawn by Drug Inspector, Allama Igbal Town, Lahore from manufacturer’s premises. The PQCB

Board observed that the raw material, in question, was used for manufacturing of Tyno SF Syrup



and Dextromethorphan Cough Syrup, which resulted in death of number of patient, which is
criminal negligence and gross lap in GMP compliance by the manufacturer. The PQCB decided
to recommend to the Federal Government for cancellation of Drug Manufacturing License of the
firms and cancellation of registration of the Drugs. But, detail record/documents relating to the
case has been provided by PQCB Punjab. On receipts of news reports regarding death of a
number of persons at Lahore, who allegedly consumed Tyno SF Cough Syrup of M/s Reko
Pharmaceuticals Lahore, the team of Provincial Health Department sealed the firm’s premises on
25-11-2012. The Provincial Health Department de-sealed the factory on 27-11-2012 on

administrative grounds.

Action Taken by DRAP

As per record/ information available with DRAP, the Board was apprised background of
the case is as under.
1. The drugs sales outlets in Lahore were randomly checked by Federal

Inspector of Drugs for availability of the said drug but no stocks were found.

2. A team of Federal Inspector of Drugs and Assistant Drug Controllers
inspected the firm on the same day i.e 27-11-2012 when the company was
de-sealed by the Provincial Inspector. The FID & ADC checked Production
and Quality Control record of the suspected batches of Tyno SF Cough
Syrup was checked. Samples of the four suspected batches of the Syrup and
active raw materials used in their manufacturing were drawn for test/
analysis by the Federal Government Analyst. The available stocks of Tyno
SF Cough Syrup were ordered “not to dispose off” by the FID while the
active raw material was sealed by the Provincial Drug Inspector.

3. The Federal Government Analyst subsequently declared four suspected
batches of Tyno SF Cough Syrup and the samples of active raw materials
Dextromethorphan  (Batch No. DMR-02-12-029) wused in their
manufacturing as of standard quality manufacturing. The provincial health

authorities later furnished a sub-standard test repots of DTL Punjab in



respect of the same batch Dextromethorphan raw material, imported from

Konduskar Laboratories by M/s Reko,

In December, 2012 another incidence was reported regarding deaths in
Gujranwala due to unknown poisoning, the Punjab health authorities
reported that Dextromethorphan Cough Syrup and Cocil Syrup of M/s
Ethical Lab as suspected drugs. During further investigation it was found
that the source of Dextromethorphan raw material, i.e. M/s Kundoskar India,
utilized in these products was the same as that of Tyno SF Cough Syrup of
M/s Reko.

A joint inspection (with the provincial health authorities) of M/s Ethical
Labs Lahore, whose syrup viz Dextromethorphan Cough Syrup and Cocil
cough Syrup (containing Dextromethorphan) were suspected to be involved,
was also carried out on 28-12-2012 and the production and quality control
record was thoroughly cheeked by the inspection team. The entire stocks of
suspected drugs present in the premises were order not to dispose off and 19
different samples of finished drugs and raw materials were taken for test/
analysis by the provincial inspectors. The Federal Inspector of Drugs also
drew samples of suspected drugs from the firm’s premises. The reports of
investigation of cause of death are awaited. The Syrup Section and
suspected raw materials of the firm were sealed by the provincial drug
inspectors.

There have been a number of news reports that all the victims were drug
addicts and there is possibility that they have taken some other drugs or
narcotics along with the Cough Syrup in excessive quantities. The Forensic
Toxicology Analysis Report issued by Home Department, Government of
Punjab, also reported Opiates, Cannabinoids, Ethanol, and other sedative/
psychotropic substances in the samples drawn from 11 victims, suggesting

concomitant ingestion of narcotics and other related substances by them.



The test reports of the samples of finished products and raw materials used
in these cough syrups, sent by Punjab Government to UK for testing,
revealed that the two batches of Dextromethrophan (DMR 02-12-029 &
DMR 02/12-030) raw material imported from M/s Konduskar, India
contains heavy contents of Levomethorphan (up to 22%), which is the semi

finished form of Dextromethorphan.

While the role of Levomethorphan and other narcotics / psychotropic drugs
detected in the victim’s samples is being investigated, both the Provincial
Government and Drug Regulatory Authority of Pakistan has taken necessary
actions to confiscate the imported raw material and finished products from
the market.

The Central Licensing Board took up the matter in its 231% Meeting held on 30-01-

2013, and after hearing representatives of M/s Reko Pharmacal and Ethical Labs took
following decisions.

Vi.

Import of any raw material / drug form M/s Konduskar India is banned forthwith.

WHO Pakistan may be approached with the request to take up the matter with the
Indian authorities through WHO India.

Suspension of License of Oral Liquid / Syrup Section of M/s Reko Pharmacal for one
year or till completion of investigation and decision by the competent forum,
whichever is earlier.

Suspension of License of Oral Liquid / Syrup Section of M/s Ethical Labs for one
year or till completion of investigation and decision by the competent forum,
whichever is earlier.

Recommendations to the Drug Registration Board for Cancellation of Registration of
Tyno SF Cough Syrup of M/s Reko Pharmacal and Dextromethorphan Cough Syrup
and Cocil Syrup of M/s Ethical Labs.

Detail panel GMP inspection of the M/s Reko Pharmacal and M/s Ethical Labs

The Licensing Board further decided to take up the matter again after completion of
investigation by the relevant quarters.

The Central Licensing Board after review of the available details of the case noted that

the matter of excessive consumption of the Cough Syrups along with narcotics and other related



substances by the victims requires to be properly investigated in order to find actual cause of
deaths and subsequent fixation of responsibility.

Decision:-  The CLB took the following decisions.

i While endorsing the ban on import from M/s Konduskar India, the Board
recommended for involving trade bodies and diplomatic channels for taking up the
matter with the Indian authorities.

ii. Ministry of Commerce may be approached with the recommendation that a cautious
approach made may be adopted for granting Most Favored Nation (MFN) status to
the India in view of the substandard imports.

iii. A committee with following composition is constituted to thoroughly investigate the
matter and submit its finding and recommendations to the Board on priority basis.
a. Representative from DRAP
b. Representative from the Government of Punjab
c. Two Experts in Pharmaceutical Sciences
d. Any other co-optive member the committee may require

iv. Suspension of registration of Tyno SF Cough Syrup of M/s Reko Pharmacal till
completion of investigation and decision by the competent forum.

V. Suspension of registration of Dextromethorphan Cough Syrup and Cocil Syrup of
M/s Ethical Labs till completion of investigation and decision by the competent
forum.

Consideration of the Case by Registration Board

The Drug Registration Board in its 237" meeting held on 26-02-2013 considered in the
light of recommendation of the Secretary, Provincial Quality Control Board (PQCB), Punjab
and Central Licensing Board. The Registration Board in its 237" meeting taken the following
decisions.

» While endorsing the ban on import from M/s Konduskar India, the Board recommended
for also involving trade bodies and diplomatic channels for taking up the matter with the
Indian authorities.

» Ministry of Commerce may be approached with the recommendation that a cautious
approach made may be adopted for granting Most Favored Nation (MFN) status to the
India in view of the substandard imports.

» A committee with following composition is constituted to thoroughly investigate the
matter and submit its finding and recommendations to the Board on priority basis.
a. Representative from DRAP
b. Representative from the Government of Punjab
c. Two Experts in Pharmaceutical Sciences



d. Any other co-optive member the committee may require

» Suspension of registration of Tyno SF Cough Syrup of M/s Reko Pharmacal till
completion of investigation and decision by the competent forum.

» Suspension of registration of Dextromethorphan Cough Syrup and Cocil Syrup of M/s
Ethical Labs till completion of investigation and decision by the competent forum.

In consequence of the orders of DRB, following committee was constituted by CEO DRAP.

S.No Name

1. Syed Shaid Nasir

2. Professor Dr. Bashir Ahmed
3. Professor Muhmmad S. Igbal
4, Mr. Asim Rauf

5. Dr. Saif ur Rehman Kahttak

Designation

Member Board Chairman
Committee
Member
Member
DDG,  Secretary/Coordinator  of  the
Committee

Member

Appellate

The above committee has sent a report for the registration board to considered the conclusion of
the report is reproduce here under for kind information of DRB.

The committee in its report based on to the facts, findings, review of documents, analysis of
different reports and discussions based on scientific facts the committee has reached the
conclusion that suspected batches of the products i.e. Tyno SF cough syrup and
Dextromethorphan cough syrup manufactured by M/s. Reko Pharmacal, Lahore and M/s
Ethical laboratories Lahore respectively meet the Pharmacopoeal requirements, hence, these
firms cannot be held responsible for the loss of precious lives which occurred in two
incidents. The deaths are attributed to overdosing of Dextromethorphan and combining of
other narcotic CNS depressants/noxious substances with the Tyno SF syrup and

Dextromethorphan syrup.

The case along with the committee report was placed before 245™ meeting of Registration Board.
The Board discussed the case at length and decided as under:-

“Registration Board decided that Mr. Jamil Anwar Member of the Registration
Board, Deputy Director General (E&M) Lahore & Islamabad will furnish the
pending status of these petitions filed by M/s Ethical laboratories Pvt Ltd and M/s
Reko Pharmacal Lahore for consideration of the Board in its up-coming meeting”.

The case was again placed before registration board in its 246™ meeting who decided the case as

under:-



“Registration Board again decided that Mr. Jamil Anwar Member of the Registration
Board, Deputy Director General (E&M) Lahore & Islamabad will furnish the
pending status of these petitions filed by M/s Ethical laboratories Pvt Ltd and M/s
Reko Pharmacal Lahore for consideration of the Board in its up-coming meeting”.

The Registration Board in its 246th meeting decided the case as under:-

Decision:- Registration Board again decided that Mr. Jamil Anwar Member of the
Registration Board, Deputy Director General (E&M) Lahore & Islamabad will furnish the
pending status of these petitions filed by M/s Ethical laboratories Pvt Ltd and M/s Reko
Pharmacal Lahore for consideration of the Board in its up-coming meeting

The Director DTL Lahore Mr Jamil Anwer also the member of registration Board informed in
writing that these Firms have withdrawn their Writ Petitions at Lahore.

Submitted for consideration/appraisal/decision of the Board.

Case N0.10 Manufacture and Supply of Sub-Standard Hepaferon Injection by M/S
Pharmedic Laboratories (Pvt) Ltd , Lahore to Govt of Khyber Pakhtoon Khawa

Registration Board in its 246™ meeting held on 11-12-2014 again discussed the case of M/s
Pharmedic Laboratories (Pvt) Ltd., Lahore regarding supply of substandard Hepaferon Injection

and decided the case as under:-

Decision:-

i. “The Board decided that Federal Inspector of Drugs Peshawar will be asked to
submit the certified copies of decisions of Drug Court Peshawar and Peshawar High
Court, Peshawar in the instant case with in 07 days. Reference will be sent to Law
division to ascertain whether government officials under provincial government can
be issued show cause notice for violations any provision of Drug Act, 1976 or
otherwise.

ii. The Show cause notice to the accused of firms will be issued after the receipt of
the letter from the FID and approval from Chairman, Registration Board. However,
show cause to government officials will be served after clarification from Law
Division.”

Accordingly a reference / u.o note was sent to law division through Ministry which opined that
“As regards action to be taken against employees of the Provincial Government, it is pointed out
that they are governed by their own Provincial laws and all actions can be taken against them
under the relevant law. The Federal Government may refer the case to the Provincial



Government for suitable action.” The FID has also submitted the decisions of Drug Court and
High Court, Peshawar in the instant case.

Submitted for consideration of the Registration Board.

Case No.11 Manufacture and Sale of Sub-Standard Stearox 1ml Injection Batch No.
H110112 M/s Gyton Pharmaceutical Lahore

The Brief about the background of the case is as under:-

The samples of Stearox Injection Batch No. H110112, Mfg by M/s Guyton Pharmaceutical
Lahore drawn by FID Karachi from Central Pharmacy of JPMC, Karachi on 26-02-2013, was
declared Substandard vide test report N0.261/2013 dated 03-04-2013 by Federal Government

Analyst. The FID has identified following persons responsible in the case.

Mr. Talat Ahmad Anjum (Q.C In-charge)
Muhammad Imran Khalil (Production In-charge)

o As per procedure show cause notices was issued to the firm 20th February 2014 and
above accused, offering opportunity of personal hearing before the Drug Registration Board.
They were also called for personal hearing accordingly.

o The case was placed before 244th meeting of Registration Board which decided the case
as under:-

“The accused of the firm were called for personal hearing, but they could not appear before the
Board. The Board decided to defer the case and a final opportunity of personal hearing shall be
given in next meeting of the Board”

The case was again placed before 245" meeting of Registration Board wherein accused as
identified by FID Lahore were also called for personal hearing accordingly. The Board decided
the case as under

Decision:- Mr. Muhammad Salman Ali, Advocate High Court appeared on behalf of M/s
Guyton Pharmaceutical Lahore. The Board did not accept power of Attorney on
behalf of the firm. The Board decided the case as under:-

i. The production of the injection Stearox 1ml Registration No. 040336 shall be stopped. One
more opportunity of personal hearing is granted with the direction that the Management and
Technical Personnel shall appear before the Board failing which the ex-parte decision shall be
taken.



ii. The Board further decided that the firm will recall all the marketed batches of sub-standard
drugs from distribution / sale outlets / institutional supplies if any and area FID shall take report
from the firm and submit a compliance report to Chairman Registration Board.

iii. One more opportunity of personal hearing was granted by the Board with the direction that
the Management and Technical Personnel shall appear before the Board failing which the ex-
parte decision shall be taken.

The case was presented before the Registration Board agin in its 246™ meeting on 11-12-2014.
The Board decided the case as under in the light of personal hearing of Mr. Bilal Khurshid Chief
Executive of the firm:-

Decision:-
The Board took the following decision:-

i The area FID Mr. Abdul Rasool Shiekh to take the samples of the batch and submit the
investigation report of the case again as the firm has disowned the supply of specific
Batch.

ii. The production of the firm in the steroidal Injectable section shall be stopped along with
suspension of registration of Stearox 1ml Registration No. 040336 which had already
been suspended in 245™ Meeting till investigation of the case is finalized.

iii. The firm will be asked to provide on stamp paper regarding their statement of disowner
ship of supply of this batch.

v, The case will be submitted before the Registration Board after completing the
investigation.

The undertaking on stamp paper has not submitted by the firm. Mr. Abdul Rasool Sheikh, the
area FID submitted the following recommendations vide is report received on 28-01-2014:-

i The document submitted by the supplier contained some vital information including
evidence of the payments made, case memos, delivery challan and more then this the
authority letter given by the manufacturer to M/s Al-Amin Sukkur for institutional

supply.

ii. On the other hand the manufacturer not submitted the sale record that particular batch
No. H110112 and other information that was sought by the under signed (FID).

iii. Amid this situation the FID has recommended that both the parties may be called for
personal hearing into the up-coming meeting of Registration Board so that facts may
be further disclosed in front of the Board and then in the light of discussion decision
may be made.



Submitted for consideration of the Board.

Case. No.12. Supply of Substandard/Adulterated Injection Ofcil 100ml to DHQ Hospital
Hafizabad (25000 vials and M/s Medisearch Pharma Pvt Ltd 5 Km Raiwind
Manga Road Lahore which supplied Almajax 250ml Suspension to DHQ
Hospital Hafizabad (35600) Bottles

The Secretary Provincial Quality Control Board (PQCB) Punjab Mr. Tallat Faroog Ahmad has

forwarded two recommendations to DRAP as under:-

i The Federal Government Cancel the Drug Manufacturing License of M/s
Mediceena Pharma, (Pvt) Ltd., 27-KM Raiwind Road Lahore on supply of
Sub-standard / Adulterated injection Ofcil 100ml to DHQ Hospital
Hafizabad (25000 vials) and M/s Medisearch Pharma (Pvt) Ltd., 5-KM,
Raiwind Manga Road, Lahore which supplied substandard Almajax 120ml
Suspension to DHQ Hospital Hafizabad (35600 bottles).

ii. The Federal Government Cancel the Registrations of the said drugs of M/s
Mediceena Pharma, (Pvt) Ltd., 27-KM Raiwind Road Lahore and M/s
Medisearch Pharma (Pvt) Ltd., 5-KM, Raiwind Manga Road, Lahore.

Brief Background

The Provincial Quality Control Board (PQCB) after scrutiny of the report of Government
analyst i.e report Nos. TRA. 22863 & 22864 dated 21-11-2014 Batch No. JX168 of Almajax
suspension, and statement of the Drug Inspector observed that this is a criminal negligence on
the part of manufacturers and gross loose in GMP compliance. The Punjab Government (PQCB)
observed that there is a dire need to take quick action against the said firms to safeguard the

public health at large and submitted the above mentioned recommendations.

The case is placed before Registration Board for decision on the recommendations of
(PQCB) Punjab by Registration Board regarding cancellation of Registrations of Drugs of these
firms as per law with the proposal that recommendations may also be send to Division of

Licensing for further necessary action at their end so that public health may be saved from risk.

Decision of Drug Reqistration Board:-

a. “To get the complete investigation along with all the reports and case
background from the Secretary Provincial Quality Control Board Health



Department Government of Punjab Lahore through the DDG (E&M)
Lahore.

b. The area FID Lahore will be asked to submit the case background in
writing along with all relevant reports for perusal of the Registration
Board for decision.

c. The Board further decided the case shall be forwarded to Directorate of
Licensing for further necessary action in the light of recommendation of
the Provincial Quality Control Board (PQCB) Punjab.
The decisions have been conveyed to DDG (E&M) Lahore and FID Lahore the report is awaited.

Submitted for appraisal/consideration of the Registration Board.



