Minutes for 2615 Meeting Registration Board held on 28 July, 2016.

Item No. Detail of Item Page Nds)
Item No.l Confirmation for minutes of 28DRegistration Boar 04
meeting
Item No.ll | Pharmaceutical Evaluation & Registration Division 041 176
Item No.lll | MedicalDevice Division 177- 186
Item No.V | Additional cases 1877 188
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261% meeting of Registration Board was held 28" Juy, 2016in the Committee
Room, Drug Regulatory Authority of Pakistan;9&!, Islamabad. The meeting was chaired
by Mr. Ghulam Rasool Dutani, Direct®harmaceutical Evaluation & Registration Division,
DRAP. The meeting started with recitation of the Holy Verses. The meeting was attended by

the following:
1. Mr.A.Q.Javed Igbal Member
2. Dr.Amanullah Khan Member

Director Drugs Testing Laboratory
Government oBaluchistan, Quetta

3. Dr.Muhammad Khalid Khan Member
Director Drugs Testing Laboratory
Government of Khyber Pakhtunkhwa, Peshawar

4. Mr.Munawar Hayat Member
Director Drugs Testing Laboratory
Government of Punjalb,ahore

5. Shaikh Ansar Ahmad, Member
Director Biological Drugs Division, DRAP

6. Dr.Noor Muhammad Shah Member
Director Medical Device Division, DRAP

7. Dr.Abdur Rasheed Member

Chairman, Quality Control
QA&LT Division, DRAP

8. Dr. Obaidullah, Deputy Director Genef&eg.l) Secretary

Dr.Masudur-Rehman (DDG Biological), Zaheead-Din M Babar (DDC R.I/R V),
Dr.Hafsa Karam Elahi (DDC,PEC), Tehreem Sara (DDC RRR), Adnan Faisal Saim
(DDC,QC), Babar Khan (ADC R.II/RIIl), Dr.Ghazanfar Ali Khan (ADC RRR), Muhammad
Ansar (ADC,PEC) and Muneeb Cheema (ADC,Biological) assisted relevant Directors with

agenda.

Shafig Ahmad Abbsi, Dr.Kaiser WaheedNadeem Alamgeer arshahzad Hussain
attended the meeting as observer on behalf of PPMA, Pharma Beauru and PCDA

respectively.

In addition to routine agenda, following was also discussed and decided:
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1 Reqgistration Board delibertaed theminders will be sent to the experts for their
opionionwithin 15 days if their reports have not been yet received. In case of no
reply, cases will bpresented beforRegistration Board faiurther action
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ltem No.I: Confirmation of minutes of 260" meeting Registration Board

260" meeting of Registration Board was held on228 June, 2016. Draft minutes
were circulated to all members (who attended the meeting) on 24.07.2016 throwgh e
with the request to forward their comments (if any) withihdays. None of the member has

forwarded comments yet.

Decision: PE&R Division pointed out that in draft minutes more than 10 molecules
have been stated as approved for tablet section of M/s Regal Pharma,
Islamabad. After taking priority from manufacturer, choice by the
company, Registration Board deferred following products of the firm and
now 10 molecules for tablet section of M/s Regal Pharma are approved.

S. No Product Name

661 Epiwell CR Tablet 250mg
662 Epiwell CR Tablet 500mg
670 Brudex Tablet 400mg
671 Re-SPA Tablet 80mg

674 O-Mox Tablet 400mg
675 Mograll Fort Tablet

Registration Board confirmed minutes of 268 meeting with above corrections.

Item No.ll:  Pharmaceutical Evaluation & Registration Division.

Case No0.01: Correction in the name of manufacturer d Dobuject Injection (Reg.No.
011509).

Registration Board in 289meeting approved the change of marketing authorization
holders and manufacturer / manufacturing of registered drugs of M/s. A.J & Co, Karachi
Dobujec Injection (Reg.No. 011509pn same terms & conditions as per following
details:

Marketing Authorization Holder:
M/s. Primex Pharmaceuticals Oy, Mariankatu 21 C, 00170 Helsinki, Finland
Manufacturer:

M/s. C/Francisco Alonso no 7, Poligono Industrial 8aRbsa 28806, Alacala
de Henares (Madrid) Spain.

M/s. A.J & Company Pharmaceuticals, Karachi later informed that the permission
letter for change of manufacturer of their registered product Dubuject 5ml Ampoule
(Reg.N0.011509), the address of the nawp pr ov e d manufact Miser was

C/Francisco Alonso no 7, Poligono Industrial Santa Rosa 28806, Alacala de Henares

(Madrid) Spaino while the name @AM/ s. Ber |l i me
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While recording the decision of the Registration Board, the name of the manufacturer
could not be written inadvertently due to typographical mistake , though the address of the
manufacturer was mentioned in the decision. The name of the manufactureweseho
mentioned in the description of the case in minutes as well, which is in accordance with
CoPP.

A corrigendum for correction was accordingly issued with the approval of Chairman

Registration Board.

Decision: Registration Board noted and endorsedhe decision taken.

Case No0.02: Change of manufacturer of registered drugs of M8. Novartis Pharma,
Karachi.

Registration Board in its 288meeting approvethe change of manufacturing
site of following registered drugsom M/s. Novartis Pharma Proddikins GmbH, Oflinger
Str. 44, 79664 Wehr, BadaWurttemberg, Germany (Product license holder: Novartis
Pharma, GmbH Roomstrasse 25, 90429 Nurnberg, Germany) to M/s. Novartis Singapore,
Pharmaceutical Manufacturing Pte. Ltd. 10 Tuas Bay Lane, 637461, Siegap same

terms and conditions.

S. No. | Reg. No. | Name of Products.

1. 078106 | Galvus Met 50/500 Tablet
Each tablet contains:
Vildagliptin éééécéqd
Metformin hydrochl ¢

2. 066106 | Galvus Met 50/850 Tablet
Each tablet contains:
Vildagliptin éééééqd
Metformin hydrochl ¢

3. 066107 | Galvus Met 50/1000 Tablet
Each tablet contains:
Vildagliptin éééécéqd
Metformin hydrochl ¢

However, the firm was to provide original and legalized CoPP dully attested from
embassy of Pakistan and the Board further authorized it Chairman to approve issuance of
permission letter after ensuring provision required documents and compliance of Import
Policy for Finished Drugs.

The firm subsequently provided original & legalized CoPP from Swiss medic for new
approved manufacturing site and the permission letter was issued with the permission of
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Chairman Registration Board in accordance with Registiati Boar dds deci si on.

Decision: Registration Board noted and endorsed the decision taken.
Case No. 3: Drugs deferred by Registration Board of Mk. Merck (Pvt.) Ltd; Quetta.

Registration Board in its 288meeting held on 05& 06" August, 2013
considered and deferred the following products of M/s. Merck (Pvt) Ltd. for clarification
regarding free availability in country of origin and approval status of these combinations

from EMA, USFDA or regulatory body of Australia or Japan:

S# Name of Name of Drug (s) Composition &| Demanded Shelf
Manufacturer / Therapeutic Group. Price & Pack Life
Importer. Size.

1. M/s. Merck Concor ® AM Tablets 5mg/5mg Rs.307/ 02
(Private) Limited, | Each tabletontains: Per 20064 years
Quetta / Bi soprol ol Fumar Rs.15.35/

M/s. Egis Amlodipine Besylate 6.95m Per Tablet
Pharmaceuticals | equivalent to Amlodiping
PLC, Budapest, Baseéeéeéeéé. . 5mg
Hungary. (Anti-Hypertensive Agent).
2. -do- Concor ® AM Tablets 10mg/10mg Rs.506/ 02
Each tablet contains: Per 20064 years
Bi soprol ol Fumar Rs.25.30/
Amlodipine Besylate 6.93m Per Tablet
equivalent to Amlodiping
Baseééeé. . 10mg
(Anti-Hypertensive Agent).
3. -do- Concor ® AM Tablets 10mg/5mg Rs.477/ 02
Each tablet contains: Per 20064 years
BisoprololFu mar at eéé . 1 Rs.23.85/
Amlodipine Besylate 6.95m Per Tablet
equivalent to Amlodiping
Baseéeéeééé. . 5mg
(Anti-Hypertensive Agent).
4, -do- Concor ® AM Tablets 5mg/10mg Rs.337/ 02
Each tablet contains: Per 20064 years
Bisoprolol Fumarate...5mg Rs.16.86/
Amlodipine Besylate 13.90m Per Tablet
equivalent to Amlodiping
BaseéeéeélOmg
(Anti-Hypertensive Agent).

Accordingly, firm had informed that they have already provided the free availability
(Certificate of Pharmaceutical Product) certificates of the products in their respective

countries of manufacturer and also confirm that these products do not havatiegistrth
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EMA, US-FDA or regulatory bodies of Japan and Australia. G4se was again deferred in

245" meeting of Registration Board for submission of safety and efficacy data of the drugs

along with complete clinical trial data of these formulations.

Now the firm has provided clinical trial and safety and efficacy data.

Submission for consideration of the Registration Board.

Decision:

Case No.04:

Registration Board decided to refer the safety and efficacy data,
submitted by the firm, to following for detail evaluation and views:

I. Brig. (R) Muzamil Hassan Najmi.

il. Dr.Huma Qureshi, Executive Director, PHRC.

iii. Maj. Gen. Sohail Aziz, Cardiologist, AFIC, Rawalpindi.

Change of manufacturer of approved product of M6. OBS Pharma (P)
Ltd., Karachi.

The Registration Board in its 243neeting held on 08i 09" May, 2014 approved
the registration of following product dfl/s. OBS Pharma (Pvt) Ltd., Karachi, subject to

inspection of manufacturer abroad, verification of storéamlities and price fixation /

calculation etc as per policy

S. Name of importer / | Name of Drug(s) Demanded| Shelf life
No. | manufacturer. price /
pack size
1. | M/s. OBS Pharma | Tipem Injection Rs.1500/ 24
(Pvt) Ltd.,Karachi Each vial contains: Per vial months
75600./ Imipenem Rs.15000/F
M/s. Myungmoon (monohydrate), er packs of
Pharmaceutical Co. |U. S. Pé éé é5( 10vials
Ltd., HwaseongBi, | Cilastatin Sodium,
GyeonggiDo, U.S.P.., equivalent to
Korea. Cilastating
(Carbapenem
Antibiotics).

The process for registration letter, however, could not be initiated as the inspection of

the manufacturer was not carried out so far. Now the firm has requested to change the

manuf act ur i ngM/st Byungindort Rharrhaceotical @o. Ltd., Hwase&@ig

GyeonggiD o , Koreao to nAM/s. B C-23WeoyundrroPGanamm a

eup, Yeojusi, Gyeonggido, Korea, Republic of Korea. They have submitted Original &
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legalized CoPP, Form-A and site master plaof the new manufacturer.

deposited fee of Rs. 1,00,001itially with the first request and not deposited any further fee

for this purpose.

Decision:

reason for frequent change of the manufacturing site.

Case No0.05: Change of manufacturer

The firm had

Registration Board directed that the firm will be asked to provide the

of Glivec 400mg Film Coated Tablet
(Reg.N0.033197) of M/S. Novartis Pharma (Pakistan) Limited, Karachi.

M/s. Novartis Pharma (Pakistan) Limited, Karabhs applied for change of

manufacturer of their following already registered imported human products, as per their

global stretagy, as per details given below:

S. No.| Reg. No. | Name of Products. Existing Approved | New proposed site
site
1. 033197 | Glivec 400mg film coateq M/s. Novartis Pharm¢ Manufacturing site:
Tablet Stein AG,| M/s. Novartis
Each tablet contains: Switzerland. Pharma
|l matinib me Produktions
400mg GmbH,

Oeflingerstrasse 44
Wehr, Germany.
Market
authorization

holder:

M/s. Novartis
Europharm
Limited, Frimley
Business Park
Camberley  Gulé
7SR, United
Kingdom.

The firm have deposited required fee of Rs.50, Ofa/this purpose and submitted

following supporting documents:

i) Application on Form 5A.
i) Copies of initial regisation letter and renewal status.

ii)

iv)
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Decision-  Registration Board has approved the change of manufacturing site and
Mar ket Aut horizati o4a00Hog deirl nof c ofiaGl e dv ¢
(Reg.No. 033197) as per following details:
l. Change of manufacturing site from M/s. Novartis Pharma Stein
AG, Switzerland to M/s. Novartis Pharma Produktions GmbH,
Oeflingerstrasse 44, Wehr, Germany.
Il. Market Authorization Holder: -

M/s. Novartis Europharm Limited, Frimley Business Park, Camberley
Gul6 7SR, United Kingdom.

Case No.06: Withdrawal of request for change of manufacturing site of registered
products fAProscar 5mg Ta$ DRStRakistarRe g. No
(Pvt) Ltd., Karachi.

RegistrationBoard in its 258 meeting approved thehange of manufacturing

site of Proscar 5mg Tablet (Reg.No. 014068)remistered drugs of M/s. OBS Pharma,
Karachi, fromM/s. Marck Sharp & Dohme Quimic de Puerto Rico Inc, Puerto Rico, Rpad
Kilometer 60.3, Sabana Hoyos Arecibo PR, 00688 ts. Mlkermes Pharma Ireland Limited,
Monksland, Athlone, Co. Westmeath, Irelandsame terms & conditions.

The permission letter has not yet been issued to the firm. Now the firm has informed
thatthey like to withdraw the application for the change of manufacturing site of Proscar 5mg
Tablet as a result of f@&ssessment of their regulatory strategy and would continue the

previously approved manufacturer site.

Decision-  Registration Board acceded @ request of the firm for continuing previous
manufacturer i.e M/s. Marck Sharp & Dohme Quimic de Puerto Rico Inc,
Puerto Rico, Road 2, Kilometer 60.3, Sabana Hoyos Arecibo PR, 00688
for Proscar 5mg Tablet (Reg.N0.014068pn same terms and conditions.

Case No.07 Import of veterinary drugs By M/S. Zoic International, Lahore.
Dr. Muhammad Aslam Niazi of Lahore vide a complaint alleged that M/s. Zoic
International, Lahore has got registration of number of veterinary/poultry medicines of M/s.

Tithebarn Limited UK illegally by submitting fake and forged documents. The complainant
further alleged that M/s. Tithebarn Limited UK is not a manufacturer of medicines.

As per record, following drugs of M/s. Tithebarn Limited UK were registered for
import byM/s. Zoic International, Lahore:
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Reg. No. | Name of Drug(s).
021297 | Cocostop 20% Water Soluble Powdet

021298 | Quincure 20% Liquid.

021299 | Quintril 20% Liquid.

021300 | Quintril 10% Liquid.

021301 | Grow More Water Soluble Powder.

023422 | Premix PL300 Powder.

049580 | Tithedox Water Soluble Powder.

049581 | Tithemox Injection.

© o N o g A W N Pz

049582 | Tithemox Water Soluble Powder.

[EEN
©

049583 | Enrobarn Water Soluble Liquid.

[EEN
=

057176 | Tithemycin Water Soluble Powder.

[ERN
N

057177 | Tithechlore20% Water Soluble
Powder.

M/s. Zoic International, Lahore was given a show cause notice to clarify their position
with regard to the complaint. The firm, in response, denied the allegations stating that their
principle M/s. Tithebarn Limited UK abroad s manufacturer. M/s. Zoic International,
Lahore was again directed to submit fresh original latest approval letter for the products
(CoPP) / Defra 1&ll issued by Regulatory Authority of United Kingdom, within 7days,
failing which it will be presumed thdhey have nothing to offer in their defence and an ex
party decision will be took against them.

In response M/s. Zoic International, Lahore vide letter date@61Z015 informed
that in order to submit fresh documents from concern / issuing depart@eviviD UK
(Veterinary Medicine Directorate) they may require 42 to 56 days. The firm has further given
undertaking that they will immediately stop any further import of these products until the
matter is resolved.

In accordance with decision taken by theaBl in its 252 meeting representative of
M/s. Zoic International, Lahore was called for personal hearing in 253rd meeting of the
Board. Mr. S.M Wasim Khan, Chief Executive, M/s. Zoic International, Lahore and Mr.

Salman Taugeer, Advocate, appeared ehalf of firm and claimed that the name and
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address of the complainant is fake, therefore, the complaint is not valid .They were of the
view that no action can be initiated on the complaint due to aforementioned reasons. The
representatives further infoied that they have not imported any of the above drugs since the
issue has been raised and requested for another 45 days time for submission of legalized and
attested CoPP from abradd view of the above position, the Board decided to allow 45 days
time for submission of the properly legalized CoPP for the products in question. In the
meantime the firm was not to import any of the above products until the matter is resolved/
clarified.

In the meantime a letter, purported to be written by Dr. Muhammad Aslam Niazi, the
complainant in this case, is received, wherein, he has withdrawn the complaint stating that his

complaint was based on jealousy and disinformation.

After expiry of 45 daydime, given by the Board to M/s. Zoic International, Lahore,
the firm requested for more time. The Registration Board in itd d&eting deferred the
case for giving the firm final opportunity for submission of original legalized documents
(CoPP, Certificate etc) regarding their registered products. In the meantime the firm was not
allowed to import the drugs in question as peous undertakingThe NAB authorities, in
the in the meantime also decided to refer the matter to the Registration Board for taking
necessary action as per law.

Subsequently M/s. Zoic International, Lahore later, vide a letter, requested to

allow imporing following drugs, for which they claim to have submitted/enclosed original
documents issued by V.M.D UK.

S. No. | Reg. No. | Name of Drug (s).
1. 021297 | Cocostop 20% Water Soluble Powdet

021301 | Grow More Water Soluble Powder

023422 | Premix PL30Powder

049583 | Enrobarn Water Soluble Liquid

2
3
4. 049580 | Tithedox Water Soluble Powder
5
6

057177 | Tithechlore 20% Water Soluble Powd

As per original documents provided by the firm the following position emerged.
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(i)

(ii)

(iii)

As per certificate issued Byeterinary Medicines Directorate UK M/s.
Tithebarn Limited UK is in establishment for manufacturing feeding
stuffs.

Payment Agency UK Veterinary Medicines Directorate UK certified
that products" Grow More Water Soluble Powder" and "Premix
PL300 Powder" e animal feed stuff and may be permitted in UK for
sale.

For other remaining above mentioned products, the export certificates
endorsed by Veterinary Medicines Directorate, the manufacturer is
M/s. Provimi Ltd. Staffordshire, UK and these products do hold
marketing authorization in UK.

For other products the firm stated that process for issuance of required documents will

take some time.

The case was considered in 95@eeting of Registration Board held on-04"

February, 2016 and the Board, in view of the position explained above, decided as under:

(i)
(ii)

The import of drugs Grow More Water Soluble Powder (Regn. No.
021301) & Premix PL300 Powder (Regn. No. 023422) is allowed.

Registration of the following products amufactured by M/s.
Tithebarn Limited UK is suspended for three months, as in the export
certificates, endorsed by Veterinary Medicines Directorate, the
manufacturer of these products is M/s. Provimi Ltd. Staffordshire, UK,
as against the claimed M/s. Agbarn Limited UK, and these products
do not hold marketing authorization in UK:

n
pd
o

Reg. No. | Name of Drug (s).

=

021297 | Cocostop 20% Water Soluble Powdet

021298 | Quincure 20% Liquid.

021299 | Quintril 20% Liquid.

021300 | Quintril 20%Liquid.

049580 | Tithedox Water Soluble Powder.

049581 | Tithemox Injection.

049582 | Tithemox Water Soluble Powder.

049583 | Enrobarn Water Soluble Liquid.

© o N o g &M W DN

057176 | Tithemycin Water Soluble Powder.

[ERN
©

057177 | Tithechlore 20% Water Soluble
Powder.
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The Board further directed to M/s. Zoic International, Lahtwe provide the
prescribed original documents, in support of its claim that the registration of above products
is in accordance with the approved terms and conditions, within the suspension period

otherwise the proceeding for cancellation of registratwosld be initiated.

Suspension letter dated' April, 2016 was issued with direction to provide original
documents of the products in question within the suspension period, otherwise proceedings

for cancellation would be initiated.
The firm has not yatesponded despite the lapse of three months suspension period.
Decision-  Registration Board took following decisions:

i. Extension of suspension period of the following products for
another three (03) months.

S. No. | Reg. No. | Name of Drug (s).

1. 021297 | Cocostop 20% Water Soluble
Powder.

2. 021298 | Quincure 20% Liquid.

3. 021299 | Quintril 20% Liquid.

4. 021300 | Quintril 10% Liquid.

5. 049580 | Tithedox Water Soluble Powder.

6. 049581 | Tithemox Injection.

7. 049582 | Tithemox Water Soluble Powder.

8. 049583 | Enrobarn Water Soluble Liquid.

9. 057176 | Tithemycin Water Soluble Powder.

10. 057177 | Tithechlore 20% Water Soluble
Powder.

il. Issuance of fresh show cause notices for cancellation of registration
of above products.
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Case No0.08: Show cause noticesssued to the firms having registration of products
containing Ciprofloxacin for veterinary use.
Registration Board in its 249meeting had decided to issue show cause
notices for cancellation of all the drug formulation having Ciprofloxacin for veterinse
for the reason of development of resistance in human. Accordingly show cause notices were
issued to the firms having registrations of aforementioned drug formulations. A number of

firms have responded with their point of view including requespéosonal hearings.

The case was placed before the Registration Board in its28@ting and the Board
directed to place comments of all firms / stake holders before the Board in its next meeting.
Accordingly the responses of the firms was placed béf@doard in its 258 meeting.The

salient points, of the responses received are summarized as under:

i) The Board may considered taking legal measures to avert unnecessary use and
ensuring compliance of withdrawal period after treatment.
i) Opinion oftechnical expert/veterinary expert committee may be taken before

making any decision in this regard.

iii) Transfer of drug resistance from animal bacteria to human bacteria is not
reported strongly.

iv) Putting ban on over the counter sale of such antibiotic.

V) Undea Section 7 (11) of Drugs Act, 1976, detail of the, information or enquiry
conducted or comprehensive data/record/documents, on the basis of which the
decision was taken, may be communicated for response.

Vi) A few firms also agreed to withdraw and requestedgfant of registration of
other products.

vii)  Most of the firm requested for opportunity for personal hearing.

Registration Board deferred the case in its"™26®&eting due to paucity of time. The
case was again taken by in its ?5@eeting held on 30-31% May, 2016 and the Board
decided to call the firm's having registration of such products for personal hearing.

The case was considered by the Board in itd'266eting held on 229" June, 2016
and the Board after personal hearing firm's represeasatlecided as under:

Representatives of M/s. Tarobina Corporation, SB Pharmal_dhe, Vetcon
Pharmaceuticals, Attabak Pharmaceuticals, Cherished Pharma, and Grand
Pharma appeared before the Board. The firm's representatives were of the
view that thee is need to gather credible scientific data for establishing the

claim of development of resistance in human due to veterinary use of
ciprofloxacin. However, firmdés -repres
registration as the drug is not used in veteyinpractices in reference
countries. They further requested that in order to save from financial losses
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sufficient time may be given to liquidate the existing stocks and substitute
registration of another product may be given to them on priority. Keeping i
view above discussion, the Board in principle agreed toedister all the
products having Ciprofloxacin for veterinary use. However modalities for
implementation to this effect will be further deliberated in forthcoming
meeting.

As per above mentionatkcision of the Board the case is submitted for consideration

of the Board.

Decision-  Registration Board after detail deliberation, decided to cancel the
registrations of all veterinary drug formulations having ciprofloxacin
from the date of issuance ofcancellation letters. Moreover, firms will
recall the available stocks from market immediately for further
destruction. The Board further decided that a proposal for giving
substitute registration of another product, in lieu of the one cancelled, on
priorit y basi s, may be recommended to

approval.

Case No0.09: Clarification regarding composition of Trichlovet 98% Powder of M/s.
Vetz Pharmaceuticals (Private) Limited, Kotri.

The Drug Registration Board in its Z5ineeting held on 12th and 13th August, 2015

approved the following veterinary drug of M/s. Vetz Pharma, Kotri.

Name of Name of drug(s) & Composition | Approved
Manufacturer/ with Demanded MRP. MRP/

Importer Packs Size
M/s. Vetz Trichlovet 98% Powder 100gm
Pharmaceutical{ Each 1gm contains: 250gm
(Private) Trichlorfonééeé?9 500gm
Limited., 1 Kg
Kotri Sindh. 5Kg

25 Kg

Registration letter was withheld and clarification regarding formulations was sought
onwhether the API is being packed in different packing. The Pharmaceutical Evaluation Cell

(PEC) subsequently clarified the formulation as under:

Active ingredient

Trichlorfon USPééé. 98%

Inactive ingredient
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Aer osi | B. Pééeée. Q. S.

Previously registratiohetters were issued to the other firm for the same formulation
after approval of Registration Board.

Decision-  Registration Board, in view of the composition provided by the firm,
decided to issue registration letter to the firm.

Case N0.10: Show causenotices issued to the firms having registration of products
containing Amantadine in combination with other antibiotics and
ciprofloxacin.

Registration Board in its 249meeting decided to issue show cause notices for
cancellation of all the drug fowlation having Amantadine in combination with antibiotic/
antibacterials for veterinary use. Accordingly show cause notices were issued to the firms
having registrations of aforementioned drug formulations. A number of firms have responded

with their point of view including request for personal hearings.

The case was placed before the Registration Board in itsr@8@ting and the Board
directed to place comments of all firms / stake holders before the Board in its next meeting.
Accordingly, the respoes of the firms were placed before the Board in"25@eting. The

salient points, of the responses received are summarized as under:

i) Huge financial losses to the firms /distributor as heavy investment have been
made in the products.
i) No complaints/informgon regarding interaction of Amantadine with

antibiotic/ antibacterials, is reported.

iii) These combinations play very important role for treatment of diseases like
Bird flu, Influenza.

iv) Extensive study needs to carried out before making a decision on tigs iss

V) Under Section 7 (11) of Drugs Act, 1976, detail of the information or enquiry
conducted, on the basis of which the decision was taken, may be
communicated for response.

Vi) A few firms also agreed to withdraw the products and requested for grant of
registation of other products instead.

vii) A number of the firm requested for opportunity for personal hearing.

viii)  Pakistan Poultry Association has claimed that Amantadine based product are
effective and safe for veterinary practices, that they have not received any
complaint. The Association has requested for withdraw of the decision.

iX) Pakistan Veterinary Pharmaceutical Association has claimed that Amantadine
based products are effective and safe for veterinary practices and they have
received no complaint regarding such products. The Association has requested
for withdrawal the decisian
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Registration Board deferred the case in its"2%@eting due to paucity of time and
took it again in 258 meeting. The following decision was taken.

Registration Board referred the matter to Dr. Muhammad Arshad, Member Registration
Board, for giving his detail views (approval status of products by reference regulatory
authorities, pharmacological and pharmaceutical compatibility etc) on the matter afte
consultation with other concerned experts in veterinary field.

The views are awaited.

Decision: Registration Board decided to defer the case with the directions to issue

reminders for submission of written reports with full scientific
justification on the issue at the earliest.

Case No.11 Request for change of importerand amending status of manufacturer/
packers of registered veterinary drugs By M/S. Orient Traders
International, Karachi.

(@ Mi/s. Orient Traders International, Karachi request tf@nsfer of registration of
various registered imported veterinary drugs from the name of importer M/s. Orient Animal
Health (Pvt) Ltd, Karachi to their name and also change of manufacturer and marketing
authorization holder was considered by the RegistraBoard in its 256 meeting. The
Board allowed change of registration status for the 14 products while cases of remaining 5

products were deferred for getting clarification from the firm rergarding free sale status and

availability in reference coungs. The summary of the aforementioned cases and the

response of the firm, mentioned against each products, is detail as under:

S. Regn. Name of Packing | Manufac | Manufactu | Remar | Status
No. No. Drug as per | tureras | reras per ks/ as per
(s)/compositio| Regn. per CoPP shortco | informa
n Letter/ | Registrat ming tion/
ion docume
Shelf Letter nts
life provide
d by the
firm.
(1) (i) (iii) (iv) (v) (vi) (vii) (viii)
1. | 023475 | Pen 50ml | M/s. Bulk Not Generic
Dihydrostrep 100ml | V.M.D. Manufactu | Free and
20/20 N.V. rer, Sale in| Meet to
Injection 02 years| Belgium. | Primary & | Belgiu | product,
Each ml Secondary | m. CoPP
contains: Packaging, for
Procaine Batch No export
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Penicillin G Analysis: GMP only
200mg for UK | from
Dihydrostrept M's. Belgian
omycin base Norbrook | availab | authoriti
(as Laboratories ility es
sul phat Ltd., Newry| status in already
€200mg (Northern | yeferene| submitte
Ireland). Co. country | d.
Down, needs | (No
United clarifica | evidence
Kingdom. | tjon. of free
Secondary sale i
packaging, referenc
batch © .
release: gountrle
M/s. provide
V.M.D. nv, d).
Hoge Mauw
900, 2370
Arendonk,
Belgium.

2. | 018408 | TylovetoS 100gm | M/s. Product Not free| The
Soluble 500gm | V.M.D. License sale in | product
Powder 1000gm | N.V. Holder: Belgiu |is free
Each gram Belgium. | M/s. m (For |sale in
contains: 03 years V.M.D. nv, | export | France
Tylosin Hoge Mauw| only). as per
tartrat 900, 2370 original
00mg Arendonk, legalized

Belgium. and
Bulk, attested
manufactur CoPP
er, provided
packaging, by the
labeling, lot firm.
analysis :
M/s.
Laboratoires
. BIOVE, 3
Rue de
Lorraine,
62510
Arques,
France.
Labelling,
batch
release:
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M/s.
V.M.D. nv,
Hoge Mauw
900, 2370
Arendonk,
Belgium.

3 | 049545 | Oxyvete50 S | 100gm | M/s. -do Not free| -do-
Soluble 500gm | V.M.D. sale in
Powder 1Kg N.V. Belgiu
Each gm 10Kg | Belgium. m (For
contains: 25Kg export
Oxytetracyclin only).
e...500mg (as | 03 years
hydrochloride)

4. | 020807 | Albevetol10 100ml | M/s. -do- Not free | Generic
Oral 500ml! | V.M.D. salein | and
Suspension 1000ml | N.V. Belgiu | Meet to
Each ml Belgium. m (For | product,
contains: 03 years export | CoPP
Al benda only). for
€eéel100mg export

Availab | only
ility from
status in| Belgian
referene| authoriti
country | es
needs | already
clarifica | submitte
tion d.
(No
evidence
of free
sale in
referenc
e
countrie
S
provide
d).

5. | 049548 | Diminaveto 100 | M/s. Applicant | Not free | Legalize
Soluble Sachets| V.M.D. for salein |d GMP
Granules per N.V. Certificate: | Belgiu | of MI/s.
Each gm carton | Belgium. m (For | Laborato
contains: Ms. export | ria
Diminazene 10 V.M.D. nv only). Smeets
Di acet U Sachets Hoge Mauw NV.
€é445mg per 900 B2370| gmp
Antipyrine carton Arendonk, | ot Legalize
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Sachet

05 years

Belgium.

Bulk,
manufactur
er, packing,
lot analysis,
batch
release:

M/s.
Laboratoria
Smeets
BVBA,
Fotografiela
an 42, 2610
Wilrijk,
Belgium.

provide
d.

Availab
ility
status in
referene
country
needs
clarifica
tion.

d GMP
agreeme
nt of the
manufac
turer
under
contract
VMD
NV &
M/s.
Laborato
ria
Smeets
NV.
Letter
stating
that
disease
not
prevalen
t in mfg.
country
or
countries
due to
cold
climate
& are
free
from
trypanas
omiasis
by
Office
Internati
onal des
Epizooti
es
(A0l
(free
sale
status in
referenc
e
countrie
S not
provide
d).
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(b) Besides M/s. Orient Traders International, Karad®d made similar request for number
of other products and the firm was asked to clarify the free sale status and other relevant

information. The summary of the aforementioned cases and the response of the firm,

mentioned against each products, is demiinder:

S. Regn. Name of Drug | Packing | Manufact | Manufactur | Remark | Status as
No. No. (s)/composition | as per urer as er as per s/ per
Regn. per CoPP Shortcc | informat
Letter/ | Registrati oming ion/
Shelf life | on Letter documen
ts
provided
by the
firm.
0] (i) (iii) (iv) (v) (vi) (vii) (viii)
1. | 020849 | Gentavetel5 30ml M/s. M/s. V.M.D. | No Generic
Injectable 100ml | V.M.D. n.v Hoge| certificat | and Meet
Solution N.V. Mauw 900 B | e to
Each ml Belgium. | 2370 (CoPP/G| product,
contains: 03 years Arendonk, MP) CoPP for
Gentamycin Belgium. provided | export
Sulphate . only from
equivalent to Belgian
150mg authoritie
Gentamycin base€ s already
submitted
(No
evidence
of free
sale in
reference
countries
provided
).
2. | 023471 | VMD-Tylosin 1Kg M/s. M/s. V.M.D. | No Generic
Phosphate 25% | 2.5Kg | V.M.D. n.v Hoge| certificat | and Meet
Premix 10Kg | N.V. Mauw 900 B | e to
Each gm 25Kg | Belgium. | 2370 (CoPP/G| product,
contains: Arendonk, MP) Antibioti
Tylosin 03 years Belgium. provided | ¢ Growth
............... 250mg . Promoter
S
(AGPs)
are
banned in
EU SO
CoPP for
export
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only from

Belgian
authoritie
s already|
submitted
(No
evidence
of free
sale in
reference
countries
provided
).
020846 | VMD-Oligovit 100gm | M/s. Registration | The A per
Plus Water 1Kg V.M.D. Holder in | certificat | Legalized
SolublePowder 5Kg N.V. , Belgium: e does &
Each gm 25Kg | Belgium. not attested
contains: M/s. V.M.D. | clarify | free sale
Vitamin 03 years N.V Hoge| the certificate
Aéé20, 00 Mauw 900 B | composi | the
Vitamin 2370 tionstatu | product is
D3éé5, 00 Arendonk, | s of free| authorize
.U Belgium. sale in|d to be
Vitamin E Belgium | produced
acetat eé and and sold
Vitamin manufac | in
cCéeéeeée. .. 2 turer. Beligium.
Vitamin B1
thiamine.2mg
Vitamin B2
riboflavine..4.8m
g
Vitamin B6
pyridoxine..2.5m
g
VitaminB12
cyanocobalamin
¢€250¢g
Bi otiné.
Nicotinamide.25
mg
Calcium
pantothenater.5
mg
Folic
acidé. 0.
Vitamin
K3éé. . 3.
Met hi oni
mg
Lysine
HCLé. 5mg
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Sodium

sul phate
Potassium
chloride
Manganese
sulph. 4

mg

Zinc sulph. 1
HOé1l5 mg
Copper sulph. 5
H,0 é 2 mg
Ferrous Sulph. 7
H,0...5 mg

Silica colloidal
anhydrou
eé. .. 1 n
Lactose g.s upto
éé. .1 g
vitamin

(Vitamin &
Electrolytes).

020847

VMD -Super
Vitamins Soluble
Powder

Each gm powder
contains:
Vitamin
Aééé7, 00
.U

VITAMIN
D3é. 1,50
VITAMIN E
acetate...3mg
Vitamin
C.11.2mg
Vitamin B2
ribofl av
mg

Vitamin B6
pyridoxine..0.3m
g

Vitamin B12
cyanocobalamin
é....60¢g
Nicotinamide.8.
Omg

Calcium
pantot he
Omg

Vitamin
K3..3.5mg

Potassium

100gm
1Kg
5Kg
25Kg

03 years

M/s.
V.M.D.
N.V.
Belgium.
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i odi de é.
Manganese
sulph.

4

HOéé25. 0
Copper sulph. 5
HO. éé. 2.
Zinc sulph. 1
H,0..10.0mg
Ferrous Sulph. 7
H,0...15.0mg
Silica colloidal
anhydrou
Lactose g.s
upt oééél
vitamin
(Vitamin &
Minerals).

020848

VMD -Aminovit
Water Soluble
Powder

Each gm
contains:
Vitamin
Aéél10, 00
Vitamin
D3é1l1, 000
Vitamin E
acetat e é
Vitamin
Cé25mg
Vitamin B1

t hi ami ne
mg

Vitamin B2
ribofl av
mg

Vitamin B6
pyridoxin.e..1.5m
g
Nicotinamide..20
.0mg

Calcium
pantot he
€10. 0mg
Vitamin K3
ééé. 1. 5n
Folic

acid....... 0.5mg
Bi otiné.
Methionine.50.0
mg

Lysine

100gm
1Kg
5Kg
25Kg

03 years

M/s.
V.M.D.
N.V.
Belgium.
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Hcl éé. . 5
Al ani neé
mg
Arginine....15.6m
g

Aspartc

aci dééz27
Cystineé
Glutamic

aci dé. 8
Gl ycineé
Hi stidin
mg
Isoleucine.23.6
mg
Leucine..35.4mg
Phenyl al

€.19. 0mg
Proline...39.2mg

Serineée.
Threonine.18.6m
g
Tryptoph
. €. 6. 4mg
Val ineée.
(Vitamin,
Minerals &
Aminoacids).

6. | 049547 | Multivitamin 30ml vial | M/s. Manufactur | The As  per
Injection 50ml vial | V.M.D. er: certificat | Legalized
Each ml 100ml | N.V. e doesl &
contains: vial | Belgium. | M/s. Feramed not attested
Alpha- 250ml BV, clarify | Veterinar
Tocopherole vial that the|y
acetate \éeemwelg 1 drug is| Medicine
(Vitamin arneveld, | or free| s
E) éé. . 4n 03years Netherlands. sale in| Certificat
Ascorbic Person Belgium | e the
Aci déé. responsible product is
Cholecalcipherol for placing authorize
(Vitamin on the d to be
D3)é25,0 market: produced
Cyanocobalamin and sold
e (Vitamin M/s. V.M.D. in
B12) éé30 nv. /| s.a Netherlan
Dexpanthenol Hoge Mauw ds.
(Calcium 900,

Pantothe Arendonk,
€. eé.3mg Belgium.
Ni coti na
€. 12. 5mg
Pyridoxine
Hydrochloride
Minutesfor 261" Registation Board Meeting 25




(Vitamin

B6) ée. 1.
Retinol Palmitate
(Vitamin

A) éée50, 0
Riboflavines
Odiumphosphate
(Vitamin

B2) ééé2n
Thiamine
Hydrochloride
(Vitamin

Bl) ééeé2.
(Vitamin

(Multi Vitamins).

(c) The firm has deposited required fee Rs.100, 000 x11 = 1100, @Dsubmitted the
following documents:

(1) No Objection Certificate from M/s. Orient Animal Health (Pvt) L
Karachi.
(i) Legalized GMRCertificate of M/s. V.M.D. N.V., Belgium.

(i) | Original & Legalized CoPP's for Tylove® Soluble Powder (Belgiur
& France).
(iv) | Original & Legalized CoPP's for Oxyvet0 S Soluble Powde
(Belgium & France).

(v) | Original & Legalized CoPP's for Multitamin Injection (Netherland
& France).

(vi) | Original & Legalized CoPP's for VMiDligovit Plus Water Solublg¢
Powder.
(vii) | Original & Legalized CoPP's for VMISuper Vitamins Solubl
Powder.

(viii) | Original & Legalized CoPP's for VMminovit Water Soluble
Powder.

(ix) Certificate of Origin for Albevetd 0 Oral Suspension.

(X) | Legalized GMP of M/s. Laboratoria Smeets BVBA.

Legalized GMP agreement of the manufacturer under contract
NV & NV.

(xi) | Copies of registrations lettersRenewal status.

(xii) | Copy of Drug Sale License.

(xii) | Registration applications on FofBrA.

The firm has made following two requests regarding above mentioned preducts:

® Change of importer from M/s. Orient Animal Health (Pvt) Ltd, Karachi to
M/s. Orient Traders International, Karachi.

(i)  Amend status of manufacturer/ repackers as per detail given in column (vi)
above.
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Decision-

Registration Board took following decisions:
I. Cancel registration of all the above products from the name of

M/s. Orient Animal Health (Pvt) Ltd, Karachi
prSod8caclt sblfeTyPowee¢ 00

il. Regi ster
018408)

t he

changes.

Product License Holder:

M/s. V.M.D. nv, Hoge Mauw 900, 2370 Arendonk, Belgium.

&500L8sy et abl e
name of M/s. Orient Traders International, Karachi with following

Bulk Manufacturer, Packaging, Labeling, Lot Analysis :

M/s. Laboratoires. BIOVE, 3 Rue de Lorraine, 62510 Arques,

France.
Labelling, batch release:
M/s. V.M.D. nv, Hoge Mauw 900, 2370 Arenahk, Belgium.

iii. Deferred request for registration of following products in the name
of M/s. Orient Traders International, Karachi for the reason

mentioned against each.

Powder 0O

S.N| Reg.No.

Name of Drug(s)

Observations of the Board.

=

049548

Diminaveto Soluble
Granules

Each gm contains:
Diminazene

Di acetur ateé
Antipyrine ............ 555mg

Need assessment for th
drugs with reference to
other drugs of same
therapeutic class by the
relevant experts.

2. | 020846

VMD -Oligovit Plus Water
Soluble Powder

Each gm contains:
Vitamin Aéé?2
Vitamin D3¢éé
Vitamin E
acetateé. 10m
Vitamin Cééé
Vitamin B1 thiamine.2mg
Vitamin B2

Ri bofl avineé
Vitamin B6
pyridoxineéé
VitaminB12
(Cyanocobal a
Biotineée. éeéé
Ni cotinami de
Calcium
pant ot henate
Folic acidéé

The firm should provide
detail justification with
regards to computability of
the formulation and its
significance in veternary
practices.
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Vitamin K3éé
Met hi oni neéé
Lysine HCLEéE®E€
Sodium sul ph
Potassium ch

mg
Manganese sulph. 4
[ O 15 mg

Zincsulph.1H0 é 1 5
Copper aulph. 5

H.,0 € 2 mg

Ferrous Sulph. 7 H0...5
mg

Silica colloidal
anhydrousééé
Lactose (. s
(Vitamin & Electrolytes).

020847

VMD -Super Vitamins
Soluble Powder

Each gm powder
contains:-
Vitamin Aéé7
VI TAMI N D3¢é.
VITAMIN E
acetate...3mg
Vitamin Cééé
Vitamin B2

ri boflavineé
Vitamin B6
pyridoxinedéé
Vitamin B12
(Cyanocobalamin)
é....60¢g

Ni cotinami de
Calcium
pantothenate
Vitamin K3. &
Potassium io
Manganese sulph. 4
HOééééée25. 0On

HO. éééeéeé. 2.5
Zinc sulph. 1 H,0..10.0mg
Ferrous Sulph. 7
H-0...15.0mg

Silica colloidal
anhydrouseéeeéee
Lactose g. s

(Vitamin & Minerals).

-do-

Minutesfor 261" Registation Board Meeting

28



4. | 020848

VMD -Aminovit Water
Soluble Powder

Each gm contains:
Vitamin Aéél
Vitamin D3¢éé
Vitamin E ac
Vitamin Cééé
Vitamin B1
thiamineééé.
Vitamin B2

ri bofl avineé
Vitamin B6
pyridoxin.eé
Nicotinamide......... 20.0mg
Calcium
pantoth
Vitamin
Folic a
Bi ot i
Met hi
Lysin
Al ani
Ar gin
Aspartic
aci dé
Cyst
Gl
Gl
Hi
I s
Le
P h
Pro
Serin
Threo n i
Trypt
Val i neééééé.
(Vitamin, Minerals &
Aminoacids).

,,,,,

- 3> ® O S
D~ D~ D~ D~ D
- - o

O M 00

/////

O cC o unc
- >S O — "0

i
a
i
i
e
i
y
|

Os®> ~ScQ>S3S o

SoDDODO —®D® =D D

-do-

5. | 049547

Multivitamin Injection
Each ml contains:
Alpha-Tocopherole
acetate

(Vitamin

E)éééee. . 4mg
Ascorbic

Aci deeéeée. . 2mg
Cholecalcipherol

(Vitamin DB)

-do-
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Cyanocobalamine
(Vitamin

Dexpanthenol (Calcium
Pant ot henate
g

Ni coti nami de
Pyridoxine Hydrochloride

(Vitamin B6)
Retinol Palmitate
(Vitamin A)Eé
U

Riboflavines
Odiumphosphate
(Vitamin B2)

Thiamine Hydrochloride
(Vitamin B1l)
(Vitamin

(Multi Vitamins).

Case No0.12. Concerns relating availability of life saving drugs Syntocinon Injection

M/s. Novartis Pharma, Karach a s

and Methergin Solution for Injection.

containi

AMet hyl ergometrine

ng

registration

of

ASynt hetMect h@xrygtionci Solsutli O

Hydr ogen

Mal eat e 0.

nSynto

d od
2mgo

on contract basis. In November, Z0firm informed that due to some unresolved quality

issues with regards to local manufacturing of aforementioned products, the supply could not

be continued. In order to avoid shortage of these essential life saving drugs, M/s. Novartis

was granted the regrations of these drugs for import in finished form as per following

details:
S.No | Reg. No. | Name of drug(s) &|Packing | Product licese holber &
Composition. Manufacturer
1. 080132 | Syntocinon Injection 51U | 50 x 1ml | (Product License Holder
Each ampoule contains: M/s. Novartis Pharmi
ﬁ) ynthetic O Schweiz AG 6343 Risc
e Switzerland).
USP Specifications
( P ) (Manufactured by:M/s.
Novartis Pharma Stein A(
Schaffhauserstrasse 433
Stein Switzerlangd
2. 080163 | Methergin Solution for 1 x Iml | (Product License Holder
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Injection 50 x Iml | M/s. Novartis Pharm{

Each 1ml contains: Schweiz AG 6343 Risc
Methylergometrine Switzerland).
Hydrogen

(Manufactured by:M/s.

Novartis Pharma Stein A(

Schaffhauserstrasse 433
Stein Switzerlang

3. 080164 | Oxytocin 5 |LE Haxal 50 x 1ml | (Product License Holder

Mal eat eéeécéé.
(USP Specifications)

Injection M/s Hexal AG
Each ampoule contains: IndustriestralBe 25 836(
Synthetic OXx Holzkirchen Germany).
(USP Specifications) (Manufactured by:M/s.

Ever Pharma Jena Gmbl
Otto-SchottStralle 15
07745 Jena Germahy

The registration for import was granted in order to meet public health urgency with
the condition that the import shall be discontinued as soon as local manufacturing of the
registered drug for local manufacturing is resumed. The firm was also advise#eto t
corrective measures in order to restart the production at their contract manufacturer, M/s.

Indus Pharma, Karachi.

Now M/s. Novartis Pharma, Karachi vide their request has stated following position
with regards to availability of above mentioned protd:

i. The gaps identified by their external consultants at the local manufacturing
site requires significant efforts and investments to fulfill and under the current
commercial viability of the business, it will not be possible to restart local
productionwithin foreseeable future.

il. The firm further informed that they continue to make imported stocks of above
drugs available until the end of the year, 2016 and further requested DRAP to
encourage alternate local manufacturers of these drugs as it woultk not
commercially viable for them to import and distribute the same in Pakistan.

The representatives of M/s. Novartis Pharma, Karachi and M/s. Indus Pharma,
Karachi have been called for personal hearing in order to discuss the issue.

Decision: Registration Board was informed that representatives of both the firms
have shown their inrability to appear before the Board due to their
already scheduled umravoidable commitments. The Board decided to
defer the case till next meeting, where representatts of M/s. Novartis
Pharma, Karachi and M/s. Indus Pharma, may again be called, alongwith
other registration holders of both of these drugs, forpresenting status
regarding non-availability of these life saving drugs.
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Registration-II

Case No0.13: Registration of Drugs for export purposei Non-me too (New Drugs)

Following firms have requested for registration of following drugs for export

purpose only which are not rteo & are new drugs. Details are as under:

S.# | Name of | Name of produci(s) Date of | Approval status
Company application, | by reference
Diary No. & | regulatory
Form authorities
1 M/s Nexus| Inzin Tablet 23.02.2016
Pharma (Pvt] Each enteric coated tabl 44
Ltd., contains: Rs. 20,000/
Plot No. 4/19/Serrati opeptid
Sector 21)
Korangi
Industrial Area,
Karachi
2. M/s. Hilton | EmpaL 10/5mg Tablets 31.05.2016 US-FDA
Pharma (Pvt] Each film coated tablef 1017
L., contains: Rs. 50,000/
ii’rsne(;torlf” Empaglifloziné
Industrial Area, Linagliptineesg
Karachi.
3. -do- Empal 25/5mg Tablets 31.05.2016 US-FDA
Each film coated tablet 1111
contains: Rs. 50,000/
Empaglifloziné
Linagliptinééség
4. -do- Mirabeg 50mg tablets 31.05.2016 UK
Each extended release talg 1109
contains: Rs. 50,000/
Mi rabegronéé. §
5. -do- Mirabeg 25mg tablets 31.05.2016 UK
Each extended release talg 1112
contains: Rs. 50,000/
Mi rabegronéée. 2
6. -do- Grehil 90mg tablets 31.05.2016 UK
Each film coated tablg 1106
contains: Rs.50,000¢f
Ti cagrel or ée.
7. -do- Grehil 60mg tablets 31.05.2016 UK
Each film coated tablg 1110
contains: Rs. 50,000/
Ticagrel or ée.
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8. -do- Agohil 25mg tablets 31.05.2016 UK
Each film coated tablg 1108
contains: Rs. 50,000/
Agomel ati neéé.
9. M/s Faas| Soflovir 400/90mg tablets 06.06.2016 US-FDA
Pharmaceuticals | Each  film  coated tablg 1142
(Pvt) Ltd., F748,| contains: Rs. 50,000/
S.I.T.E., Karachi Sofosbuvirééédé
Ledi pasvirééecése
10. | M/s Helix | Declar 30mg Tablets 09.06.2016 US-FDA
Pharma,  (Pvt] Each film coated tablg 1213
Ltd., Hakimsons contains: Rs. 50,000/
;'C;lfrs‘fz A58, Daclatasvir  dihydrochlorids
Manghopir Road 33mg eq to Dag
Karachi
11. | -do Declar 60mg Tablets 09.06.2016 US-FDA
Each film coated tablg 1214
contains: Rs. 50,000/
Daclatasvir  dihydrochloride
33mg eq to Dag
12. | -do- Sofoled 90mg / 400mg Tablety 14.06.2016 US-FDA
Each film coated tablg 1214
contains: Rs. 50,000/
Ledi pasvirééeég
Sof osbuviréeéé/
13. | M/s Genix| Velso 22.07.2016 US-FDA
Pharma Privaty Each  film coated tablg 1367
Limited, Karachi | contains: Rs. 50,000/
Sof osbuvireéeéeé.
Vel patasvireééé
14. | M/s Hilton | Talimus XR 4mg Tablets 20.07.2016 UK
Pharma  (Pvt) Each extended release tal 1416
Ltd., Karachi contains: Rs. 50,000/
4.08mg of tacrolimus
monohydrate eq. to 4m
tacroli mus (an
15. | -do- Talimus XR 1mg Tablets 20.07.2016 UK
Each extended release talj 1419
contains: Rs.50,000¢f
1.02mg of tacrolimus
monohydrate eq. to 1m
tacrolimus (anhydrous)
16. | -do- Talimus XR 0.75mg Tablets | 20.07.2016 UK
Each extended release talj 1425
contains: Rs. 50,000/
0.75mg of tacrolimus
monohydrate eq. to 0.75n
tacrolimus (anhydrous)
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17. | M/s Hilton | Halbrex 0.25mg Tablets 20.07.2016 US-FDA
Pharma (Pvt] Each  film coated tablg 1427
Ltd., Karachi contains: Rs. 50,000/

Brexpiprazol eég

18. | -do- Halbrex 0.5mg Tablets 20.07.2016 US-FDA
Each film coated tablg 1426
contains: Rs. 50,000/
Brexpiprazol eég

19. | -do- Halbrex 1mg Tablets 20.07.2016 US-FDA
Each film coated tablel 1418
contains: Rs. 50,000/
Brexpiprazol eég

20. | -do- Halbrex 2mg Tablets 20.07.2016 US-FDA
Each film coated tablg 1428
contains: Rs. 50,000/
Brexpiprazol eé

21. | -do Halbrex 3mg Tablets 20.07.2016 US-FDA
Each film coated tablet| 1422
contains: Rs. 50,000/
Brexpiprazol eé

22. | -do- Halbrex 4mg Tablets 20.07.2016 US-FDA
Each film coated tablg 1423
contains: Rs. 50,000/
Brexpiprazol eé

23. | -do- DapaMet XR 5/500mg 20.07.2016 US-FDA
Each film coated tablg 1421
contains: Rs. 50,000/
Dapagliflozin (as Propanedi(
monohydrate) é.
Met formin HCI ¢

24, | -do- DapaMet XR 5/1000mg 20.07.2016 | US-FDA and UK
Each film coated tablg 1425
contains: Rs. 50,000/
Dapagliflozin (as Propanedi(
monohydrate) é.
Met formin HCI ¢

25. | -do- DapaMet XR 10/500mg 20.07.2016 US-FDA
Each film coated tablg 1417
contains: Rs. 50,000/
Dapagliflozin (as Propanedi(
monohydrate) é.
Met formin HCI ¢

26. | -do- DapaMet XR 10/1000mg 20.07.2016 US-FDA
Each film coated tablel 1420
contains: Rs. 50,000/
Dapagliflozin (as Propanedi(
monohydrate) é.
Met formin HCI €
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Decision:

Registration Board decided as follows:

1 Approved registration of products at S.No0.0213 and 17-26 exclusively for
export purpose. Registration is subject to following conditions:

0 Manufacturer will export the product after complying all the
requirements as required under Drug Act, 1976 and relevant rules
including No objection certificate from concernedDRAP office.
0 Manufacturer will also furnish export documents endorsed from
custom authorities (if required for any query) in order to ensure the
export of the product.

1 Deferred products at S.No.01 for confirmation of approval status in
importing country.

1 Deferred products at S.No0.1416 for confirmation of manufacturing

facility.

Case No.14 Deferred cases in previous meetings of Registration Board.

a)

Product of M/s Sante (Pvt) Ltd., Karachi deferred in 234 meeting

Registration Boardni its 234" meeting deferred the following product of M/s.

Sante (Pvt) Limited, 245/Z, Block 6, PECHS, Karachi for the reason stated in the second

last column:
S.N. Product name with Demanded, Dy. No. Decision of the | Status of
specification pack size with Registration approval
& MRP Board taken in in
its 234" meeting | reference
drug
agencies
Dexamox Otic Drops 5ml, Rs. | 21.01.2011| Deferred due td Not
Each ml contains: Rs400.00 322 the reason thg approved
Dexamet hason Form5 the product in UK
Moxi fl oxacin Rs. 8000/ | should be and USA
(Antibiotic) manufactured ir
steroid section.
Levodox Otic Drops 5ml, 21.01.2011| Deferred due to Not
Each ml contains: the reason thg approved
Levofloxacin Rs. 100.00 287 the product in UK
HCI ééée. . 3mg = should be and USA
orm5 :
Dexamet hason manufactured i
(Antibiotic) Rs. 8000/ | Steroid section.
Thysartin 150mg tablets 2 8,0 s| 21.01.2011| Deferred due tq UK
Each tablet contains: Rs. 728.00 260 10 products pe
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|l rbesartinéé Form5 section policy
(Anti Hypertensive) Rs. 8000/
4. Thysartin 300mg tablets 2 8,0 s| 21.01.2011| -do- UK
Each tablet contains: Rs.1092.00 305
|l rbesartinéé Form5
(Anti Hypertensive) Rs. 8000/
5. Piomax Plus 15/500m| 1 4;&s. | 21.01.2011| -do- FDA
tablets 120.00 306
Each tablet contains: Form5
Pioglitazone Rs. 8000/
Met forminééé
(Antidiabatic)
6. Piomax Plus 15/850m| 1 4;&s. | 21.01.2011| -do- FDA
tablets 175.00 365
Each tablet contains: Form5
Pioglitazone Rs. 8000/
Met forminééé
(Antidiabatic)
7. Zeprid 1mg tablets 2 0;Rs. | 21.01.2011| -do- UK
Each tablet contains: 161.00 308
Gl i mperideéé Form5
(Antidiabatic) Rs. 8000/
8. Zeprid 2mg tablet 2 0;Rs. | 21.01.2011| -do- UK
Each tablet contains: 320.00 309
Gl i mperideéé Form5
(Antidiabatic) Rs. 8000/
9. Zeprid 3mg tablet 2 0;&Rs. | 21.01.2011| -do- UK
Each tablet contains: 320.00 268
Gl i mperideéé Form5
(Antidiabatic) Rs. 8000/
10. | Zeprid 4mg tablet 2 0;&Rs. | 21.01.2011| -do- UK
Each tablet contains: 320.00 269
Gl i mperideéé Form5
(Antidiabatic) Rs. 8000/

Now, the firm has deposited balance fee amounting to Rs. 1Z00@ach product on dated
27.02.20014 (for S.No.2,3,6,7,8,and 9) and 17.04.2014 (for S.No.1, 4).amde5firm has
provided thesvidence of approval of manufacturing facility of following section:

)) Ophthalmic Section (General)

i) Tablet (General)
For product at S.No.and 2 the firm has to submit the undertaking for the manufacturing of
steroidal formulation.
Decision: Registration Board decided as follows:

1 Approved products at S.N0.0310 for registration.
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b)

Baxter Pharmaceuticals-HA, Phase 1, S.I.T.E. Super Highway, Karachi for the reason

91 Deferred products at S.No.01 and 02 for confirmation of approval status by
reference regulatory authoritries.

Products of M/s. Baxter Pharmaceuticals, Karachi deferred case ia34"

meeting

Registration Board in its 284meeting deferred the following product of M/s.

stated insecondast column:

S.#| Name of drug(s) & Proposed Date of Decision Approval

Composition Pack size | application, status in
& MRP Diary No. reference
Form agencies

& Fee

1. |Zinkit Syrup 20mg / 5ml 60ml 19-01-2011 | Deferred due
Each (5ml) contain: 120ml 240 to policy of
Zinc Sulphate Rs. 75.00 Form5 10 products
Monohydrate as element{ Rs. 110.00 Rs.8000/ per section.
zincéé..20m

2. | Baxterol Ds Suspension 60ml 19-01-2011 -do-

Each 5ml contains: 120ml 233
Paracet amol 450ml Form5
Rs. 35.00 Rs.8000/
Rs. 68.00
Rs. 110.00

3. | Cefrabiotic 250mg Dry Per Vial 19-01-2011 -do- Not in USA
Powder Injection Rs. 58.00 164 and UK
Each Vial Contains: Form5
Cephradine ¢ Rs.8000/

4. | Cefrabiotic 500mg Dry Per Vial 19-01-2011 -do- Not in USA
Powder Injection Rs. 75.00 178 and UK
Each Vial Contains: Form5
Cephradine ¢ Rs.8000/

5. | Cefrabiotic 1gm Dry Per Vial 19-01-2011 -do- Not in USA
Powder Injection Rs. 110.00 229 and UK
Each Vial Contains: Form5
Cephradine ¢ Rs.8000/

6. |Neocin Skin Ointment 15gm 17-01-2011 -do- Not in USA
0.5% Rs.20.00 154 and UK
Each gram contains: Form5
NeomycinSulphate Rs.8000/
€é. . 5mg
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7. | Ciprobax Tablet 250mg 106s| 17012011 -do- UK
(Film Coated) Rs. 40.00 176
Each tablet contains: Per Tablet Form5
Ciprofloxacin Oas Rs.8000/
HCI...250mg
8. | Ciprobax Tablet 500mg 1006s| 17-01-2011 -do- UK
(Film Coated) Rs. 70.00 175
Each tablet contains: Per Tablet Form5
Ciprofloxacin as Rs.8000/
HCI..500mg
9. | Levobax Tablet 250mg 1006s| 17-01-2011 -do- UK
(Film Coated) Rs. 55.00 179
Each film coated tablet Per Tablet Form5
contains: Rs.8000/
Levofloxacin as
Hemi hydr at e
mg
10. | Levobax Tablet 500mg 106s| 17012011 -do- UK
(Film Coated) Rs. 105.00 180
Each tablet contains: Per Tablet Form5
Levofloxacin as Rs.8000/
Hemi hydr at e
mg
11. | Nalibiotic Tablet 500mg 3006 s| 17-01-2011 -do- Not in USA
Each tablet contains: Rs. 8.50 159 & UK
Nal i di xi ¢ A( PerTablet Form5
500mg Rs.8000/
12. | Lumether Ds Tablet 166s| 1901-2011 -do- WHO
Each tablet contains: Rs. 38.00 225
Art emet her é({ PerTablet Form5
Lumef antri ng¢ Rs.8000/
g
Martindale / Baxter
Specification

Now, the firm has deposited balance fee amounting to Rs. 12 fe@Gach product dated

06.05.2016 and requested for grant of registration of apmaucts. The firm has provided

the evidence of approval of manufacturing facility of following section:

Decision:

iii) Liquid Syrup (General)
iv) Dry Powder Injection (Cephalosporin)

V) Cream / Ointment.
Vi) Tablet (General)
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reference regulatory authoritries.

Deferred products S.No.01 for confirmation of method of testing.
Approved products at S.N0.02, 0710 and 12 for registration.
Deferred products at S.No0.3@-06 and 11 for confirmation of approval status by

Products of M/s. OBS (Pvt) Karachi deferred in 243 meeting

Registration Board in its 24%2meeting deferred the following product of M/s.

OBS Pakistan (Pvt) Ltd.,@4, S.I.T.E. Manghopir Road, Karachi for the reasons mentioned

in the last column below:

Achnil Tablets Form5 1. Deferred for| Available in UK
Tablets (Inner Fast track Manufacturers | confirmation  of
enteric coated anfRs . 350 | specification. | manufacturing
outer immediatg 25/07/2011, R&l| 2. Tablet| and storage
release) Dy. No. Not| General facility by
Each film coateq available (Rs| section Director DTL
tablet contains: 8,0004) available as pel Karachi, DDG
Diclofenac Sodiunm 14/05/2013 inspection and FID
eéeéeéeée 75 m|Rs.52000/ report
Misoprostol dated20/08/20
eéeé. 20 3.
Anti-rheumatics. 3. GMP pane

inspection

report for grant

of GMP

certificate

dated

20/08/2013.

Now the Federal Inspector of Drufs DRAP, Karachi has provided a panel inspection
report which confirms the manufacturing, quality control and storage facility Afc h n i |

Tabl et so.

Decision: Registration Board approved registration ofAchnil Tablets.

Products of M/s. S.J. &G. Fazul Ellahie (Pvt) Ltd. deferred in 215
meeting

d)

The Registration Board in its 248neeting deferred the following product of
M/s. S.J & G. Fazul Ellahi (Pvt) Ltd., Karachi for the reasons mentioned in the second last
column (which has been confirmed from the original available with the Secretary,

Registration Board):
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1. Dorinem Injecton 500mg Per vial | Deferred for | Available

Each vial contains: Rs.11000.00 confirmation | in USA
Doripenem Monohydrate M.S of dedicated
equivalent to doripenem cephalosporir]
€. 500mg area.
(Antibacterial)

2. Etanem Injection Per vial | -do- Available
Each vial contains: Rs.8000.00 in USA

ErtapenenSodium M.S
equivalent to Ertapenem
eeé. lgm
(Antibacterial)

Now, the firm has provided evidence of approval of Dry Powder Injection (Carbapenem)
dated 09.06.2016 and requested for grant of registration of givodects.. The firm has
deposited the fee Rs.35,000/= for S. No.1 and Rs.12,000/= for S.No.2.

Decision: Registration Board decided as follows:

91 Deferred product at S.No.01 for submission of stability data as per guidelines
approved by Registration Board in251* meeting.

1 Approved product at S.No.@ for registration.

e) Products of M/ s . Macqui nds I nternatic
meeting
The Registration Board in its 24Teeting deferred the following product of
M/ s . M/ s . Macquinds I nternational (Pvt) Lt d
column (which has been confirmed from the original available with the Secretary,

Registration Board):

S.N. | Name ofdrug(s) & Proposed Date of Decision of
Composition Pack size& application, Registration
MRP Diary No. & Board in its
Form 247" meeting.
1. Mafox Tablet 1006s 26-12-2009
Each tablet contains: Rs.110.00 2592 Registration
Levofloxacin Form5 Board
eeéeeéé. . 250mg Rs.8000/ constituted a
(Broad spectrum antibiotic) panel
comprising  of
Available in UK Director DTL,
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Quetta;
Mafox Tablet 106s 26-12-2009 Director CDL
Each tablet contains: Rs.180.00 2595 and area FID
Levofloxacin Form5 for product
eéééeeée. . 500mg Rs.8000/ specific
(Broad spectrum antibiotic) inspection  of
M/s Mac qu
Available in UK International,
Rosiquin Tablet 2000 s 26-12-2009 | Karachi.
Each tablet contains: Rs.150.00 2594
Chloroquine Form5
Phosphateééééé Rs.8000/
(Anti malarial)
Available in UK
Rosiquin Syrup 60ml 26-12-2009
Each 5ml contains: Rs.25.00 2591
Chloroquine Form5
eéééeé. é50mg Rs.8000/
(Anti malarial)
Moxidex Eye Drops 5ml 26-12-2009
Each 100ml contains: Rs.95.00 2590
Dexamet hasone Form5
Moxi fl oxacin & Rs.8000/
(Antibiotics)
Not Available in USA and UK
Virabin Capsule 100s 26-12-2009
Each capsule contains: Rs.300.00 2593
Ribavirin Form5
eeéeééé. . 400mg Rs.8000/
(Antiviral)
Not Available in USA and UK
Available as 400 mg Tablet
Antimal Plus Tablet 80/480mg | 8 6 s 31-12-2009
Tablet Rs.500.00 2596
Each tablet contains: Form5
Artemet her eéeeé Rs.8000/
Lumifantrine
€éééeéq80mg
(Anti malarial)
WHO

Now, the firm has submitted a copy of inspection reporenéwal of DML dated 15 and 94

December, 2014 conducted by a panel comprised of following members:
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) Dr. Muid Ahmed Member CLB, DRAP.
i) Mrs. Muneeza Khan Area FID, Karachi.
i) Mr. Abdul Rasool FIBII, Karachi.

iv) Mrs. UmelLaila Area ADC, Karachi.

The firm requsted for consideration of above products on the basis of inspection report
submitted above since these products have already been approved™imeesng of
Registration Board subject to inspection by Prof. Ghulam Sarwar, Dr. Ali Akbar Sial & DDG
Karachi The balance fee for each product Rs.12,000/= has been deposited by the firm on
02.02.2015.

Decision: Registration Board endorsed its earlier decisioffior implementation.

f) Products deferred in 228" meeting of M/s PharmEvo, Karachi.

The Registration Board in its 285meeting deferred the following product of
M/s. PharmEvo, Karachi for the reasons mentioned in the last column (which has been

confirmed from the original minutes available with Secretary Registration Board).

Novert Tablet 1006 9 Rs.250.00 | Deferred for
Each tablet contains: 1469 Rs.350.00 | confirmation of
Di menhydrinateg 30068 Rs.700.00 |formulation

Cinnarizine ¢é§#é
(Anti histamine)

Now, the firm has submitted evidence of same formulation in Europe (EMA) including
Germany and has now deposited balance fee of Rs. 12@0®6.03.2015. The firm has
therefore, requested for grant of registrations of above products.

Decision: Registration Board approved Novert tablet for registration.

0) Products deferred in 257 meeting of M/s. Pharmatec Pakistan, Karachi.

The Registration Board in its 287meeting deferred the following product
applied for export purpose by M/s. Pharmatec Pakistan, Karachi for the reasons mentioned in

the last column:

Reltus C&F Capsules 24.07.2015 | Copy of import| Registration
Each capsule contains: 120 Order  from| Board advised
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Par acet amol é|Rs.20,000/| Cambodia applicant to
Phenyl ephrin deposit remaining

Chlorpheniramine fee and provide
Mal eat eé4mg approval status by

_ regulatory

Caffeine o authority of

Anhydrouseée. importing country
and authorized
Chairman for
grant of

registration.
Registration
Board will be
informed
accordingly.

Now, the firm has pointed out that in the same meeting the Registration Board has endorsed
the following policy decision for considering the registration application applied for export
purpose:
AFor mul ations which have al mpamsy been
wi | | be granted to other manufacturers
According to the firm the above formulation has not been approved in the reference drug
agencies but it haslraady been registered in Pakistan for export in the name of M/s
Pharmatec wh name of Fludol (Reg. No.00409&egarding balance fee clarification for
(new drug) is required whether it is applicable or not since product is already registered
in export.

Decision: Registration board approved registration of Reltus C&F Capsulesfor
export purpose. Registration is subject to following conditions:

0 Manufacturer will export the product after complying all the
requirements as required under Drug Act, 1976 and relevant rules
including No objection certificate from concerned DRAP offie.

o] Manufacturer will also furnish export documents endorsed from
custom authorities (if required for any query) in order to ensure the
export of the product.

h) Registration products of M/s Amarant Pharmaceutical, Karachi deferred
in 246" meeting
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The Registration Board in its 248neeting deferred the following product of

reasons stated in the last column:

M/s. Amarant Pharmaceutical, 158, D. Tore, Gadap Road, Super Highway, Karachi for the

S. Name and| Brand Name Type of | Decision of| Approval status
No. | address of| (Proprietary Form Registration in reference
manufacturer /| name + Dosage taken in its 246" | drug agencies
Applicant Form + Strength) meeting
Demanded
Composition Price /
Pack size
1 M/s Safe Impulse Injection | Form 5 Deferred for
Pharmaceuticalg 500 mcg/ml Not rectification of
(Pvt.) Ltd. Each 1 ml mentioned | following
Plot No.C-1-20, | ampoule contains| Rs 150,000 | observation in the
Sector 6B, Mecobalamin 1 ml 1] dossier:
North Karachi | ( J. P) é.
Industrial Area, | (Co-enzyme type 1. Reference wil
Karachi Vitamin B12) be sentto B & A
For ( Manuf ac Division for
M/s Amarant Spec.s) verification of
Pharmaceuticalg challan.
(Pvt.) Ltd. 2. Confirmation ofi
158, D. Tore, installaton  and
Gadap Road, operational
Super Highway, qualifications for
Karachi. TOC analyzer ang
liquid particle
counter by the
area FID.
2. -do- Moxina Infusion | Form 5 Deferred for UK
400 mg/ 250 ml | Not rectification of
Each vial (250 ml) mentioned | following
contains Rs 150,000 | observation in thg¢
Moxifloxacin (as | As per PAC| dossier:
HClI ) (US
400 mg 1. Reference wil
Quinolone be sentto B & A
(Manuf ac Division for
Spec.s) verification of
challan.
2. Confirmation of
installation  and
operational
qualifications for
TOC anayzer and
Minutesfor 261" Registation Board Meeting 44




liquid particle
counter by the
area FID.

-do- Quvoxin Injection | Form 5 Deferred for UK
500 mg/ 100 ml | Not rectification  of
Each vial (100ml) | mentioned | following
contains Rs 150,000 | observation in the
Levofloxacin As per PAC| dossier:
(USP) é.

Quinolone 1. Reference wil

( Manuf ac be sentto B & A

Spec.s) Division for
verification of
challan.
2. Confirmation ofi
installation  and
operational
qualifications for
TOC analyzer ang
liquid particle
counter by the
area FID.

-do- Amadrol Injection | Form 5 Deferred for UK
100 mg/ 2 ml Not rectification of
Each 2 ml mentioned | following
contains Rs 150,000 | observation in the
Tramadol HCI 2 ml 1] dossier:

(B. P) é. |AsperPAC

Non Narcotic 1. Reference will

analgesic be sentto B & A

( Manuf ac Division for

Spec.s) verification of
challan.
2. Confirmation of
installation  and
operational
qualifications for
TOC analyzer ang
liquid particle
counter by the
area FID.

-do- Amblum Injection | Form 5 Deferred in the
Each ml ampoule | Not light of
contains mentioned | recommendation
Art emet h|Rs 150,000 of National
mg 1x5 Malaaria Control
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(Anti malarial)
( Manuf ac
Spec.s)

ampoule
As per PAC

programme & for
rectification of
following
observation in the
dossier:

1. Reference wil
be sentto B & A
Division for
verification of
challan.

2. Confirmation of
installation  and
operational
gualifications for
TOC analyzer ang
liquid particle
counter by the
area FID.

Now, the original dossiers of the above produwse been traced out alongwith original

challans amounting to Rs. 150,00f@r each products. Regarding condition mentioned in the

last column at sl. No. 02 the firm has submitted evidence of availability of TOC and LPC in

Safe Pharmaceutical Karachi vid&MP inspection conducted by Ghulam Rasool Shaikh
FID-II, Karachi dated 09.06.2015.

Decision:

Deferred for Product Specification Inspection in 24% meeting.

Registration Board approved above products for registration on contract
manufacturing basis by M/sSafe Pharmaceuticals (Pvt.) Ltd. Plot No. €
1-20, Sector 6B, North Karachi Industrial Area, Karachi
Rule 20A of Drugs (LR&A) Rules, 1976

in line with

Registration Board in its 24%2meeting deferred the following product of M/s.

Semos Pharmaceecal (Pvt) Ltd., Plot No. 11, Sector 42 North Karachi Industrial Area,

Karachi for the reasons stated in the last column:
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S/N | 1. Brand Name 1.Type of Form 1. Finished Decision Approval
2. Dosage Form 2. Type of Product status in
3. Composition application Specification reference
4. Pharmacological | 3. Demanded 2. Me-too status drug
group Price / Pack 3. Last GMP agencies
size inspection report
4. Initial date, diary. | with date &
5. Date on which feg status.
becomes  completg
according to type of
application /or Form
(total Fee)
1) 1. Serog 1. Form 5 1. Manufacturer | Deferred UK
2. Tablet 2. Fast Track 2. for product
3. Each film coated | 3. unit carton, alu& | 3. 0402-14 specific
tablet contains aluminum foil packeg Overall GMP : tion
Sertraline as in cardboard carton | compliance is mspep
Sertraline HCI BP | As per PAC satisfactory by Director
50 mg 4.1504-13 DTL,
4. Short Acting 5.1504-13 Lahore,
Selective Serotonin | Rs. 60,0006/ Quetta,
Reuptake Inhibitor CDL and
FID
2) 1. Serog 1. Form 5 1. Manufacturer | Deferred UK
2. Tablet 2. Fast Track 2. for product
3. Each film coated | 3. unit carton, alu all 3. 0402-14 specific
tablet contains & aluminum foil | Overall GMP inspection
Sertraline as packed in cardboar| compliance is by Director
Sertraline HCI 100 | carton satisfactory DTL,
mg As per PAC Lahore,
4. Short Acting 4.1504-13 Quetta,
Selective Serotonin | 5. 1504-13 CDL and
Reuptake Inhibitor | Rs. 60,000/ FID
3) 1. Qutapin XR 50mg 1. Form 5 1. Manuf a( Deferred UK
2. Tablets 2. Fast Track for product
3. Each film coateq 3. As per PRC 2. Qupin SR byl specific
XR tablet contains: | 4. 02052012, (N/A)| Genome Pharma | jnspection
Quetiapine fumarat( Rs. 8000/ by Director
equivalent to 5.1604-2013 DTL,
Quet i api n|Rs.52000/ Lahore,
4. (Tranquilizer, Quetta,
Sedatives & CDhL and
Hypnotics) FID.
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4) 1. Qutapin XR|1l.Form5 1. Manuf a( Deferred UK
150mg 2. Fast Track for product
2. Tablets 3. As per PRC 2. Qusel by Hilton | specific
3. Each film coate¢ 4. 02052012, (N/A) inspection
XR tablet contains: | Rs. 8000/ by Director
Quetiapine 5.1604-2013 DTL,
Quetiapine fumarat( Rs.52000/ Lahore,
equivalent to Quetta,
Quetiapin CDL and
4, (Tranquilizer, FID.
Sedatives &

Hypnotics)

5) 1. Qutapin XR| 1. Form5 1. Manuf a( Deferred UK
200mg 2. Fast Track 2. Evokalm Dby| for product
2. Tablets 3. As per PRC Pharmevo specific
3. Each film coateq 4. 02052012, (N/A) inspection
XR tablet contains: | Rs. 8000/ by Director
Quetiapine fumarat{ 5.16:04-2013 DTL,
equivalent to Rs.52000/ Lahore,
Quetiapin Quetta,

4. (Tranquilizer, CDL and
Sedatives & FID.
Hypnotics)

6) 1. Qutapin XR| 1. Form5 1. Manuf a{( Deferred UK
300mg 2. Fast Track 2.General Tablel for product
2. Tablets 3. As per PRC section (status t( specific
3. Each film coate¢ 4. 02052012, (N/A)| be verified from| inspection
XR tablet contains: | Rs. 8000/ | Licensing) by Director
Quetiapine fumarat( (Photocopy) 3.07-09-2012 DTL,
equivalent to 5.16:04-2013 (Satisfactory) Lahore,
Quet i api n|Rs.52000 Quetta,

4, (Tranquilizer,| (Photocopy) Me-too status] CDL and
Sedatives & Evokalm by| FID.
Hypnotics) Pharmevo

Accordingly, the letter was issued to the FID to coordinate with Director DTL Quetta, CDL
Karachi for conduction of Product Specific Inspection vide letter Nd/2814Regll

(M245) dated 29.01.2015. The said panel carried out the panel inspection 22289 and
recommended that the firm possesses all the necessary machinery required to manufacture

required dosage form. The firm has requested for grant of registration of above products.
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Decision:

)

Registration Board approved above products for registraion. Reference

avill be sent to Budget & accounts Division for verification of challan and
Chairman, registration Board will permit issuance of registration letter.

Product of M/s Atco Laboratories Limited, Karachi deferred in 25g"

meeting

Registration Board in its 259th meeting deferred the following product of M/s.

Atco Laboratories, Karachi for the reason stated in the last column:

S# Name and composition| Demanded| Demanded| Status in Decision of
pack size price reference Registration
agencies | Board in 259th
meeting
Floxin Oral Suspension 100ml Rs.166.66 | US-FDA | Registration
Each 5ml contains: approved | Board deferreg
Ciprofloxacin case for
Microcapsules eq. to submission  of
Ciprofloxacin differential  fee
USPéé. 250mg and Dry Powde
(Antibiotics) Suspension
Floxin Oral Suspension 100ml Rs.333.32 US-FDA | (General)
Each 5ml contains: approved

Ciprofloxacin
Microcapsules eq. to
Ciprofloxacin
USP écée.
(Antibiotics)

500

Now
submitted the evidence of section Dry Powder Suspension (General) vide inspection report

the firm has deposited the fee of Rs. 12,088/ eachproduct on 14.06.2016 and

for renewal of DML dated 04.04.2011.

Decision:

K)

innovator

Registration Board approved above products as per formulation of
brand and authorized the Chairman for
registration letter.

issuance of

Product of M/s Barett Hodgson Pakistan (Pvt) Ltd., Karachi deferred in

223 meeting
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The Registration Board in its 283neeting deferred the following product of
M/s. Barett Hodgson Pakistan (Pvt) Ltd., Karachi for the reasons stated i kst 2olumn:

Name of product Pack size| Demanded| Decision of| Statusin

price Registration reference
Board agencies

EyeBradex Eye Ointment 3.5mg Rs. 250.00| Referred to USFDA

Each gram contains: committee for  approved

Tobramycin US determination of

Dexamet hasone manufacturing

(Antibiotics) facility.

Now, the firm has submitted an undertaking in thé g h t of Registration

regarding manufacturing of steroidal preparation and requested for grant of registration of

above product. The firm has deposited the balance fee of Rs.1ja®€d 28 February,

2015.

Decision: Registration Board deferred EyeBradex Eye Ointment till
operationalization of section by the firm.

Case No0.15: Cases approved in previous meetings of Registration Board

a) Products approved in 228 meeting of M/s PharmEvo, Karachi.

The Registration Board in its 225neeting approved the following products
of M/s PharmEvo, Karachi with the condition mentioned in the setasidcolumn (which

has been confirmed from the original minutes available with Secretary Registration Board).

VTIX 1mg Tablet 2x14 Rs.2800.00 Approved with | Available in
Each tablet contas- Red Box USA and
Varenicline & warning UK
(Anti Smoking)

VTIX 0.5mg Tablet 116 Rs.2220.00 -Do- Available in
Each tablet contains: USA and
Varenicline & UK
(Anti Smoking)

The Registration letter could not be issued, the firm has now deposited balance fee of Rs.

12,000/ on 26.03.2015 and requested for grant of registrations of above products.

Decision: Registration Board approved above products for registration with black
box warning as in reference regulatory authorities.
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b) Product approved in 237" meeting of M/s The Searle Company, Karachi.

The Registration Board in its 237eeting approved the following products

of M/s The Searle Company, Karachi with the cooditnentioned in the last column.

SerminD Tablet

Each tablet contains:
Ossien mineral

compl exééeéee.
Vitamin
(Multinutrient)

,,,,,

1060

Rs.150/

16-11-2011
Dy.No0.337
Form5
Rs.8000/f
Rs.52,000/
29-1-2013

Approved subjec
to confirmation
of Atomic
absorption
spectrometer

Accordingly, area FID was asked to confirm the same. Now, the firm has furnished an

inspection report conducted by panel comprised of following members and requested for the

grant of registration of above product:

i) Dr. ObaidAli, FID, Karachi.
i) Mr. Abdullah Secretary CLB

ii)

iv)

V) Mr. Muied Ahmed, Member CLB.

Decision:

Dr. Saifur-Rehman K. FGA/ CDL, Karachi.
Mr. Qaiser Muhammad, CDL, Sindh

Registration Board deferred the case for complete formulation and
confirmation of atomic absorption spectrophotometer.

C) Product approved in 198" meeting of M/s. Genix Pharma, Karachi.

The Registration Board in its 193neeting approved the following products

of M/s Genix Pharma, Karachi with the condition mentioned in the last column.

Each film coated tablet
contains:
Clopidogril (as

Clopid Plus Tablets 1 00| Rs.125.00 Approved Approved as
Each film coated tablet subject to 75/75 in TGA
contains: confirmation

Clopidogril (as of Bilayed

Bi sul phate) ée. tablet and

Aspirin USPeée.. manufacturin

(Anti coagulant and Ami g facility

platelet Agent)

Clopid Plus Tablets Rs. 130.00 -do- Approved as

75/100 in TGA
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Bi sul phate) é.
Aspirin USPe.
(Anti coagulant and Anti
platelet Agent)

The decision of Registration Board has beenfirmed from the computer record available
with section. The firm has provided a copy of inspection report conducted blyKadEachi
(Dr. Shahid) dated 22.07.2013 showing the evidence of facility fdayered tablet
manufacturing. The firm has depesitthe fee of Rs.12,000lated 26.07.2016.

Decision: Registration Board deferred above products forconfirmation of approval
status byreference regulatory authorities.

Case No. 16 Request for Combo packi Osmolar ORS (Reg No. 045416) with Zincait
OD Syrup (Reg NO. 053094M/s Atco Laboratories, Karachi.

Registration Board in its 247and 249 meeting discussed the request of Combo

pack of following formulations applied by M/s Atco Laboratories, Karachi:

S. Reg. No. Name of drug(s) & Composition Quantity in

No. Combo Pack

1. 045416 Osmolar ORS Two sachets
Each sachet contains:
Sodium Chl ori de BF
Potassium Chl ori de
Sodium Citrate BP
Glucose Anhydrous

2. 053094 | Zincati OD Syrup One pack of
Each 5ml contains: 60mi

Elemental Zinc (as Zinc Sulphate
Monohydrate USP) ¢

In 249" meeting the board advises the firm to provide following information
for further consideration of the case:
1 Countries where same combo pack is availablsifoilar indication.
1 Specific recommendations of WHO regarding combo pack.
In response to above query, the firm could not provide the requisite
information and the Registration Board in its 5®eeting did not accede the above request
of firm on the lasis that such presentation is not approved by any reference regulatory agency

or international organization like WHO.
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In 257" meeti ng, t he registration Boar d
application as provided the evidence of recommendations of WWiH©@o-packing of said
formulation since these two formulations are incompatible and show stability issues in one
formulation. The Registration Board deferred case for complete previous status of case
including personal hearing. The firm has now submitited in developing countries, such as
Zambia, (Kit Yamoyo), Nepal (Orasel Zinc) and Cambodia (Orasel Kit), these pack or kit are
widely available. WHO, USAID and other programme strongly recommend these products
together. WHO Bulletin 2009; 87. 7886 do6 s 10. 247/ BLT. 08. 058991
good information on these subject. The joint scientific consensus and recognition that Zinc
and low osmolar ORS were critical for the reduction of diarrhea mortality. WHO recommend
the copackaging of Zinc and ORS aticese cepackage kit are very widely available. Zinc
and ORS cannot be dormulated due to incompatibility and stability based on the above
information, they requested to reconsider this case.

It is pertinent to mention here that the case has already regerted and the firm has not
submitted the fee for reconsideration by the Board.
Decision: Registration Board has already disposed off the case, hence no further

action required

Case No0.17 Registration of Drugs previously registered in the name o&énother firm
(site change)

M/s Hiranis Pharmaceutical, Karachi have applied for registration of following
drug which was previously registered in the name of M/s Opal Laboratories, Karachi. The
Chairman Registration Board was authorized in"28&®eeting of Registration Board to
dispose of such cases which the Board has now withdrawn / taken away the said authority in
its 248" meeting. The Chairman Registration Board did not accede to the request of the firm

for the reasons mentioned in the sectasd ®lumn below:

S. # | Reg No. | Name of  product  with | Recommendations| Approval status in

composition Reference  Drug
Agencies
1. 067061 | Dolact Tablet The storage facility UK
Each enteric coated tabl Misoprostol is
contains: required to

Dicl of enac Sodi|confirmedbyFID.
Mi soprostol é &g é
( Ma n u f aS$peciiicateon) 6 s
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Now, the firm has submitted the master formulation showing the presence of HPMC grade
Misoprostol and requested for grant of registration in their name. The firnddpasited
requisite fee Rs.20,000dated 09.04.2014.

Decision: Registration Board deferred for submission of complete method of

manufacturing.

Case No. 18 Registration in the name of new title of M/s. Brookes Pharma (Pvt) Ltd.,
Karachi (site remainsthe same).

Central Licensing Board in its 280meeting dated 31August, 2012 has
approved the change in the title of M/s Brookes Pharmaceutical Laboratories (Pakistan) Ltd
to M/s Brookes Pharma, (Pvt) Ltd.,-58, Sector No. 15, Korangi Industrial AreKarachi
with site remains the same (DML No. 000275). Accordingly, the firm has requested for

registration of following products to their new title:

S#

Regn .No.

Brand Name with
Generic

Initial
Registratio
n Letter
Date

Renewal
submissio
n date

Applied
for
Transfer
Date

Status in
reference
drug
agencies

000517EX

Lecepril Tablets 10mg
Each tablets contains:
Lisinopril dehydrate UPS
eg. to Anhydrous

|l i sinopril éé

09.08.2006

28.05.2011

11.06.2016

UK

000518EX

Lecepril Tablets 5mg
Each tabletgontains:
Lisinopril dehydrate UPS
eg. to Anhydrous

l'i sinopril éé

09.08.2006

28.05.2011

11.06.2016

UK

000519EX

Ryxon Brookes Injection
1gm

Each vial contains:
Ceftriaxone

09.08.2006

28.05.2011

01.06.2016

USFDA

000520EX

Ryxon Brookednjection
500mg

Each vial contains:
Ceftriaxone

09.08.2006

28.05.2011

01.06.2016

USFDA

000521EX

Cortony Tablet 50mg
Each Tablets contains:
Losartan Potassium
USPé. 50 mg

09.08.2006

28.05.2011

01.06.2016

UK

000524EX

Quinoxo Brookes Infusion
Each 100ml contains:
Ofloxacin Hydrochloride

09.08.2006

28.05.2011

01.06.2016

UK
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USPeéeé220. 0mg
100ml

(Equivalent to 200mg of
ofloxacin)

The firm has submitted following documents in support:

i) Approval of change of company namel/title dated 18.09.2012

1)) Copy of initial registration alongwith updated renewals
iii) The firm has deposited Rs. 20,00f@f each product.

iv) NOC for CRF

V) Inspection reported dated 26.08.2015.

Decision: Registration Board approved registration of above products in new title
of the firm i.e. M/s Brookes Pharma, (Pvt) Ltd., 5859, Sector No. 15,
Korangi Industrial Area, Karachi
Case No. 19 Change in contract manufacturer in already extended contract
manufacturing permission
M/s Kohs Pharmaceutical (Pvt) Ltd., Hyderabad have applied for change in
contract manufacturer from M/s Mediate Pharmacetucial, Karachi to M/s Safe

Pharmaceutical, Karachi for their following products. These products have already been

granted for comtict manufacturing from M/s Mediate Pharmaceutical, in"2&&eting of

Registration

S.# | Name of Existing Proposed Regn. | Name of product with | Dy. No. with
applicant contract contract No.
manufacture | manufacturer
r
1. | Kohs Mediate M/s Safe 070704 | Acxone Injection 25.06.2016
Pharmaceutical Pharmaceutici Pharmaceuticz Each vial contains: DyNo0.1302
, Karachi |, Karachi |, Karachi Ceftriaxone as Rs.50,000/
Sodi umée. 1| 21.06.2016
2. | -do -do- -do- 070703 | Acxone Injection 25.06.2016
Each vial contains: DyNo0.1300
Ceftriaxone as Rs.50,000/
Sodi umeééee. 21.06.2016
3. | -do -do- -do- 070702 | Acxone Injection 25.06.2016
Each vial contains: DyNo0.1303
Ceftriaxone as Rs.50,000/
Sodi umeéeéé. 21.06.2016
4. | -do- -do- -do- 070701 | Macxime Suspension | 25.06.2016
Each 5micontains: DyNo0.1305
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Cefi xi meéé Rs.50,000/
21.06.2016

-do- -do- -do- 070699 | Macxime Capsule 25.06.2016
Each capsule contains| DyNo0.1306
Cefi xi meéeé| Rs.50,000/

21.06.2016

-do- -do- -do- 070700 | Macxime Suspension | 25.06.2016
Each S5micontains: DyNo0.1304

Cefi xi meéé| Rs.50,000/

21.06.2016

The firm has deposited an amount of Rs. 50;0f@0/each product and requested for grant of
contract manufacturing permission with newly proposed contract manufacturer M/s Safe
Pharmaceutical Karachi.

Decision: Registration Board deferred for evaluation of dossiersselection of eith
IM or IV for products at S.No.1-3 and status of DML of M/s Kohs
Pharmaceutical, Hyderabad.

Case N0.20 Similarity in brand name.

Registration Boardh its 247" meeting considered the request of M/s Barrett
Hodgson, Karachi for change in brand name of M/s Sante, Karachi. The gist of the case is
that fARestasiso brand name is registered anc
Barrett Hodgson mak et i ng Al |l erganés products in Paki
they have applied Cyclosporine Eye drops w
approved for registration in 23Ineeting and was forwarded to Pricing Section for fixation
of MRP. NowPricing Section has fixed MRP but Registration letter is not yet been issued.
In the meantime M/s Sante, Karachi have got registration same formulation with slight

change in brand name i .e Ristases which rese

M/s Barret Hodgson, Karachi has requested that M/s Sante, Karachi be advised to change

their brand name. The Registration Board deliberated on the issue and debided fias M/ s
Barrett Hodgson, Karachi has applied the product for registration before M/s SaaighiKar

thus the Board advised | ater firm to change

Accordingly M/s Sante was asked for change in brand vide letter Nd2@BL5Reg!I(M -
247) dated % March, 2015 with one last reminder vide letter No. A0&2014R-II, dated
22" February, 2016. The firm replied as under:
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M/s Sante applied for the registration of the product Ristases Eye Drops
(Cyclosporie 0.5mg) on &1 January, 2013, and was dulywarded
registration of the product through registration letter No. F1/2013Reg
11(M-237) dated T April, 2013 with registration number 075811. M/s Sante
(Pvt) Ltd., has already launched the said product in the local market and the
claim by M/s BarrettHodgson (Pvt) Ltd., Karachi about applying for the
product Restasis before M/s Sante (Pvt) Ltd. Does not hold ground as the
authorities have already given registration status to M/s Sante whereas, the
product of M/s Barratt Hodgson (Pvt) is still undeetregistration produces.

The policy decision taken by the then Ministry of Health, Government of
Pakistan in its meeting no. 212, directed the contesting parties to resolve the
similar brand name issues within six months of registration of products by the
MoH/DRAP. The registration board took the policy decision in its 212 DRB
meeting as follows:

i) If the active ingredients are same than both parties will resolve the
issue with mutual consent.

i) If active ingredients are different then successor registeredugted
will be subject to the name of change.

The case of similar brand names discussed and settled by the Ministry of
Health, Government of Pakistan dateld September, 2008, letter No. F.3
1/2008Regll(S) (M-212) in which the esteemed authorities advibeth
parties to resolve the issue with mutual consent. Therefore, they requested the
DRAP to consider the facts and regulation which are followed in letter and
spirit by M/s Sante (Pvt) Ltd and ask M/s Barrett Hodgson (Pvt)tatd
coordinate with us to solve the said issue.

Registration Board in its 242meeting discussed scenarios for change of brand name and

decided as follows:

1
1

Brand names of already registered drugs will be changed due to resemblance with
another brand name.

In future, change dfrand names of both manufacturers / importers due to grant of No
Objection Certificate will be processed simultaneously. However, for those cases in
which brand name for one manufacturer / importer has already been changed then
brand name of another regeion holder will be decided on priority.

Registration Board decided that if brand names of two products resemble, then later
registration holder is bound to propose alternate names for approval as one of
condition of registration. But in some cases, rlaggistration holder donot propose
alternate names. The Board decided that in such cases DRAP will issue one reminder
with 15 days time period and then manufacturing of the product will be stopped after
approval of Chairman, Registration Board. Stoppafenanufacturing will be till
approval of new brand name.

Registration Board also decided that if packing material of two products resemble,
then later registration holder is bound to change packing material / design as one of
condition of registration. Buh some cases, later registration holder avoids to change
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packing design. Thus Board decided that in such cases DRAP will advise the
manufacturer / importer to change the pack design with one reminder with 15 days
time period and then manufacturing of {@duct will be stopped after approval of
Chairman, Registration Board. Stoppage of manufacturing will be till approval of new
pack design.

Decision: Registration Board deferred for submission of complete case and legal

views, as representative of M/d_aw & Justice was not present in meeting
Case No.21 Contract manufacturing permission of already registered products

M/s AGP (Pvt) Ltd., B23, S.I.T.E. Karachi have requested for contract

manufacturing permission for their following already regedeproducts from M/s UDL

Pharma Karachi as per following details. The M/s UDL Pharmaceutical, Karachi have

already possess the manufacturing for dry powder injection (Cephalosporin):

S.# | Applicant Contract Reg. Name of drug(s) | Date and | Date of initial
manufacturer | No. & Composition | diary with | registration
prescribed | with  renewal
fee status
1 AGP (Pvt) | M/s UDL | 018301 | Tricef 250mg IM | 13.06.2016| i) Initial
Ltd., B-23, | Pharma (g injection 1902 registration
ivi i Each vial Rs. 50,000/ | dated
ia:r;cil ?JI\SEORAOZ;rE!;; contains: 13.06.2016 24.29.1995
Ceftriaxone...250 )1 renewal
Plot NO. E44 & mg 11.09.2000
E-45, North iii) transfer of
Western registration
Industrail Zoen, 23.11.2005
Port Qasim iv) 2™ rerewal
Authority, 22'190,'2010
Karachi. v) 37 renewal
09.11.2015
2. -do- -do- 018007 | Tricef 250mg IV | 13.06.2016| i) Initial
injection 1899 registration
Each vial Rs. 50,000/ | dated
contains: 13.06.2016| 24.09.1995
Ceftriaxone...250 1% renewal
mg 11.09.2000
iii) transfer of
registration
23.11.2005
iv)2"¢  renewal
22.10.2010
v) 3 renewal
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09.11.2015
-do- -do- 018302 | Tricef 500mg IM | 13.06.2016| i) Initial
injection 1898 registration
Each vial Rs. 50,000/ | dated
contains: 13.06.2016| 24.09.1995
Ceftriaxone...500 i1 renewal
mg 11.09.2000
iii) transfer of
registration
22.11.2005
iv)2"  renewal
22.10.2010
v) 39 renewal
09.11.2015
-do- -do- 018303 | Tricef 1gm IM 13.06.2016] i) Initial
injection 1903 registration
Each vial Rs. 50,000/ | dated
contains: 13.06.2016| 24.09.1995
Ceftriaxone...1gm i)1®  renewal
11.09.2000
i) transfer of
registration
22.11.2005
iv)2"  renewal
22.10.2010
v) 39 renewal
09.11.2015
-do- -do- 018009 | Tricef 1gm IV 13.06.2016| i) Initial
injection 1901 registration
Each vial Rs. 50,000/ | dated
contains: 13.06.2016| 24.09.1995
Ceftriaxone...1gm i1 renewal
11.09.2000
iii) transfer of
registration
22.11.2005
iv)2"  renewal
22.10.2010
v) 39 renewal
09.11.2015
-do- -do- 018008 | Tricef 500mg IV | 13.06.2016| i) Initial
injection 1898 registration
Each vial Rs. 50,000/ | dated
contains: 13.06.2016| 24.09.1995
Ceftriaxone...500 i1 renewal
mg 11.09.2000
i) transfer of
registration
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22.11.2005
iv)2"  renewal
22.10.2010
v) 39 renewal
09.11.2015

Now, the firm has stated that above brand names have shown resemblance with the brand
nameTricep of M/s Munawar Pharma (Pvt) Ltd and requested for change of brand name
from Tricef to Neogene. It is submitted that Neogene is already registered brandfridfse o

AGP for export.

The firm has provided following documents in support:

i) Application with prescribed fee amounting to Rs. 50,0f)/each
product.

i) Copy of registration letter with renewal

iii) NOC for CRF of M/s UDL, Karachi and M/s AGP, Karachi.

iv) Panel inpection of M/s UDL, Karachi

V) Section approval of M/s UDL, Karachi.

Decision: Registration Board deferred for confirmation of present status of

products whether imported or contract manufactured and their renewal
status.
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Registration - 11|
Case No0.22 Approved cases in previous Registration Board meeting

a) Registration Board in its 287meeting approved the following products of M/s Candid

Pharmaceuticals, Pasrur subject to the condition mentioned in the last column below:

S. | Name of Brand Name / | Demande | Balance | Decision | Approval
N. | the Firm. Label Claim d Pack fee status in
Size and reference
price agency
1. | M/s. Candid| Eva Tablets 2x10 Rs. Approved UK
Pharmaceut| 40mg As per | 12,0004 | subjectto
cals Pasrur.| Each enteric SRO dated | submission
(M-206) | coated tablet 20.03.20 of
contains: 13 differential
Pantoprazole (as fee and
sodium inspection
sesqui hy to verify
eéée. . 40 the GMP
Status.
2. -do- Eva Tablets 2x10 Rs. -do- UK
20mag. As per | 12,000/
Each enteric SRO dated
coated tablet 20.03.20
contains: 13
Pantoprazole (as
sodium
sesqui hy
€. 20mg
3. -do- Flotella 10mg 2X760 Rs. -do- UK
Tablets Rs. 350/=| 12,000/
dated
Each film coated 20.03.20
tablet contains: 13
Escitalopram (as
oxalate)..............
. 10mg

Now, thefirm has submitted evidence of balance fee of Rs 12,G60/kach of the above
product mentioned in the"2last column above dated 19.03.2013. The firm has also
submitted the copy of GMP inspection report conducted by panel comprising of (1) Abdul

ShaikhFID, Lahore (2) Muhammad Amir DDC, Health Department Punjab Daska, Sialkot
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(3) Muhammad Awais Younas DI Health Department Punjab Pasrur, Silakot (4) Muhammad
Azeem DI Health Department Punjab Sambrial, Sialkot on 10.05.2d0&5panel concluded

with the doservation that the firm is observing the GMP practice during manufacturing of
drug by maintaining their good level of cleanliness and environmental level of the areas by

providing proper HVAC system in these areas.

Decision: Registration Board approvedregistration of above products.

Case No. 23 Extension in contract manufacturing permission

M/s Vision Pharmaceutical have applied for extension in contract

manufacturing of their following registered products from M/s Global Pharmaceutical,

Islamabad.These products were deferred in $5meeting for evaluation of case and

registration application.

S. Name of Name of Reg. No. | Name of drug(s) & Date of Approval
No. | Applicant Contract Composition application, status in
manufacturer Diary No. & reference
Form agencies
1. | M/s Vision M/s Global 042654 | Aczone Injection IM| 29-06-2015
Pharmacey Pharmaceutical, Each vial contains: | Dy.No0.315
ticals, Islamabad Ceftriaxone (as Rs.50,000/=
Islamabad. Ceftriaxone
Sodi um) éé
250mg
2. -do- -do- 042655 | Aczonelnjection IM | 29-06-2015
Each vial contains: | Dy.No0.315
Ceftriaxone (as Rs.50,000/=
Ceftriaxone
Sodi um) éé
500mg
3. -do- -do- 042656 | Aczone Injection IM| 29-06-2015
Each vial contains: | Dy.No0.315
Ceftriaxone (as Rs.50,000/=
Ceftriaxone
Sodi um) éé
1gm
4. -do- -do- 030697 | Aczone 500mg 29-06-2015
Injection IV Dy.No0.315
Each vial contains: | Rs.50,000/=
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Ceftriaxo
00mg

5. -do- -do- 030696 | Aczone 250mg 29-06-2015
Injection IV Dy.No0.315
Each vial contains: | Rs.50,000/=
Ceftriaxo
50mg

6. -do- -do- 030695 | Aczone 1gm 29-06-2015
Injection IV Dy.No.315
Each vial contains: | Rs.50,000/=
Ceftriaxo
gm

7. -do- -do- 030708 | Flexeril 400mg 29-06-2015 | Approved in
Capsules Dy.No.315 FDA
Each capsule Rs.50,000/=
contains:
Cefi xi meé
00mg

8. -do- -do- 053794 | Flexeril Plus 200mg| 2906-2015 | Approved in
Dry Suspension Dy.No0.315 FDA
Each 5ml contais: Rs.50,000/=
Cefi xi meé
00g
(USP Specs.)

9. -do- -do- 030709 | Flexeril Dry 29-06-2015 | Withdrawn in
Suspension Dy.N0.315 | FDA but not
Each 5ml contains: | Rs.50,000/=| for safety
Cefi xi meé reason
00mg

10. -do- -do- 030692 | Nestox 1gm 29-06-2015
Injection Dy.No0.315
Each vial contains: | Rs.50,000/=
Cefotaxime sodium
eq. to
Cefotaxim
€. .1lgm

11. -do- -do- 030690 | Nestox 250mg 29-06-2015
Injection Dy.No.315
Each vial contains: | Rs.50,000/=
Cefotaxime sodium
eq. to
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Cefotaxim
€250mg

12.

030691

Nestox 500mg
Injection

Each vial contains:
Cefotaxime sodium
eg. to
Cefotaxim
500mg

29-06-2015
Dy.No0.315
Rs.50,000/=

13.

042650

Sufzon 1gm
Injection IV

Each vial (15cc)
contains:
Cefoperazone (as
Sodi um) éé
.500mg

Sulbactum (as
sodi um) é5

29-06-2015
Dy.No0.315
Rs.50,000/=

14.

042653

Sufzon 2gm
Injection IV

Each vial (15cc)
contains:
Cefoperazone (as
Sodi um) éé
000mg
Sulbactum(as
sodium) é1

29-06-2015
Dy.No0.315
Rs.50,000/=

15.

035257

Visoceph 250mg
Injection IM/IV

Ech vial contains:
Cephradin
50mg

29-06-2015
Dy.No0.315
Rs.50,000/=

Not available
in UK and
USA

16.

034847

Visoceph 500mg
Injection IM/IV

Ech vial contains:
Cephradin
00mg

29-06-2015
Dy.No0.315
Rs.50,000/=

Not available
in UK and
USA

17.

053211

Visoceph 125mg
Dry Suspension
each 5ml contains:
Cephradine (as
monohydr a

29-06-2015
Dy.No0.315
Rs.50,000/=

Not available
in UK and
USA

Minutesfor 261" Registation Board Meeting

64




125mg
(USP Specs.)

18.

053212

Visoceph 250mg
Dry Suspension
Each 5ml contains:
Cephradine (as
monohydr a
250mg

(USP Specs.)

29-06-2015
Dy.No0.315
Rs.50,000/=

Not available
in USA &
UK

19.

053209

Visoceph 250mg
Capsules
eachcapsule
contains:
Cephradine (as
monohydr a
250mg

(USP Specs.)

29-06-2015
Dy.No0.315
Rs.50,000/=

Approved in
UK

20.

053210

Visoceph 500mg
Capsules

each capsule
contains:
Cephradine (as
monohydr a
500mg

(USP Specs.)

29-06-2015
Dy.No0.315
Rs.50,000/=

Approved in
UK

21.

037570

Dexonil 4mg
Injection

Each 1ml contains:
Dexamethasone
Sodium Phosphate
USP equivalent to
Dexamet ha
€ 4 mg

29-06-2015
Dy.No0.315
Rs.50,000/=

Available in
UK
As
Dexamethasq
ne Phosphatg
€. 4mg/

Now, the firm has submitted the requisite fee of Rs. 50;G60kach product and requested

for extension in contract manufacturing. The firm possesses 10 approved sections with it. For,

Product at S. No. 21 the firm had applied for correction in composits Dexamethasone

Sodium Phosphate

Phosphat e USP
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Rs.1000/ for the purpose. The firm also submitted the inspection report fowetoé DML

mentioning the following sections:

1. Dry powder suspension (Cephalosporins)
2. Dry powder injection (Cephalosporins)
3. Capsule (Cephalosporins)

Decision: Registration Board decided as follows:

1 Extended contract manufacturing permission ofproducts at S.No.0114 and 18
20 till 30.06.2020 as in line with Rule20A of Drugs (LR&A) Rules, 1976.

91 Deferred products at S.No.1518 for confirmation of approval status by reference
regulatory authorities.

91 Deferred product at S.No.21 for confirmation ofsection.

Case No.24 Request for manufacturing of products at own facility previously
permitted for contract manufacturing
M/s Vision Pharmaceutical, Islamabad have requested for permission of
manufacturing of following already registered at its owre sithich were previously

permitted for conrtact manufacturing from M/s Global Pharmaceutical, Islamabad.

Name of Name of Reg. No. | Name of drug(s) & Date of | Approval
S. | Applicant Contract Composition applicatio | status in
manufacturer n, Diary | reference
No. & agencies
Form
M/s Vision | M/s Global 035254 | Bakacin Injection 29-06-
Pharmaceu; Pharmaceutica 100mg 2015
icals s (Pvt) Ltd., Each 2ml contains: | Dy.No0.315
Islamabad| Islamabad. Amikacin as Rs.50,000/
sul phat eé. =
-do- -do- 032340 | Water forlnjection 29-06-
Sterile water for 2015
injection Dy.No.315
Rs.50,000/
-do- -do- 035255 | Bakacin 500 mg 01-07-
Injection 2015
Each 2ml contains: | Dy.No.314
Amikacin (as Rs.50,000/
Sul phate) ¢ =
g
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-do- -do- 032341 | Lidocain Injection 01-07-
Each micontains: 2015
Li docai ne(DyNo.314
€. 10mg Rs.50,000/

-do- -do- 033366 | Mecovis Injection 01-07-
Each 1ml contains: 2015
Me c o b al a mil Dy.No.314
.500mcg Rs.50,000/

-do- -do- 040586 | Visodic 75mg 01-07- Available
Injection 2015 in UK
Each 3ml contains: | Dy.No.314
DiclofenacSodium Rs.50,000/
eéeé. . 75mg =

-do- -do- 045918 | Visofer Injection IV 01-07-
Each 5ml contains: 2015
Iron (as Iron Sucrose Dy.No.314
USPeééeéeée. | Rs.50,000/
Omg =

-do- -do- 037658 | Vision DS 01-07-
Lincomycin HCI 2015
Injection Dy.No.314
Each 2ml contains: | Rs.50,000/
Lincomycin (as =
HCI ) éé. 60(

-do- -do- 047764 | Visoflex Injection IM | 01-07- Germany
Each 2ml contains: 2015
Diclofenac Sodium | Dy.No.314
eééeeéeée. |Rs50000/
5mg =
Lidocaine
HCI éé. . 20

The firm possesses manufacturing facility &onpoule(general. The firm has submitted the

requisite fee of Rs. 50,00Gbr each product.

Decision:

Minutesfor 261" Registation Board Meeting

RegistrationBoarda c c ed e d
products its own site i.e. M/s Vision Pharmaceutical, Islamabad.

to fi

r moés

request

67

f

or



Case No0.25: Registration of drug in the name of M/s Global Pharmaceutical,
Islamabad previously registered in the name of M/s Novars, Karachi.
M/s Global Pharmaceutical, Islamabad has requested for registration of
following products in their name which are currently registered in the name of M/s Novartis,
15 West Wharf, Karachi.

S#| Regn Name of drug(s) & Renewal vald up to Approval status in
No. composition WHO
1. | 023927 | Rimstar film Coated tablet i) Initial registration date¢ Recommended b
Each tablet contains: 29.11.2001 WHO

Ri fampicinééé
| soni azidééééli) 1% renewal on
Pyrazinami de é|13.11.2006

Et hambutol ééé
iii) renewal valid up to
28.11.2011.

Iv) Renewal submitted o
04.11.2011.

Renewal is valid.

2. | 039627 | RimthreeFDC Tablets 1) Initial registration date¢ Recommended b
Each tablet contains: 22.10.2005 WHO
Ri fampicinééeé
| somi azi dééé éj|i) Change of brand nam
Et hambut ol éé é|28.02.2006

iii) 1% renewal
Dated 23.08.2010

iv) 2" renewal dateq

13.10.2015
Renewal is valid.

3. 1022488 | PZA-CIBA Syrup 1) Initial registration date¢ Not Recommende
Each 5ml contains: 24.03.2000 by WHO. But firm is
Pyrazinamide ready to change th
B. Pééé. . 250mg|i) 1% renewal submitte| formulation as pe

on 01.03.2005 WHO strength 15(
mg /5ml and

iii) 2" renewal submitted | submitted formb

26.01.2010. with revised
formulation.

iv) 3 Renewal submitte
on 17.03.2015.

Renewal is valid.
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008146 | PZA-CIBA Tablet Renewal could not bel Not Recommende
Each tablet contains: confirmed. by WHO. But firm is
Pyrazinamide ready to change th
B. Pééeeée. . 500mg formulation as pe

WHO strength 40(
mg and submitteq
form-5 with revised
formulation.

021523 | Rimactal INH 450 Tablet 1) Initial registration date¢ Not Recommende
Each coated tablet contains: | 25.05.1998. by WHO. But firm is
Ri fampicin US ready to change th
Isoniazid(=INH) i) 1° renewal submitte¢ formulation as pe
B. Péééeééeée. . é3|on09.052003. WHO strength

75+150 and
iii) 2" renewal submitted | submitted ~ forr
19.05.2008 with revised
formulation.
iv) 3 Renewal submitte
on 03.05.2013.
Renewal is valid.

021522 | Rimactal INH 300 Tablet i) Initial registration date¢ Recommended b
Each coated tablet contains: | 25.05.1998. WHO.

Ri fampicin US
Isoniazid(=INH) i) 1% renewal submitte
B. Pééeééeée. . 1|on09.05.2003.

iii) 2" renewal submitte
19.05.2008

iv) 3 Renewal submitte
on 03.05.2013.

Renewal is valid.

021519 | Rimactal 300 capsule 1) Initial registration date¢ Recommended b
Each capsule contains: 25.05.1998. WHO
Ri fampicin US

i) 1% renewal submitteq
on 09.05.2003.

iii) 2" renewal submitted
19.05.2008

iv) 3 Renewal submitte(
on 03.05.2013.

Renewal is valid.

021520 | Rimactal 450 Tablet 1) Initial registration date¢ Not Recommende
Each sugar coated tabl 25.05.1998. by WHO. But firm is
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contains: ready to change th
Ri fampicin ¢ééli) 1% renewal submitte( formulation as pe
on 09.05.2003. WHO strength 30(
or 150 and submitte
iii) 2" renewal submitted | form-5 with revised
19.05.2008 formulation of 150
mg.

iv) 3 Renewal submitte
on 03.05.2013.

Renewal is valid.

The firm has provided following documents in support:

i) Application on form 5 with required fee Rs. 20,008r product.

ii) Renewal status

iii) NOC for CRF clearance

iv) Evidence for manufacturing facility by Inspection report dated
December, 2015

V) Undertaking for conduct development and stability studies before
marketing of the product .

Vi) NOC from existing manufacturer.

Decision: Registration Board decided as follows:

1 Cancellation ofabove products from M/s Novartis, 15 West Wharf, Karachi.

1 Registration of products at S.N0.0403 and 0507 for M/s Global Pharmaceutical,
Islamabad as per WHO approved / recommended formulations.

Deferred product at S.No.04 for confirmation of renewal stais.

For all approved products, reference will be sent to Cost & Pricing Division
DRAP for existing MRPs of products (WHO approved / recommended)and
Chairman, Registration Board will permit issuance of registration letter.

= =

Case No.26: Products Rejectedin its 237" Registration Board

The Registration Board in the last meeting2BP discussed the following application
of M/s Swan Pharmaceuticals, Islamabad which was rejected in ffsn28&ting in the light
of decision of Registration Board taken in $Ireeting on the basis that the formulation has

no therapeutic efficacy. The rejection letter could not be issued till to date.

S. | Brand Name / Label Claim | Demand | Demand Previous
No ed Pack | ed Price Decision
. Size
1. | Coliwan Injection 250mg 2ml As Per Deferred
Each micontains: SRO | for confirmation
Citicolineééé of section.
(Cholinergic)
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Later on, the Registration Board in its 35@neeting approved the formulation
containing Citicoline 500mg/4 ml or 250mg/2ml Injection.
Registration Boardleliberated the case in detail in-269 meeting and advised the

relevant section to present the registration dossier to confirm the claim by the firm.

The original dossier submitted by the firm is not traceable since it was applied before
creation of RIIl section that is 24.07.2009. Now, the firm has clarified that in fact they
applied for 250mg /2ml instead of 250mg/ml on 24.07.2009 which was due tontgtake
appeared in the minutes and therefore, requested for grant of registration of said product.
They have deposited the balance fee of Rs.12,600the purpose and submitted a copy of

the dossier in support of their request.

Decision: Registration Board approved registration of Coliwan Injection
250mg/2ml.

Case No.27: Deferred case in previousneeting of Registration Board

a) Products deferred in M-259" meeting of Registration Board

The Registration Board deferred the following application of M/s Innvotek Pharmaceuticals,
Islamabad for confirmation of approval status by reference regulatihprities. The same
was approved in 185A meeting of Board. The firm has deposited the remaining fee of

Rs.12,000/= and possesses the section of Eyes Ointment.

Sr.No. | Name of Drug(s) Pack Demanded | Date of | Balance Fee
With Composition Size Price Submission | Deposited
1. Invovir Eye Ointment 3% 4.5gm | Rs.165.00 19-04-2005 | Rs.12000/

Each gram contains:
Acycloviréé
(Anti-Viral)

Now the firm has submitted an evidence of same formulation in UK Zovirax (aciclovir) 3 %
eye ointment.

Decision: Registration Board approved registration of Invovir Eye Ointment 3%
for registration.
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b) Deferred Application of registration for export purpose in 258" meeting - M/s
Ambrosia Pharamceuticals, Islamabad

The Registration Board in its 288meeting deferred the following application of M/s

Ambrosia Pharamceuticals, Islamabadgobmission of balance fee.

The firm has now deposited the balance fee of Rs.30,000/= for the purpose and requested for

Sovalvir Plus
Each film
Tablet contains:
Sofosbuvir
Ledi pasvir
(Manufacturer Specs)

coated

22-03-2016
Rs.20,000/
Dy.2269
28-03-2016
Form-5

US-FDA

the grant of registration of above product.

Decision:

export purpose. Registration is subject to following conditions:

o

o

Registration board approved registration of Sovalvir Plus tablet for

Manufacturer will export the product after complying all the

requirements as required under Drug Act, 1976 and relevant rules
including No objection certificate from concerned DRAP offie.
Manufacturer will also furnish export documents endorsed from
custom authorities (if required for any query) in order to ensure the
export of the product.

c) Deferred applications of M/s Metro Pharmaceuticals, Islamabad in M237

The Registration Board iits 237" meeting deferred the following product of M/s Metro

Pharmaceuticals, Islamabad for the reasons mentioned in the second last column.

S. | Name of the | Brand Name / Label| Demanded| Date of |Decision off Approval
No. | Firm Claim Pack Size | SubmissioReg.Board| status in
n in its M-237 reference
of fee meeting drug
agencies
1. M/s Metro | Meclorin-250 Tablets 10 6 s| Rs.8000/ -do- UK
Pharmaceutig Each tablet contains: As Per 27-06-
als Rawat | Clarithromycin SRO 2012
(USP)é. 250 Rs.12,000
(Semisynthetic 12.03.201
macrolide antibiotic) 3
2. -do- Meclorin-500 Tablets 10 6 s| Rs.8000/ -do- UK
Each tablet contains: As Per 27-06-
Clarithromycin SRO 2012
(USP)é.500 Rs.12,000
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(Semisynthetic 12.03.201
macrolide antibiotic) 3
3. -do- Lomec SR 100m¢ 2 x 1 0 (¢ Rs.8000/ |Deferred UK
Tablets As Per 27-06- |due to 1
Each tabletontains: SRO 2012 |products pe
Diclofenac Sodium SR Rs.12,000/section
(Sustained 12.03.201 |policy anc
Rel ease) éé 3 submission
(Antirheumatics of
(NSAIDs) comparative
dissolution
profile with
estabished
brand. Thi
data will bg
supported
by the
relevant
documents
including
purchase (¢
raw
material,
COA,
testing
protocols,
SOPs,
analytical
data an
finished
product
samples.
4. -do Mycloz Syrup 120ml Rs.8000/ [Deferred
Each 5ml contains: As Per 27-06- |due to 1
Lactul ose SRO 2012 |products pe
3.35gm o Rs.12,000/section
(A synthetic derlvatlve_ 12.03.201 |policy.
of lactose; an ammoni 3
detoxicant and laxative)
5. -do- Mefen 100mg 90ml Rs.8000/ -do- UK
Suspension As Per 27-06-
Each 5ml contains: SRO 2012
Ibuprofen Rs.12,000
USPéél00mg 12.03.201
(Analgesic, Anti 3
Inflammatory and
Anti-Pyretic)
6. -do- Mogel 200mg 60ml Rs.8000/ -do- UK
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Suspension As Per 27-06-
Each 5ml contains: SRO 2012
Metronidazole Rs.12,000
(as Benzoate 12.03.201
USPééeéee. 20 3
(Anti-Fungal)

-do- FosicH Cream 15gm Rs.8000/ |Deferredtill UK
Each gm contains: As Per 27-06- |decision
Fusidic  Acid as SRO 2012 |\whether
hemihydrate Rs.12,000/separate
(BP) ééeeeece 12.03.201|section fo
eé. 20mg 3 steroidal
Hydrocartisone acetat cream [
BP..10mg required o
(Antibiotic, antt not.
infective)

-do- ComeVit Sachet 1 0 6 s| Rs.8000/ |Deferred fo
Each sachet contains:) Sachet 27-06- |vitamin
Ascorbic Acid| As Per 2012 |policy
UsSPééeée. 100 SRO Rs.12,000
Nicotinamide 12.03.201
USPéé. .50m 3
Riboflavin
(Riboflavin-5
Phosphate
UsSPééeée. . 15
Pyridoxine HCI
USPé. 10 mg
Thiamine
Hydrochloride
USPéééélsbm
Calcium
glycerophosphate
uspPéeée. . 37
Calcium Carbonat
USP é100mg
Calcium Panothenat
USPé15mg
Eq. to total Elemeta
Cal ci umé. 1
(Multivitamin)

The firm has deposited the balance fee of Rs.12,000/= on dated 12.03.2013 and requested for
the grant of registration of above products.

Decision: Registration Board decided as follows:
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1 Approved products at S.No0.01,02 an@5-07 for registration.
1 Deferred for source of materialand relevant feefor products at S.No0.03 and 04.
1 Deferred product at S.No.0&or vitamin policy.

d) Deferred applications of M/s Werrick Pharmaceuticals, Islamabad in M242

The Registration Board ifits 2429 meeting deferred the following application of M/s

Werrick Pharmaceuticals, Islamabadfor reasons mentioned in the second last column.

1. | 1. EzitabAM 1. Form5-D Deferred for lates
2. Tablet 2. Fast Track GMP  inspection
3. _Each Tgt_)lew 3.106s, 206 report, as las
contains: Amlodiping 1 0 0 6 s
as besyl at Rs.65/Tablet
Tel mi sart g413122010/403 | conducted — on
4. Anti-Hypertensivel 5.1305-2013/2869 | 29.05.2012.
(Calcium channe| Rs. 60,000/
blocker)
Anti-Hypertensive
(Angiotensin Il
receptor antagonist)

inspection was

2. | 1. Doxura 1. Form5 Deferred for lates
2. Tablet 2. Fast Track GMP inspection
3. Each Tablej3. 100s, 200|gport, as las
contains: Doxazosil As per SRO

(as mesyl g4.1312-2010/391
4. Alpha 1 Blocker | 5.1305-2013/2869 | conducted o

inspection wasg

Rs. 60,000/ 29.05.2012.
3. 1. Doxura 1. Form5 Deferred for lates
2. Tablet 2. Fast Track GMP  inspection

(@}

3. Each Tablej3. 106s, 20
contains: Doxazosill As per SRO

(as mesyl g4.1312-2010/392
4. Alpha 1 Blocker | 5.1305-2013/2869 | conducted or

report, as las
inspection was

Rs. 60,000/ 29.05.2012.
4, 1. EzitabAM 1. Form5-D Deferred for lates
2. Tablet 2. Fast Track GMP inspection

3. _Each Tgplew 3.1 9 0s, 200 report, as las
contains: Amlodiping 1 0 0 6 s
besyl at e é € Rs.65/Tablet
Tel mi sart g4.13122010/404 | conducted — on
4. Anti-Hypertensivel 5.1305-2013/2869 | 29.05.2012.
(Calcium channe| Rs. 60,000/
blocker)
Anti-Hypertensive
(Angiotensin Il
receptor antagonist)

inspection wasg
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1. EzitabAM
2. Tablet

3. Each Table
contains: Amlodipine
as besyl at
Tel mi sart e
4. Anti-Hypertensive
(Calcium channe
blocker)
Anti-Hypertensive
(Angiotensin Il
receptor antagonist)

1. Form5-D

2. Fast Track
3.106s, 206
1006s
Rs.65/Tablet
4.1312-2010/406
5.1305-2013/2869
Rs. 60,000/

Deferred for lates
GMP  inspection
report, as las
inspection wag
conducted or
29.05.2012.

1.Pine

2. Tablet

3. EachFilm Coated
Tablet contains:
Quetiapine Fumarat
eq to Quetiapine
€. .200mg

4, Antipsychotic
agent

(The formulation was
un-coated in agend|
now corrected as filn

1. Form5

2. Fast Track
3.106s, 206
Rs.214/Tablet
4.2001-2011/1760
5.1305-2013/2869
Rs. 60,000/

Deferred for lates
GMP inspection
report, as las
inspection was
conducted or
29.05.2012.

coated)

1. Pine XR 1. Formb Deferred for lates
2. Tablet 2. Fast Track GMP inspection
3. Each Tablej3. 1006s, 200 egport, as las
contains: Rs.281/Tablet - :
Quetiapine Fumara] 4.21:01-2011/1872 | "SPection  was
eq to Quetiapind 5.13052013/2869 | conducted o
é..200mg Rs. 60,000/ 29.05.2012.

4, Antipsychotic

agent

1. Pine 1. Formb Deferred for lates
2. Tablet 2. Fast Track GMP

3. EachFilm Coated
Tablet contains:
Quetiapine Fumarat
eq to Quetiapine
€. .300mg

4. Antipsychotic
agent

(The formulation was
un-coated in agend,|
now corrected as filn|

coated)

3.106s, 206
Rs.256.41/Tablet
4.2001-2011/1761
5.1305-2013/2869
Rs. 60,000/

inspection
report, as las
inspection wasg
conducted or
29.05.2012.
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9. 1. Pure 1. Form5 Deferred for lates
2. Capsule 2. Fast Track GMP inspection
3. Each Capsul{3. 106 s report, as las
contains: As per SRO : " j
Cycl oser i r413122010/390 '”Spsc“oz was
4. Board Spectrun 5.1305-2013/2869 | conducte or]
Antibiotic Rs. 60,000/ 29.05.2012.

10. | 1. Mala Plus 1. Form5 Deferred for lates
2. Suspension 2. Fast Track GMP  inspection
3. Each 5ml contains| 3.30ml,60ml,90ml report, as las
Lumefantrine...180m| As per SRO : " j
g 4.1505-2013/2979 '”Sp(fc“og was
Art emet herl 5 15052013/2979 | conducte or
4. Anti-Malarial Rs. 60,000/ 29.05.2012.

11. | 1. Mala 1. Form5 Deferred for lates
2. Suspension 2. Fast Track GMP  inspection
3. Each 5ml contains| 3.30ml,60ml,90ml report, as las
Lumefantrine...90mg| As per SRO : ” j
Art emet her 4.15052013/2977 '”Spcfc“og was
4. Anti-Malarial 5. 15052013/2977 | conducte or]

Rs. 60,000/ 29.05.2012.

12. | 1. Mala Extra 1. Form5 Deferred forlatest
2. Tablet 2. Fast Track GMP inspection
3. Each Tablej3. 6 6 s, 106 report, as las
contains: As per SRO . » j
Lumefantrine...480m | 4.1505-2013/2987 '”Sp(fcno’; was
g 5. 15052013/2987 | conducte or
Ar t emet he rl Rs. 60,000/ 29.05.2012.
4. Anti-Malarial

13. | 1. Mala 1. Form5 Deferred for lates
2. Tablet 2. Fast Track GMP  inspection
3. Each Tablej3. 86s & 16 report, as las
contains: As per SRO . » i
Lumefantrine...120m | 4.1505-2013/2980 '”Sp(fcno’; was
g 5. 15052013/2980 | conducte or
Art emet h el Rs. 60,000/ 29.05.2012.
4. Anti-Malarial

14. | 1. Mala DS 1. Formb5 Deferred for lates
2. Tablet 2. FasftTrack GMP  inspection
3. Each Tablej3. 86s & 16 report as las
contains: As per SRO : " j
Lumefantrine...240m | 4.1505-2013/2982 '”Sp;"t'og was
g 5. 1505-2013/2982 | conducte or]
Art emet her Rs. 60,000/ 29.05.2012.
4. Anti-Malarial
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15. | 1. Liv-C 1. Form5 Deferred for lates
2. Tablet 2. Fast Track GMP  inspection
3. Each film coate¢3 . 100s, 200|gport, as las
Tablet contains: As per SRO - - o
Entecavir 4.15052013/2978 | Inspection - was
monohydrate eq. t{ 5.1505-2013/297g | conducted o
Entecavi r ¢Rs.60,000/ 29.05.2012.
4. Anti-Viral

16. | 1.Liv-C 1. Form5 Deferred for lates
2. Tablet 2. Fast Track GMP inspection
3. Each film coateq3. 106s, 206 report, as las
Tablet contains: As per SRO - - o
Entecavir 4.1505-2013/2081 | [nspection was
monohydrate eq. t{ 5.15052013/2981 | conducted o
Entecavi r dRs. 60,000/ 29.05.2012.
4. Anti-Viral

Now, the firm has submitted copy of latest inspection report conducted@i2@16 by the
area FID with remark8The GMP compliance is good and agreed to continue the efforts to
further i mprove the compliance | evel .o

Decision: Registration Board approved above products for registration.
e) Deferred application of M/sLinta Pharmaceuticals, Islamabad in M253

The Registration Board in its 2¥2neeting deferred the following application of M/s

Linta Pharmaceuticals, Islamabad for reasons mentioned in the last column.

M/s Linta | Clin Gel 20g Form5 Deferred for
pharmaceuticals | Gel Dy. No: | confirmation  of
(Pvt) Limited Plot| Each gram of gel contains: | 1006 approval by
No. 03, Street ng Clindamycin dated 1604 | reference
S5, National Phosphat eé 1. 2|2015 regulatory
Industiral Zonegf Tretinoinéé. 0|200004 authority.
Rawat Islamabad. | Antibiotic and Retinoid dated 1504
(USP Specs) 2015
As per SRO

Now the firm has pointed out theat the same formulation has been by the Registartio
Board in its 2568 meeting for M/s Nabi Qasim, Karachi since it was approved by
FDA. Therefore, it has requested for grant of same to them.

Decision: Registration Board approved Clin Gel for registration.
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Case No0.28: Registration of Drugs for export purposei Non-me too (New Drugs)

Following firm has requested for registration of drugs for export purpose only

which are not méoo & are new drugs. Details arewasder:

Name of | Name of product(s) Date of | Approval status
Company application, | by reference
Diary No. & | regulatory
Form authorities
M/s Bio Labs,| Bio-Sofledi Tablet 17.05.2016 FDA
Pvt. Ltd,| Each film coated Tablg 14
Islamabad. contains: Rs. 50,0006/
Sof osbuvir é..
Ledi pasviré. . g
(Manufacturer Specs)

Decision: Registration Board approved registration of BioSofledi Tablet exclusively
for export purpose. Registration is subject to following conditions:

0 Manufacturer will export the product after complying all the
requirements as required under Drug Act, 1976 and relevant rules
including No objection certificate from concerned DRAP office.

0 Manufacturer will also furnish export documents endorsed from
custom authorities (if required for any query) in order to ensure the
export of the product.

Case No0.29: Correction in formulation.

M/s Valor Pharmaceuticals Islamabad have requested for correction in formulation for

their following registered productaer following details.

Sr.No. | Reg.No. | Name of Drug & Composition| Correction Required in
appeared in registration letter| Composition / Formulation
and minutes M-231
1. 072825 | Tabcydex Eye Drops: Tabcydex Eye Drops

Each ml contains: Each ml contains:
Tobramycin ééélTobramycin ¢éé
Dexamet hasoneé/Dexamet hasone
(Val ord6s specs|(Valordés Spec

The firm has submitted the following documents in support of his request:

I. Required feeleposited by the firm Rs.5000/
il. Copy ofregidration letter dated 608-2011
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The desired formulation has been verified & found available in UK. Chairman, Registration

Board advised the section to place the case before Registration Board.

Decision: Registration Boar d reguest dod earectionoin f i r mo
composition.
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Registration-1V

Case No0.30: Change of Contract Manufacturing Permission from M/s. Neutro
Pharma, Lahore and M/s. Wnsfeild Pharmaceuticals, Hattar to M/s. Bio
Lab Pharmaceutical, Islamabad.

M/s. Saaaf Pharmaceuticals, Risalpur has requested for change of contract
manufacturing permission (approved in 958eeting) of their following registered products
from M/s. Neutro Pharma, Lahore and M/s. Wnsfeild Pharmaceuticals, Hattar to M/s. Bio

Lab Pharmaceuticals, Islamabad:

S.No| Reg. No.| Name of Prodcut Existing New
Manufacturer Manufacturer
1 080970 | Styx infusion for injection M/s. Neutro M/s. Bio Lab
Each 100ml contains: Pharma, Lahore | pharmaceuticals,
Ciprofl oxaci Islamabad
mg

(USP Specifications)

2 080971 | Safquin Injection 500mg -do- -do-
Each 100ml contains:
Levofl oxaci n|
(USP Specifications)

3 080972 | H.Bin Injection -do- -do-
Each 5ml ampoule
contains:

l ron Sucr ose|
(USP Specifications)

4 080973 | Moxisaf 400mg Injection -do- -do-
Each 250ml contains:
Moxi fl oxaci n|
(Manufacturer
Specifications)

5 080974 | Daron Injection 500mg -do- -do
Each 100ml contains:
Metroni dazol |
500mg

(USP Specifications)

6 080976 | SafD injection5mg M/s. Wnsfeild M/s. Bio Lab
Each 1 ml ampoule Pharmaceuticals,| Pharmaceuticals,
contains: Hattar Islamabad
Cholecalciferol 200,000 I.U
eg. to

Chol ecal ci fe
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mg
(USP Specifications)

The firm submitted the relevant documents including dossiers, fee of Rs.50¢300/
each products, copy of agreement and copy of CRF, and requested for change of

manufacturer.

Decision: Registration Board acceded to the request of M/s. Saa&harmaceutical,
Risalpur for change of contract manufacturer of above products to M/s.
Bio-Lab Pharmaceuticals, Islamabad on same terms and conditions.

Case No.31: Stability Study of SitagenM XR Tablets of M/s. Ferozsons Laboratories,
Nowshera.

Thefollowing products of M/s. Ferozsons was approved in thd' #&eting of
Registration Board.

M/s. FerozsoniSitagenM XR 50/1000 [R's . 4 2 5| May be

Labs, NowsherTablet. withold as
Each bilayered fiim |Rs . 58 2 per
cqatet_j tgblet contains. S decision of
Sitagliptin phosphate "
monohydrate SRO.170(1)/2 M-25

016 meeting

[ Sitaglipd| about
Dated 292- | stability

as immediate release 2016 study.

layer and Metformin
HCIl extended release
granules

[ Met f or mi n
HCI..1000mg

as extended release
layer.

However, the registration letter was withheld for submission of stability studies as per

decision of 257 meeting Registration Board.

Now the firm has submitted accelerated and real time stability study of 3 batches of
SitageAnM XR 50/1000 Tablets.
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Decision: Registration Board decided to constitute the following panel for onsite
investigation to confirm genuineness/ authenticity of stality data and
associated documents, import of API, quality, specification, test analysis,
facilities etc.

1 Director, Drug Testing Laoratory, Peshawar(Chairman).
1 Director, Drug Testing Laoratory, Rawalpindi (Member).
1 Area, F.1.D (Member / Convener)
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Registration-V

Case No0.32: Transfer of Registration from M/s. Don Valley Pharmaceuticals (Pvt) Ltd

31-km, Main Ferozepur Road, Lahore

Registration Board in its 259 registered the drugs of M/s. Don Valley

Pharmaceuticals (Pvt) Ltd &m, Main Ferozepur Road, Lahore at their new site i.&m31

Main Ferozepur Road, Lahore and cancellation from its old site i.e. 39, Main Peco Road

Lahore, However, it was later on ticed that the following drugs are not available in

reference regulatory authorities and hence letter was not issued:

1.

017592

Combicap 500mg Capsules

Each Capsules contains:

Ampicillin Trihydrate
Cloxacillin Sodiumeq.t€ | oxaci | | i n

e

s

023704

Ampiplus Neonatal Drops
Each 8ml contains:
Ampicillin t

ri hydrate
Cloxacillin Sodiu

m eq

e
t

021873

Leptil Liquid
Each 5ml contains:

Sodium Val proateé. 250mg

021340

Combicap Suspension

Each 5ml contains:

Ampicillin Trihydrate
Cloxacillin sodium eq

e

Decision:

Registration Board noted and endorsed the decision taken
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RRR Section
Case No0.33: Renewalof registered drugs.

Following Renewal of Registration cases are placed below for the consideration of Registration
Board.

a) M/sValor Pharmaceuticals Islamabad.

S. Reg/No | Products/Name Initial Date of Application receiving
No Registration date

and fee submitte
date/ and due date

1 068845 | Brozap 3 mg tablet 05-07-2010 Due Date 047-2015
Each tablet contains Applied for renewal
Br omazepamé 04-09-2010 (within 60
(BP Specs) days).

Submitted fee of RS
20,000¢ for each
product.

2 068847 | Valozam 0.25 mg tablet do do
Each tablet contains
Al prazol amé
(BP Specs)

3 068850 | Orazepam 1 mg tablet do do
Each tablet contains
Lorazepaméé
(BP Specs.)

Decision: Registration Board observed that firm submitted renewal applicationon
04-09-2015 which is after 60 days of expiry of period of registration time
for above products but with 20,000 fee for each productThus the Board
deferred the casdill policy decision by DRAP.

b) M/s Ankaz Pharmex (Pvt) Ltd Karachi

Reg/No | Products/Name Initial Date of Application receiving date
Registration and fee submitted date/ and d
date

007544 | Tussex Cough Syrup 18-11-1984 Due Date 1711-2014
Each 5ml Contains Firm submitted application wit
Dextromethorphan fee of Rs. 10,000/
Hydrobromide B.P 10 on 1811-2014 (within 60 days
mg remaining fee of Rs/10,00
Ephedrine deposited on dated 410-2015
Hydrochl ori
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mg

7.5mg
Chlorpheniramine
Maleate B.P 4mg
Ammonium Chloride
B.P 90 mg

Terpin Hydrate N.F 3.5

Decision:

Registration Board observed that firm submitted renewal application
within 60 days of expiry of period of registration time (1811-2014) for
their product Tussex Cough Syrup, Reg. No. 00754 but with less fee.
Later on, the firm deposited the remaining fee of Rs. 100006n 12-10-
2015. Keeping in viewabove position, Registration Board approved
renewal of above product valid till 1711-2019.

Furthermore status of product / formulation approval by reference
regulatory authorities will also be checked.

¢) M/s Z-Jans Pharmaceuticals Pvt Ltd Peshawar.

Reg/No | Products/Name Initial Date of Application receiving date
Registration and fee submitted date/ and
duedate
064327 | Exelza 3 mg tablet 02-09-2010 Due DateD1-09-2015
Each tablet Contains Firm submitted applicatio
Br omazepamé with fee of Rs. 10,000/
(Z-Jan Specification) on 1510-2015 (within 60
days) remaining fee (¢
Rs/10,000 deposited on dat
13-04-2016.
Decision: Registration Board observed thatfirm submitted renewal application
within 60 days of expiry of period of registration time (2510-2015) for
above product but with less fee Later on, the firm deposited 10,000
remaining fee on 1304-2016.Keeping in viewabove position,Registration
Board approved renewal of above mentioned product valid till 0109
2020.
d) M/s SRA Meidcal Karachi.
S. Reg/No | Products/Name Initial Date of Application receiving date
No Registration and fee submitted date/ and
due date
1 043018 | Atramat Polypropylene 08-06-2006 Due Dated7-06-2011
Suture (manufactured b Firm submitted application
M/s international with fee of Rs. 60,000/
Farmaceutica,S.A DE on 1407-2011 (within 60
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C.V, Mexico)

days)

043019

Atramat Black Silk
Suture
-do-

do

do

043020

Atramat Polyglycolic
Acid Absorbable Suture
-do-

do

do

043021

Atramat Chromic Gut
Suture
-do-

do

do

Decision:

Registration Board observed that firm submitted renewal applications
within 60 days of expiry period of registration time i.e; 1407-2011 with

fee of Rs. 40000/for each produet therefore Registration Board decided
to grant renewal of above prodict till 07-06-2016 subject to adherence to
the Import Policy for Finished Drugs.

e) M/s Roche Pakistan Ltd Karachi.

S. Reg/No | Products/Name Initial Date of| Application receiving dateand
No Registration fee submitted date/ and due da
1 043002 | Tarceval00 mg tablet 22-3-2006 | Due Date 2407-2013. Firm
Each film coated tablg Change of. submitted application with fee (
contains manufacturing | Rs. 7,500/ on 25032011
Erlotinib HCI | site on| Remaining fee of R$2,500-
corresponding to 100 m 22.07.2008 deposited on dated Z206-2016
of Erlotinib
2 043003 | Tarceva 150mg tablet do Due Date 2107-2013. Firm
Each film coated tablg submitted application with fee ¢
contains Rs. 7,500/ on 25032011
Erlotinib HCI Remaining fee of R%2,500-
corresponding to 150 m deposited on dated Z206-2016
of Erlotinib
Decision: Registration Board observed thatchange of manufacturing site of products was

f) M/s CCL Pharmaceuticals Pvt Ltd Lahore.

approved on 22.07.2008 andirm submitted renewal application on 25-03-2011
for above products but with less fee. Later onthe firm deposited Rs.12,500
remaining fee on 2706-2016 for each product. Therefore, Registration Board
decided to grant renewal of above product til21-07-2018 subject to adherence to
the Import Policy for Finished Drugs.

S.
No

Reg/No

Products/Name

Initial Date of
Registration

Application receiving
date

and fee submitted dat
and due date
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044846 | Lymphoside 100ng 2-2-2007 Due Date 608-2014
injection (Change of Firm submitted
Each Vial contains manufacturing name | application with fee of
Etoposide 100mg dated #8-2009) Rs. 7,500/
on 2707-2012 (earlier
than due date); the
renewal fee was
revised to Rs.20,000
product in September,
2012 .The firm has
submitted remaining o
Rs.12,500/for each
prouduct.
044847 | Cytotecan 100mg do do
injection
Each 5ml Vial contain
Trihydrated Irinotecan
HCL 100mg
044848 | Xaliplatin 50mg do do
Each Vial contains
Oxaliplatin50mg
044849 | Xaliplatin 100mg do do
Each Vial contains
Oxaliplatin 100mg
044850 | Metaplaxel 30mg do do
Injection
Each vial contain
Paclitaxel 30mg
045713 | Metaplaxel 150mg 19-6-2007 do
Injection (Change of
Each 25ml vial contain | manufacturing name
Paclitaxel 150mg dated 78-2009)
045606 | Mebrexel 80mg 10-3-2007 do
Injection (Change of
Each Vial contain manufacturing name
Anyhydrous Docetaxel | dated 78-2009)
80mg
045607 | Dilunet for Mebrexel do do
80mg Injection
Each Vial of dilunet
containEthanol 95%
0.780ml
Water for injection
5.22ml
045608 | Mebrexel 20mg do do
Injection
Each Vial contain
Anyhydrous Docetaxel
20mg
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10 045609

Dilunet for Mebrexel do do
20mg Injection

Each Vial of Diluent
contain Ethanol 95%
0.195ml

Water for injection
1.305ml

Decision:

Registration Board observed that firm submitted renewal application
within due date of registration for above products (27-07-2012) but with
less fee 7500 and lateron submittedemaining fee Rs.12500- for each
product, therefore Registration Board decided to grant renewal ofabove
till 06-08-2019 subject to adherence to the Import Policy for Finished
Drugs

g) M/s Soma Laboratories Lahore.

S. Reg No Product Name Initial date of Application receiving
No Registration date
and fee submitted date
and due date
11 | 006160 | Re.Hydrate Powder 24-10-1981 Due Date 2310-2011
Each 27.5 Gm. firm submitted of fee
Contains Rs.4,000/on dated 14
Sod. Chl ori 12-2011
Gm Remaining fee of
Pot. Chl or Rs.4,000/ 26-07-2016
Gm
Sod. Bi Ca
Gm
Glucose é.
12 | 006170 | Septinol tablet do do
Each tablet contains
Sulphamethoxazole..
400 mg
Tri met hopr
mg

Decision:

Registration Board observed that firm submitted renewal application
within 60 days of expiry of period of registration time (1412-2011) for
above products but with less fee. Later on the firm deposited 4000
remaining fee on 2607-2016. Keeping in viewaforementioned position,
Registration Boad approved renewal of above mentioned product till
23-10-2016.

Minutesfor 261" Registation Board Meeting 89




)

h) M/s Indus Pharma Pvt Ltd Karachi.

The following product was initially registered with the firm M/s Abbott Laboratories (Pvt)
Ltd Karachi.

Reg/No | Products/Name Initial Date of Application receiving daté
Registration and fee submitted date/
and due date
007076 | Eryderm Solution 60 ml 24-5-1984 Due Date 23%-2014
Each ml Contains The firm M/S Indus
Eryt hromyci Pharma applied for
20 mg transfer of Reg.021-5-
2014 before the due date

The firm M/s Indus Pharma (Pvt) Ltd, Karachi. applied for transfer of registration from M/s
Abbott and contact manufacturing from M/s Mass Pharma 60524014, before the due
date, which was approved by the Reg. Boaiitsi254th Meeting. The case has been referred
to RRR Section for renewal status. Since the firm applied for transfer of registration before
the due date and is not at fault for the delay in transfer of registration. Firm has now

submitted fee of Rs.10, 00 for renewal of the above mentioned product.

Decision: Registration Board observed thatM/s Indus Pharma Pvt Ltd Karachi has
applied for the registration of above product before expiry of validity, so
concerned section should process the case for regaion of drug
accordingly.

M/s UM Enterprises Karachi.

Reg/No | Products/Name Initial Date | Application receiving date
of and fee submitted date/ and
Registration | due date
020776 | Avinazena Powder 04-12-1997 | Due Date 0312-2012. Firm
for injection. submitted Rs.7500/on 1811-
Each Sachet contains 2011 Meanwhile the renewsd
Sterile Diminazene fee was increased to Rs.20,00
Aceturateéeeé. . for imported product in
Sterile Phenaz/( September,2012 before the d
date. Now the ifm has
submitted remaining fee (
Rs.12,500 for the renewal of
product on 22.07.2016
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Decision:

Registration Board observed that firm submitted renewal application on

18-11-2011 for above products but with less fee. Later on, the firm
deposited Rs.12,500 remaining fee on2®7-2016 for above product.

Therefore, Registration Board decided to grant renewal of above product
till 03-12-2017 subject to adherence to the Import Policy ér Finished

Drugs

]) M/s Caylex Pharmaceuticals Lahore.

Reg No Product Name Initial date of Application receiving date
Registration and fee submitted date/ anc
due date
027723 | Rococin 300 mg tablet 09-05-2002 Due Date 08)5-2007

Each tablet contains Application date 3@6-2007
Roxithromy{ fee of Rs.8,000/

mg

Decision: Registration Board observed that firm submitted renewal application

within within 60 days of expiry of period of registration time(30-06-2007)
for above products with full fee (Rs.8000/). Keeping in view
aforementioned position, Registration Board approved renewal of above
mentioned productfor period 09-05-2002 to 0805-2012.
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Pharmaceutical Evaluation Cell

Evaluator-1V Salateen Waseem Philp
Remaining cases of new licensezkction of M/s Ciba Pharma Karachi :

Vide section letter N0.-40/2013 Regl dated.2106-2016

S/N Name and | Brand Name Type of | Remarks on the| Remarks | Decision
address of| (Proprietary name + Dosage|l Form formulation (if | by
manufacturer / | Form + Strength) Initial any) including | Evaluator
Applicant Composition date, diary | International
Pharmacological Group Fee status in stringent
Finished product Specification | including drug regulatory
differential | agencies /
fee authorities
Demanded
Price /| Me-too status
Pack size
GMP status @
depicted in latest
inspection report
(with date) by the
Evaluator
M/s Ciba Flucib 50mg/5ml Dry Form 5 Diflucan by Approved
Pharmaceuticals powder for suspension | BY- ~ Not| m/s Pfizer UK
Kar. Each 5ml of reconstituted E)i?gd 03 Diflucan by
suspension contains: 062016 M/s Pfizer
Fl uconazol e é|Rs.20,000/
(Antifungal) 35ml bottle
USP specs Rs.250
M/s Ciba Cibo 250mg Dry Powder | Form5 Ciproxin by Deferred in ag
Pharmaceuticals Suspension Dy. No: | M/s Bayer per decision
Kar. Each 5ml of reconstituted ZD?;?gd 03 | Germany of the Board
suspension contains: 062016 n- 250
Ci profl oxaci]|Rs20000 | Hiflox by M/s Mﬁ.etr']ng.
(Quinolone antibiotic) 60ml bottle | Hilton Pharma \Lljvn(;%r IS as
Manufact ur e r|Rs160 Applicants
shall  revise
their
formulation as
per innovator
( new
registration
application
with complete
fee) within six
months if
manufacturing
facility is
approved by
CLB.
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And
clarification

of solvent
used for theg
reconstitutio

of the
suspension
alongwith its
composition.
M/s Ciba Dimec 3gm Sachet Form 5 Smecta by/s Approved
Pharmaceuticals Each sachet contains: Dy. — No:| Beaufour Ipsen
Kar. Di osmectiteé ZDi?eld o3 | Industries
(Antidiarroheal) 062016 | France
Manuf act ur er|Rs.20000/ | Smecta by M/s
306s /| Atco
Rs.450¢
M/s Ciba Magol Sachet Form 5 Movicol by Approved
Pharmaceutical§ E5ch sachet contains: Dy. ~ No:| M/s Norgne
Kar. Polythylene Glycol ?)i\?Sd.OSr Pharmaceutical
33506¢ééé. 13.0s2016 |UK
Sodi um c¢chl or|Rs.20,000
Sodium 106s / Movocol by
Bicarbonate.0.1785g Rs.300/ | M/s Genix
Potassium Pharma
Chlorideeée0O.O0
(Laxative electrolytes)
USP Specs
M/s Ciba C-lar 125mg/5ml Dry Form 5 Klarcid by M/s Deferred for
Pharmaceuticals powder suspension Dy. ~ No:| sandoz Uk the
Kar. Each 5ml of reconstituted zngeld.Oi} submission
contains: 062016 Rithmo by M/s of source of
Cl ari t hr omy c|Rs.20,000/ | Saami Pharma granules.
(Macrolide antibiotic) 60ml bottle
Manufactur er|Rs240
M/s Ciba Famorex 40mg/5ml Dry Form 5 Famotidine by Approved
Pharmaceuticals poywder for Susp. Dy. ~ No:| M/s Novel
Kar. Each 5ml of reconstituted E)i?Sd.oa Laboratries
suspension contains: 062016 USA
Famoti di neé é|Rs.20000/
(Antagonist) 50ml bottle | Acicon by M/s
USP Specs Rs.300/ | Barrett
Hodgson
M/s Ciba Mether Plus Dry Powder fg Form 5 Co-Artesiane Approved
Pharmaceuticals syspension Dy. ~ No:| by M/s Dafra with change
Kar. Ech 5ml of reconstituted éifg’d 03 | Pharma of name
suspension contains: 062016 Belgium
Art emet her € é|Rs.20,000/
Lumef ant r i ne|30mlbottlle| Artecxin by
Rs.904

(Anti malarial)

Manufacturer

M/s Highnoon
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8./ MisCiba C-lar 250mg/5ml Dry Form 5 Clarithromycin Deferred for
Pharmaceuticals powder suspension Dy. ~ No:| by M/s Sandoz the
Kar. Each 5ml of reconstituted 2D3::d 0z | UK submission
suspension contains: 062016 of source of
Cl ari t hr omy c|Rs.20,000/ | Clartek by M/s pellets
(Macrolide antibiotic) 70ml Getz Pharma
Manufact ur er|botle
Rs.400/
9. M/s Ciba Azik 200mg/5ml Dry Form 5 Zithromax by Approved
Pharmaceuticals powder Suspenion Dy. — No:| \M/s Pfizer USA
Kar. Each 5ml of reconstituted ZDi?(Sd 03
suspension contains: 062016 Azomax by M/s
Azit hrmonyci|Rs.20,000/ | Novartis
(Macrolide, antibiotic) 15ml/ Pharma
Manufactur er|Rs220
1¢  MisCiba Mether DS Dry Powder for| Form 5 Co-Artesiane Approved
Pharmaceuticals syspension Dy. -~ No:| by M/s Dafra with change
Kar. Ech 5ml of reconstituted E)?;?ezd.oa Pharma of name
contains: 06-2016 Belgium
Art emet her é €| Rs.20,000/
Lumef ant r i ne|60mlbottle| Artem Plus by
(Anti malarial) /'Rs.300/ | M/s Hilton
Pharma
1]  MisCiba Zolid 100mg/5ml Dry Form 5 Zyvox by M/s Approved
Pharmaceuticals powder susp. Dy. ~ No'| pharmacia & with change
Kar. Each 5ml reconstituted %i?gd 03 | Upjohan USA of name
suspension contains: 062016
Linezol i déé é|Rs.20000/ | Nezkil by M/s
(Antibiotic) 60ml, S.J&G
Manufactur er|120m
Rs.370/
Rs.680¢
14  MisCiba Escole 20mgachet Form 5 Nexium by M/s Approved
Pharmaceuticals Egch sachet contains: Dy. ~ No:| Astrazeneca
Kar. Esomeprazole magnesium ZD?;?; 03 | Pharmaceutical
trinydrate eq. to 062016 | USA
Esomepr az ol e|Rs.20000/
(Proton Pump Inhibitor) 146s / Nexum by M/s
Manufactur er|Rs450/ | Getz
Source:
M/s Vision Pharmaceutical,
Islamabad.
13  M/sCiba Escole 10mgachet Form 5 Nexium by M/s Approved
Pharmaceuticals Each sachet contains: Dy. ~ No:| Astrazeneca
Kar. Esomeprazolenagnesium ?)?;?:d 03 Pharmaceutical
trihydrate eq. to 062016 | USA
Esomepr azol e|Rs.20,000/
(Proton Pump Inhibitor) 146s [/ Nexum by M/s
Rs.450¢

Manufacturer

Getz

Minutesfor 261" Registation Board Meeting

94



Source:
M/s Vision Pharmaceutical
Islamabad.

14  MisCiba Escole 40mgachet Form 5 Nexium by M/s Approved
Pharmaceuticals Each sachet contains: Dy. = No'| Astrazeneca
Kar. Esomeprazole magnesium éi‘:’gd 0z | USA
trinydrate eq. to 062016
Esomepr azol e|Rs.20000 | Nexum by M/s
(Proton Pump Inhibitor) 146s [/ Getz Pharma
Manufactur er|Rs1800
Source:
M/s Vision Pharmaceutical
Islamabad.
15  M/sCiba Azik 250mg Capsule Form 5 Zithromax by Approved
Pharmaceuticals Each capsule contains: | DY-  Not| M/s Pfizer USA
Kar. Azithromycin as gii’ed 16
di hydr at mgé e . 09_20i5 Zithromax by
(Macrolide antibiotic) Rs.20,000/ | M/s Pfizer
USP Specs 1x10605
Rs.255¢
1¢ M/sCiba Biogab 50mg Capsule Form 5 Lyrica by M/s Approved
Pharmaceuticals Each capsule contains: | DY NO'| pfizer UK
Kar. Pregabalinéé?f,;t)ed25
(Antiepileptic) 032016 | Prelin by M/s
Manuf act ur er|Rs.20,000/ | Martin & Dow
2x706s
Rs.200¢
17  MisCiba ACT 25mg Capsule Form 5 Acetriton by Approved
Pharmaceuticals Each capsuleontains: Dy.  No:| M/s Genus
Kar. Acitretinéé. gi‘?ed 16 | Pharmaceutical
(Retinoid/Antipsoriasis) | ggo015 | UK
Manuf act ur er|Rs.20,000/ | Acetin by M/s
3x 1069 Genome
Rs.1600/ Pharma
1§ Mi/sCiba Essole 40mg Capsule Form 5 Nexium by M/s Approved
Pharmaceuticals Each capsule contains: | DY:  NO'| Astrazeneca
Kar. Enteric coated pellets of ?)i%ed.le» USA
Esomeprazole eq. to 09-2015
Esomepr azol e|Rs.20,000/ | D-Cap by M/s
(Proton pump inhibitor) 146s Noa Hemis
Manufactur er|Rs2/% | pharma

Source:
M/s Vision Pharmaceutical
Islamabad
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19  Mi/sCiba D-Lex Dr-30 Capsule Form 5 Cymbalta by Approved
Pharmaceuticals Each capsule contains: | DY-  Not| M/s Lilly Spain
Kar. Enteric coated pellets of gzed 6
Duloxetine HCI eq. to 092015 | Ambalta by M/s
Dul oxet i neé é|Rs.20000 | Amarant
(Inhibition ofr 5ht and 106s / Pharma
noradrenaline uptake, Rs.415/
antidepressant)
Manufacturer
Source:
M/s Vision Pharmaceutical
Islamabad
20  Mi/sCiba My-Cin 50mg Capsule Form 5 Minocycline Approved
Pharmaceuticals Each capsule contains: | BY: No'| Hydrochloride
Kar. Minocycline HCI eq. to ?)i?ed 14. | Capsule by M/s
Mi nocycl i neélgzzig | TevaPharma
(Antibacterial) Rs.20,000/ | USA
USP Specs 1x 106 5 Minogen by
Rs.280/ | M/s Mass
Pharma
2] MisCiba Biogab 75mg Capsule Form 5 Lyrica by M/s Approved
Pharmaceuticals Each capsule contains: | DY NO| pfizer USA
Kar. Pregabalinéé?f,ﬁeol25
(Antiepileptic) 032016 | Prelin by M/s
Manuf act ur er|Rs.20,000/ | Martin & Dow
2x70s
Rs.300¢
27  MisCiba Biogab 100mg Capsule Form 5 Lyrica by M/s Approved
Pharmaceuticals Each capsule contains: | DY:  NO'| pfizer USA
Kar. Pregabalinéééﬁedz&
(Antiepileptic) 032016 | Prelin by M/s
Rs.20,000/ | Martin & Dow
2x70s
Rs.350/
23  MisCiba Silosin 4mg Capsule Form5D | New Molecule Deferred for
Pharmaceuticals Each capsule contains: | DY No: submission
@ Isilodosineee|po o of stability
(Alpha 1 adrenoceptor 09-2015 data as pe
blocker) Rs.20,000/ guidelines
(Manufacture/1060s approved by
Rs.500/ Registration
Board in
251"
meeting
24  MisCiba Cibapram 5mg Tablet Form 5 Lexpro by M/s Approved
Phamgcreu“ca's Each film coated tablet 2%’-2 No: | Forest

contains:
Escitalopram Oxalate USP

eq.to Escita

Dated.25
03-2016

Rs.20,000/

Pharmaceutical
USA
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mg

2x76s

Precipra by M/s

(Antidepressant) Rs.175 | pfizer
USP Specs
29  MisCiba Onrem 8mg Tablet Form 5 Zofran by M/s Approved
Pharmaceuticals Each film coated tablet | DY:  No'| GSK UK
Kar. contains: ' ?)i?ed.l&
Ondansetron hydrochloridg gg2015 | Zofran by M/s
eg. to Ondansetron..10mg| Rs.20,000/ | GSK
(Antiemetic) 1x10606 5
USP Specs Rs.2850/
2¢  M/sCiba Myti 5mg Tablet Form 5 Singulair by Approved
Pharmaceuticals Each chewable tablet Dy. No:| Mm/s Merck
Kar. contains: gza%edz& USA
Montelukast Sodium eq. to 932016
Mont el ukast €|Rs.20,000/ | Myteka by M/s
(Antiasthma) 2 x 7 0s | Hilton Phama
BP Specs Rs.240/
21  MisCiba Renamer 400mg Tablet | Form5 Renagel by M/s Approved
Pharmaceuticals Each film coated tablet | DY-  NO'| Genzyme UK
Kar. o 424
contains: Dated.25.
Sevelamer HCI eq. 032016 Renavel by M/s
Sevel amer éé. |Rs.20,000/ | Genome
(Non absorbed phosphate | 3 x 1 0 6 § Pharma
binder) Rs.1500/
Manufacturer
2§  MisCiba Cibo 250mg Tablet Form 5 Cipro by M/s Approved
Pharmaceuticals Each film coated tablet | BY-  No'| Bayer
Kar. co_ntains: _ gla?edz& Heathcare
Ciprofloxacin 032016 Germany
Hydrocxhloride eq. to Rs.20,000/
Ciprofl oxaci]|lx10204HifloxbyM/s
(Quinolone, antibiotic) Rs.151 | Hilton Pharma
USP Specs
29  Mi/sCiba Biofeb 40mg Tablet Form 5 Uloric by M/s Approved
Pharmaceuticals Each film coated tablet | DY-  NO'| Takeda
Kar. contains: gﬁed 25 Pharmaceutical
Febuxostat éé 03—20i6 USA
(Xanthine oxidase inhibitor| Rs.20,000/
Manuf actur er|2x100 4 Febulous by
Rs.330/ | M/s Genome
3¢ MisCiba | U-Coline 10mg Tablet Form5D | New Molecule Deferred for
Pharmaceuticals Egchtablet contains: Dy.  No: submission
Kar. Bet hanechol gifed 03 of stability
(Cholinergic agent) 062016 data as pe
USP Specs Rs.20,000/ guidelines
1x10605 approved by
Rs.1500/

Registration
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Board in
251%

meeting
3] MisCiba Cibaquin 750mg Tablet Form 5 Levaquin by Approved.
Pharmaceuticals Each film coated tablet | DY-  No'| Mm/s Janssen
Kar. contains: gla:ed.oa Canada
Levofloxacin hemihydrates gg.2016
eg. to Levofloxacin..750 m{ Rs.20,000/ | Leflox by M/s
(Antibiotic) 2x50s | Getz
USP Specs Rs.500f
37 MisCiba Cibo 750mg Tablet Form 5 Cipro by M/s Approved
Pharmaceuticals Each film coated tablet Dy.  No:| Bayer Germany
Kar. contains: g?;(t)edz&
Ciprofloxacin 032016 Hiflox by M/s
Hydrocxhloride eq. to Rs.20,000/ | Hilton Pharma
Ciprofloxaci|l00s
(Quinolone, antibiotic) Rs.230/
USP Specs
33 MisCiba Cibaquin 250mg Tablet Form 5 Levaquin by Approved
Pharmaceuticals Each film coated tablet | BY-  No'| Mm/s Janssen Ing
Kar. contains: g;?ed o5 | Canada
Levofloxacin hemihydrates g3 2016
eg. to Levofloxacin ..250 | Rs.20,000/ | Cravit by M/s
mg 1 x 100 g Hilton Pharma
(Antibiotic) Rs.545/
34  MisCiba Furalin 100mg Tablet Form 5 Furadantin by Approved
Pham&&;e“t'ca's Each tsustained release EXS No: | Mm/s
' talglet contains: Dated16 | Amdipharm
Ni trofurant o|gg215 mercury UK
(Antibacterial) Rs.20,000/
USP Specs 2006s / Furantin by M/s
Rs.500/ Gofman
35  MisCiba Biofeb 80mg Tablet Form 5 Uloric by M/s Approved
Pharmaceuticals Each film coatedablet Dy.  No:| Takeda
Kar. contains: o ?)i?edz& Pharmaceutical
Febuxostatee032016 UK
(Xanthine oxidase inhibitor| Rs.20,000/
Manuf actur er|2x100 4 Febulous by
Rs.585 | M/s Genome
Pharma
3¢ MisCiba Zolid 400mg Tablet Form 5 Zyvlox by M/s Approved
Pharmaceuticals Each film coated tablet | DY-  No| pfizer USA with change
Kar. contain: g‘:{ed 16 of brand
Linezolid éé|ggois |EcasilbyM/s name
(Antibiotic) Rs.20,000/ | Saami Pharma
Manufacturer|106s
Rs.700¢
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31 MisCiba Candid V\Cream Form 5 Canesten Approved
Pharmaceuticals Egch gm of vaginal cream | BY-  NO| vaginal cram by
Kar. contains: >25 15 | M/s Dublin
Clotri mazol e|gso16 |Ireland
(Antifungal) Rs.20,000/
USP Specs 59/ Canesten by
Rs.150/ | M/s Bayer
Health
3§ MisCiba Ucid-B Cream Form 5 Fucibed by M/s Approved
Pharmaceuticals ggch gm contains: Dy. No: | |eo
Kar. Fusidic acid gi?ed 15, | Laborataries UK
mg 04-2016 FusiB by M/s
Bet amet has on|Rs.20,000 | Tabros Pharma
(Antibacterial) 59, 159
Manufactur er|Rs8
Rs.275/
3¢ MisCiba Autum Cream Form 5 Oilatum by M/s Approved
Pharmaceuticals Eaqch gm contains: Dy.  No'| GSK UK with change
ar Light 1iquid 2. of  brand
mg 042016 | Oilatum by M/s name
White soft Rs.20,000/ | GSK
par af fi né. 15]40g, 1509
(emollient) Rs.423.53/
Manufactur er| 563529
40  MisCiba Cibamid 15% Cream Form 5 Avc Vaginal by Approved
Pharmaceuticals ggch gmcontains: Dy.  No:| Mm/s Azur
Kar. Sul fanil amid SDi?ed 1o. | Pharmaceutical
(Anti infective agent) 0420i6 USA
Manuf act ur er |Rs.20,000/
80g / Sulpha Cream
Rs.140/

by M/s
Nabigasim
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Evaluator-1V SalateenWaseem Philp

New Section:
S/IN Name and| Brand Name Type of Form | International Remarks / Decision
address of| (Proprietary Initial ~ date, | Status in| Observations
manufactur | name + Dosagg diary stringent
er /| Form + | Fee including ;G%L::gtgéy
Applicant Strength) differential g
Composition fee Me-too status
Pharmacologica | Demanded
| Group Price / Pack| GMP status as
Finished size _depict(i_d in
product inspection
Specification report (dated)
Received vide letter No. F 610/2013 Reg Il dated 2595-2016
41. | M/s FAAS | Tablet Falcicure | Form 5with WHO Deferred for
Pharmaceuti 20/120 fee Rs recommended the
cals (Pvt.) 20,000/ vide | formulation submission
Ltd, Each tablet Dy. # 665 of priority as
748L, contains dated 0909 FDA approved the firm has
S.LT.E, Artemether 2014 Coartem - applied for
Karachi 20mg Novartis the
Lumefantrine registration
GMP 120mg Pack of blister| Artem - Hilton of more than
compliant 2 X 8A as per 10 molecules
Tablet Antimalarial PRC per section
general UsSP
section vide | Specification
inspection
report 28
09-2015
42. | M/s FAAS | Tablet Falcicure | Form 5 with | WHO Deferred for
Pharmaceuti DS 40/240 fee Rs recommended the
cals (Pwvt.) 20,000/ vide | formulation submission
Ltd, Each tablet Dy. # 263 .
748L, contains dated 0909 FDA approved of pI’I.OI’I'[y as
S.I.T.E, Artemether 2014 Coartem - the .f|rm has
Karachi 40mg Novartis applied  for
Lumefantrine the
240mg Pack of blister| Artem - Hilton registration
1x8A as per of more than
Antimalarial PRC 10 molecules
USP .
Specification per setion
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43. | M/s FAAS | Tablet Falcicure | Form 5 with | WHO Deferred for
Pharmaceuti EZ 80/480 fee Rs recommended the
cals (Pvt.) 20,000/ vide | formulation submission
Ltd, Each tablet Dy. # 658 .
748L, contains dated 0909 Coartem of pI‘I.OI‘I'[y as
S.L.T.E, Artemether 2014 Novartis the .f|rm has
Karachi 80mg applied  for
Lumefantrine Amalar Bloom the
480mg Packof blister registration
1x6A as per of more than
Antimalarial PRC 10 molecules
USP :
Specification per section
44. | M/s FAAS | Tablet Form 5 with MHRA Deferred for
Pharmaceuti Rostin10mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Crestor - submission
Ltd, F- Each film coated| Dy. # 506 Astrazeneca .
748L, tablet contains | dated 1104- of pI‘I.OI‘I'[y as
S.LT.E, Rosuvastatin (as| 2016 Rolip - Hilton the .flrm has
Karachi calcium) 10mg applied  for
the
Lipid regulating | Pack of blister registration
drug 1x 10sA as of more than
Manufacture per PRC 10 molecules
Specification per section
45. | M/s FAAS | Tablet Rostin Form 5 with | MHRA Deferred for
Pharmaceuti 20mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Crestor - submission
Ltd, Each film coated| Dy. # 507 Astrazeneca .
748L, tablet contains | dated 1104- of pI‘I.OI'I'[y as
S.L.T.E, Rosuvastatin (as| 2016 Rolip - Hilton the .f|rm has
Karachi calcium) 20mg applied  for
the
Lipid regulating | Pack of blister registration
drug 1x10sA as of more than
Manufacture per PRC 10 molecules
Specification .
per section
46. | M/s FAAS | Tablet Sgliptin | Form 5 with MHRA Deferred for
Pharmaceuti 50mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Janumet Merck submission
Ltd, ~ Each filmcoated | Dy. # 510 .
748L, tablet contains | dated 1104 JanuviaaOBS of pI’I.OI’I'[y as
S.ITE, Sitagliptin 2016 the firm has
Karachi phosphate applied  for
monohydrate eq the
to sitagliptin Pack of blister registration
50mg 2x10sA as of more than
o per PRC 10 molecules
Anti-diabetic .
Manufacture per section
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Specification
47. | M/s FAAS | Tablet Sgliptin | Form 5 with | MHRA Deferred for
Pharmaceuti 100mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Janumet Merck submission
Ltd, Each film coated| Dy. # 511 .
748L, tabletcontains dated 1104- JanuviaOBS of prl.orlty as
SITE, Sitagliptin 2016 the firm has
Karachi phosphate applied ~ for
monohydrate eq the
to sitagliptin Pack of blister registration
100mg 2 x10sA as of more than
o per PRC 10 molecules
Anti-diabetic :
Manufacture per section
Specification
48. | M/s FAAS | Tablet Telsartin | Form 5 with | MHRA Deferred for
Pharmaceuti 40mg fee Rs approved Tolurg the
cals (Pvt.) 20,000 vide |1 Consilient submission
Ltd, Each tablet Dy. # 504 .
748L, contains dated 1104- Normisari of pr|.or|ty as
S..T.E, Telmisartan 2016 Nabigasim the firm has
Karachi 40mg appled  for
the
Anti- Pack of blister registration
hypertensive 1x10sA as of more than
Usp per PRC 10 molecules
Specification .
per section
49. | M/s FAAS | Tablet Telsartin | Form 5 with MHRA Deferred for
Pharmaceuti 80mg fee Rs approved Tolurg the
cals (Pvt.) 20,000f vide |1 Consilient submission
Ltd, ~ Each tablet Dy. #519 -
748L, contains dated 1104- Normisari of prl.orlty as
S..T.E, Telmisartan 2016 Nabigasim the firm has
Karachi 80mg applied  for
the
Anti- Pack of blister registration
hypertensive 1x 10sA as of more than
usp per PRC 10 molecules
Specification .
persection
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50. | M/s FAAS | Tablet Hepavir | Form 5 with | MHRA Deferred for
Pharmaceuti 0.5mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Baraclude - submission
Ltd, Each film coated| Dy. # 505 Bristol .
748L, tablet contains | dated11-04- of pI‘I.OI‘I'[y as
S.IT.E, Entecavir (as | 2016 BVIR - Bosch the firm has
Karachi monohydrate) applied  for
0.5mg the
Pack of blister registration
Anti-viral 3 x10sA as of more than
Manufacture per PRC 10 molecules
Specification .
per section
51. | M/s FAAS | Tablet Hepavir | Form 5 with | MHRA Deferred for
Pharmaceuti 1mg fee Rs approved the
cals(Pvt.) 20,000f vide | Baraclude - submission
Ltd, ~ Each film coated| Dy. # 503 Bristol .
748L, tablet contains | dated 1104- of pI‘I.OI‘I'[y as
S.IT.E, Entecavir (as | 2016 BVIR - Bosch the firm has
Karachi monohydrate) applied  for
1mg the
Pack of blister registration
Anti-viral 3 X 10sA as of more than
Manufacture per PRC 10 molecules
Specification per section
52. | M/s FAAS | Tablet Bylax Form 5 with | MHRA Deferred for
Pharmaceuti 5mg fee Rs approved the
cals (Pvt.) 20,000 vide | Dulcolax - submission
Ltd, Each enteric Dy. # 505 Boheringer -
748L, coated tablet dated 1104- of pI‘I.OI'I'[y as
S.I.T.E, contains 2016 Bisca- the .f|rm has
Karachi Bisacodyl 5mg Pharmedics applied  for
the
Anti-viral Pack of blister registration
USP 10 X 10A as of more than
Specification per PRC 10 molecules
per section
53. | M/s FAAS | Tablet Lidzol Form 5 with | FDA approved Deferred for
Pharmaceuti 400 mg fee Rs Zyvox -Pfizer the
cals (Pvt.) 20,000/ vide submission
Ltd, Each film coated| Dy. # 742 Bisca- .
748L, tablet contains | dated 1104- Pharmedics of pI’I.OI’I'[y as
S.IT.E, Linezolid 400mg | 2016 the firm has
Karachi applied for
Antibiotics the
UsSP 12s packh registration
Specification Rs. 650/ of more than
Per table#y 10 molecules
Rs. 54.16 :
per section
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54. | M/s FAAS | Tablet Linezolid | Form 5 with | FDA approved Deferred for
Pharmaceuti 600 mg feeRs Zyvox -Pfizer the
cals (Pvt.) 20,000/ vide submission
Ltd, Each film coated| Dy. # 737 Bisca- .
748L, tablet contains | dated 0305 Pharmedics of pI‘I.OI‘I'[y as
S.IT.E, Linezolid 600mg| 2016 the firm has
Karachi applied for
Antibiotics the
UsP 12s pacld registration
Specification Rs. 960/ of more than
Per tablet 10 molecules
Rs. 80/ .
per setion
55. | M/s FAAS | Tablet Dempride| Form 5 with MHRA Deferred for
Pharmaceuti 2mg fee Rs approved brang the
cals (Pvt.) 20,000/ vide | of Accord submission
Ltd, Each tablet Dy. # 507 .
748L, contains dated 1104 Amaryl i Sanofi of pI‘I.OI‘I'[y as
SITE, Glimepiride 2mg| 2016 the firm has
Karachi applied for
Anti-diabetic the
USP Pack size 2 x registration
Specification 1 0 A ss per of more than
SRO 10 molecules
per section
56. | M/s FAAS | Tablet Dempride| Form 5 with | MHRA Deferred for
Pharmaceuti 4mg fee Rs approved brang the
cals (Pwvt.) 20,000/ vide | of Accord submission
Ltd, Each tablet Dy. # 507 .
748L, contains dated 1104- Amaryl i Sanofi of pI‘I.OI'I'[y as
SITE, Glimepiride 4mg| 2016 the firm has
Karachi applied for
Anti-diabetic the
USP Pack size 2 x registration
Specification 1 0 A =s per of more than
SRO 10 molecules
per section
57. | M/s FAAS | Tablet Clarifaas | Form 5 with MHRA Deferred for
Pharmaceuti 250mg fee Rs approved brang the
cals (Pvt.) 20,000f vide | of aurobindo submission
Ltd, ~ Each film coated| Dy. # 733 .
748L, tablet contains | dated 0405 Klaricid T of pI"IOI’I'[y as
SITE, Clarithromycin | 2016 Abbott the firm has
Karachi 250mg applied  for
the

Antibacterial

Pack size 1 x

registration

usp 104 Rs. of more than
Specification 199.50¢f 10 molecules
Per tabley .
Rs. 19.95/ per section
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58. | M/s FAAS | Tablet Clarifaas | Form 5 with MHRA Deferred for
Pharmaceuti 500mg fee Rs approved brang the
cals (Pvt.) 20,000/ vide | of aurobindo submission
Ltd, Each film coated| Dy. # 732 .
748L, tablet contains | dated 0405 Klaricid 1 of pI‘I.OI‘I'[y as
S.ITE, Clarithromycin | 2016 Abbott the firm has
Karachi 500 mg applied  for
the
Antihistamine Pack size of registraion
UspP 108 Rs. of more than
Specification 389.51¢f 10 molecules
Per tablety .
Rs. 38.951/ per section
59. | M/s FAAS | Tablet Delobid | Form5with | FDA approved Deferred for
Pharmaceuti 500mg fee Rs Dolobid- Merck the
cals (Pvt.) 20,000/ vide | USA submission
Ltd, Each film coated| Dy. # 1053 -
748L, tablet contains | dated23-05 Dolobist of pI‘I.OI‘I'[y as
S.I.T.E, Diflunisal 500mg| 2016 genome the .f|rm has
Karachi applied for
NSAID the
USP Pack size & registration
Specification price A as of more than
per SRO 10 molecules
per section
60. | M/s FAAS | Tablet Pantocid | Form 5 with MHRA Deferred for
Pharmaceuti 20mg fee Rs approved the
cals (Pvt.) 20,000/ vide | pantoloc - submission
Ltd, Each enteric Dy. # 1053 Novartis .
748L, coated tablet dated 2305- of pI‘I.OI'I'[y as
S.I.T.E, contains 2016 Zopent- Hilton the .flrm has
Karachi Pantoprazole (as applied  for
sodium the
Sesquihydrate) | Pack size & registration
20mg price A as of more than
_ per SRO 10 molecules
Anti ulcerant / per section
PPI
USP
Specification
61. | M/s FAAS | Tablet Pantocid | Form 5 with MHRA Deferred for
Pharmaceuti 40mg fee Rs approved the
cals (Pvt.) 20,000f vide | pantoloc - submission
Ltd, ~ Each enteric Dy. # 1052 Novartis _
748L, coated tablet dated 2305 of pI’I.OI’I'[y as
S.LT.E, contains 2016 Zopent- Hilton the .f|rm has
Karachi Pantoprazole (as applied  for
sodium the
Sesquihydrate) | Pack size & registration
40mg price A as of more than
per SRO 10 molecules

Anti ulcerant /
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PPI
USP
Specification

per section

62. | M/s FAAS | Tablet Faasrox | Form 5 with MHRA Deferred for
Pharmaceuti 250mg fee Rs approved brang the
cals (Pvt.) 20,000/ vide | of Accord submission
Ltd, Eachtablet Dy. # 736 .
748L, contains dated 0405- Dolonap- of prlp rity as
S.LT.E, Naproxen 250m¢g 2016 platinum the .flrm has
Karachi applied for
NSAID the
UsSP Pack size registration
Specification 30s A Rs. of more than
145+ 10 moleculeg
Per tablet, .
Rs. 4.83/ per section
63. | M/s FAAS | Tablet Boncidol | Form 5 with | Bon one japan Deferred for
Pharmaceuti 0.5mcg fee Rs the
cals (Pwvt.) 20,000/ vide | Adela- Getz submission
Ltd, Each tablet Dy. # 1049 .
748L, contains dated 2205 of pI’I.OI’I'[y as
S.ITE, Alfacalcidol 0.5 | 2016 the firm has
Karachi mcg applied  for
the
Vitamin D Pack size & registration
analogue priceA as per of more than
Manufacture SRO 10 molecules
Specification .
per setion
64. | M/s FAAS | Tablet Boncidol | Form 5 with | Bon one japan Deferred for
Pharmaceuti 1mcg fee Rs the
cals (Pvt.) 20,000/ vide | Adela- Getz submission
Ltd, ~ Each tablet Dy. # 1054 .
748L, contains dated 2305 of prl.orlty as
S.IT.E, Alfacalcidol 1.0 | 2016 the firm has
Karachi mcg applied  for
the
Vitamin D Pack size& registration
analogue priceA as per of more than
Manufacture SRO

Specification

10 molecules
per section
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65. | M/s FAAS | Tablet Form 5 with | FDA approved Deferred for
Pharmaceuti Faasfodine 60mg fee Rs Allerga allergyi the
cals (Pvt.) 20,000/ vide | Sanofi submission
Ltd, Each film coated| Dy. # 740 .
748L, tablet contains | dated 0405 Aloc - Bosch of pI‘I.OI‘I'[y as
S.IT.E, Fexofenadine | 2016 the firm has
Karachi HCI 60mg applied  for
the
Antihistamine Pack size of registration
UspP 1048 Rs. of more than
Specification 76/- 10 molecules
Per tablety .
Rs 76/ per section
66. | M/s FAAS | Tablet Form 5 with | MHRA Deferred for
Pharmaceuti Faasfodine fee Rs approved brang the
cals (Pvt.) | 120mg 20,000/ vide | of Fanin submission
Ltd, = Dy. # 740 .
748L, Each film coated| dated 0405 Aloc - Bosch of pI‘I.OI‘I'[y as
S.I.T.E, tablet contains | 2016 the .f|rm has
Karachi Fexofenadine applied  for
HCI 120mg the
Pack size of registration
Antihistamine 10 Q Rs. of more than
Usp L 266/ 10 molecules
Specification E? ;eék?gedt? per section
67. | M/s FAAS | Tablet Naprosin | Form 5 with | FDA approved Deferred for
Pharmaceuti 550mg fee Rs Allerga allergyi the
cals (Pvt.) 20,000/ vide | Sanofi submission
Ltd, Each controlled | Dy. # 741 .
748L, releasedablet dated 0405- Xanbidi martin of pI‘I.OI'I'[y as
S.I.T.E, contains 2016 Dow the .f|rm has
Karachi Naproxen applied  for
Sodium 550mg the
eg to Naproxen | Pack size 2 x registration
500 mg 10sA as per of more than
SRO 10 molecules
NSAID .
USP per section
Specification
68. | M/s FAAS | Tablet Detoxib | Form 5 with MHRA Deferred for
Pharmaceuti 60mg fee Rs approved brang the
cals (Pvt.) 20,000/ vide | Arcoxia submission
Ltd, ~ Each film coated| Dy. # 734 _
748L, tablet contains | dated 0405- Starcox- Getz of prl.orlty as
S.T.E, Etoricoxib 60mg | 2016 the firm has
Karachi applied  for
COX Il inhibitor the
Manufacture Pack size 10s registration

Specification

A Rs. 100/

of more than
10 molecules
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per section

69. | M/s FAAS | Tablet Florofen | Form 5 with | FDA approved Deferred for
Pharmaceuti 100 mg fee Rs Ansaid- Pfizer the
cals (Pvt.) 20,000/ vide submission
Ltd, Each film coated| Dy. # 1045 Ansaid-Pfizer .
748L, tablet contains | dated 2405 of prl.orlty as
S.T.E, Flurbiprofen 100 | 2016 the firm has
Karachi mg applied  for
the
NSAID Pack size & registration
Usp proceA as of more than
Specification per SRO 10 molecules
per section
70. | M/s FAAS | Tablet Cynofen | Form 5 with | A Brandof eisai, Deferred for
Pharmaceuti 500mcg fee Rs Japan the
cals (Pvt.) 20,000¢ vide submission
Ltd, Each sugar Dy. # 1051 Incobal-indus .
748L, coated tablet dated 2405 of pI’I.OI’I'[y as
S.IT.E, contains 2016 the firm has
Karachi Mecobalamin applied  for
500 mcg the
Pack size & registration
Vitamin B-12 priceA as per of more than
Manufacture SRO 10 molecules
Specification .
per section
71. | M/s FAAS | Tablet Spasmin | Form 5 with | MHRA Deferred for
Pharmaceuti 135 mg fee Rs approved the
cals (Pvt.) 20,000/ vide | Colofac submission
Ltd, ~ Eachsugar Dy. # 1044 _
748L, coated tablet dated 2405- Colofac- of prl.orlty as
S.I.T.E, contains 2016 Highnoon the .flrm has
Karachi Mebeverine BP applied  for
135mg the
antispasmodic | Pack size & registration
Manufacture priceA as per of more than
Specification SRO 10 molecules
per section
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72. | M/s FAAS | Tablet Sitamet | Form 5 with | TGA approved Deferred for
Pharmaceuti 50/500 fee Rs Janumet - the
cals (Pvt.) 20,000/ vide | Australia submission
Ltd, Each film coated| Dy. # 1048 .
748L, tablet contains | dated 2405 Tagipmet- of pI‘I.OI‘I'[y as
S..T.E, Sitagliptin 2016 Highnooon the firm has
Karachi phosphate applied  for
monohydrate 50 the
mg Pack size & registration
Metformin HCI priceA as per of more than
500mg SRO 10 molecules
Anti-diabetic per section
Manufacture
Specification
73. | M/s FAAS | Capsule Form5with | A brand of Deferred for
Pharmaceuti Faasgablin 50md fee Rs Sandoz canada the
cals (Pvt.) 20,000¢ vide submission
Ltd, Each capsule Dy. # 734 Gabica- Getz .
748L, contains dated 2405 of pI‘I.OI‘I'[y as
SITE, Pregabalin 50mg 2016 the firm has
Karachi applied for
AntiOepileptic the
Manufacture Pack size 14s registration
Specification A Rs. 175/ of more than
10 molecules
per section
74. | M/s FAAS | Capsule Form5with | A brand of Deferred for
Pharmaceuti Faasgablin fee Rs Sandoz canada the
cals (Pvt.) | 100mg 20,000/ vide submission
Ltd, ~ Dy. # 738 Gabica- Getz .
748L, Each capsule dated24-05- of pI‘I.OI'I'[y as
S.I.T.E, contains 2016 the .f|rm has
Karachi Pregabalin applied  for
100mg the
Pack size 14s registration
AntIOeplleptIC A Rs. 175/ of more than
Manufacture 10 molecules
Specification .
per section
75. | M/s FAAS | Capsule Hicerin | Form 5 with Product undel Deferred for
Pharmaceuti 50mg fee Rs review the
cals (Pvt.) 20,000/ vide submission
Ltd, ~ Each capsule Dy. # 1047 _
748L, contains dated 2405 of pI’I.OI’I'[y as
SITE, Diacerin 50mg | 2016 the firm has
Karachi applied for
Anti-rheumatic the
Manufacture Pack size & registration
Specification price as per of more than
SRO 10 molecules
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per section

Penems Powder Injection
76. | M/s S.J.&G. | Bianem Injection| Form 5D with Reference Deferred for
Fazul 300mg fee Rs Omegacin countires submission
Ellahie 50,000/ Dy # | (Meiji Seika approval .
(Pvt.) Ltd, Each vial 434 dated 27 | Kaisha Ltd., status needs of stability
E/46 contains: 052016 Tokyo, Japan) | confirmation | data as pe
S.I.T.E, Biapenem 300 guidelines
Karachi mg Stability data approved by
required as . .
Betalactam Pack size of per guidelines Reglstrathn
Antibacterial 1VialA as provided in Board in
(Carbapenem) | per PRC 251" RB 251%
In-house meeting. meeting
specification
77. | M/s S.J.&G.| Direto Injection | Form 5 with | Local Mee too Approved
Fazul 250mg IV fee Rs Availability needs
Ellahie 20,000¢ Cilapen (Bosch) | confirmation
(Pvt.) Ltd, Each vial Dy # 431 Prepenem
E/46 contains: dated 2705 (Highnoon)
S.LT.E, Imipenem(as 2016 Medii Enam
Karachi Monohydrate) (Mediceena)
250mg Tienam (OBS)
Cilastatin as
Sodium 250mg | Pack size of | International
1VialA as Availability
Betalactam per PRC Primaxin IV
Antibacterial (Merck Sharpe
(Carbapenem) & Dohme
USP Corpn., USA)
specification
78. | M/s S.J.&G. | Direto Injection | Form 5 with | Local Approved
Fazul 500mg fee Rs Availability
Ellahie 20,000/ Dy | Stanem (Cirin)
(Pvt.) Ltd, Each vial # 431 dated
E/46 contains: 27-05-2016 International
S.I.T.E, Imipenem(as Availability
Karachi Monohydrate) Primaxin IV
500mg (Merck Sharpe
Cilastatin as & Dohme
Sodium 500mg | Pack size of | Corpn., USA)
1VialA as
Betalactam per PRC
Antibacterial
(Carbapenem)
USP
specification
79. | M/s S.J.&. | Dorinem Form 5D with | Local Stability data | Deferred for
Fazul Injection 250mg | fee Rs Availability required sa | submission
Ellahie 50,000/ Dy # | - per 25T RB | of stability
(Pvt.) Ltd, Each vial 430dated 27 meeting. data as pe
E/46 contains: 05-2016 International guidelines
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S.I.T.E, Doripenem Availability approved by
Karachi Monohydrate USFDA Doribax Registration
equivalent to (Shionogi & Co. Board in
Doripenem Pack size of | Ltd. Osaka, 2515t
250mg 1VialA as Japan) :
per PRC meeting
Betalactam
Antibacterial
(Carbapenem)
In-house
specification
80. | M/s S.J.&G. | Paniron Injection| Form 5D with | Local Reference Deferred for
Fazul 500mg fee Rs Availability countries submission
Ellahie 50,000 Dy # | - approval of stability
(Pvt.) Ltd, Each vial 433 dated 27 statusneeds | 4ata as pe
E/46 contains: 05-2016 International confirmation. T
) > guidelines
S.I.T.E, Panipenem ........ Availability aporoved b
Karachi 500mg Carbenin Stability data ppr ' Oy
Betamipron ...... (Daiichi Sankyo | required sa Reglstrathn
500mg Co. Ltd., Tokyo, | per 25¢'RB | Board —in
Pack size of | Japan) meeting. 251"
Betalactam 1 Vial A as meeting
Antibacterial per PRC
(Carbapenem)
In-house
specification
81. | M/s S.J.&G. | Panironinjection | Form 5D with | Local Reference Deferred for
Fazul 500mg fee Rs Availability countries submission
Ellahie 50,000 Dy # | - approval of stability
(Pvt.) Ltd, Each vial 435 dated 27 status needs | 4ata as pe
E/46 contains: 05-2016 International confirmation. T
) = guidelires
S.I.T.E, Panipenem ......., Availability aporoved b
Karachi 250mg Carbenin Stability data Ppr ' Oy
Betamipron ...... (Daiichi Sankyo | required sa Reglstrathn
250mg Pack size of | Co. Ltd., Tokyo, | per 25&' RB Boegd In
1VialA as Japan) meeting. 25T
Betalactam per PRC meeting
Antibacterial
(Carbapenem)
In-house
specification
Topical Cream/ointment/Gel Section
82. | M/s Fusia Cream 2%| Form 5 MHRA Approved
Whnsfeild 20052016 | approved
Pharmaceuti Each gram Rs. 20,000/ | Fucidini Leo
cals, Plot| contains: .
No. 122,| Fusidic  Acid| 5 & 15 gram /| S0ic~ EPOC
Phase  V, 20mg As Per SRO
Industrial
Estate Antibiotic
Hattar. (Wnsfeild
Specs)
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No. F.3
2/2006Lic
(M-247
dated 0306-
2016)
83. -do- Loric Cream Form 5 MHRA Approved
20-05-2016 approved
Each Gram Rs. 20,000/ Fucidin-H -Leo
contains:
Fusidic Acid Curoderm H
20mg 5& 15 gram/ | Epla.
(2% wiw) As Per SRO
Hydrocortisone
acetatelOmg
(1 % wiw)
Steroid /
Antibiotics
(Manufacture
Specs)
84. -do- Solex Cream Form 5 MHRA Approved
20-05-2016 approved
Each gram Rs. 20,000/ Fucibeti Leo
contains:
Fusidic acid USP
20mg As Per SRO/ | Fosidic- Pearl
(2% wiw) 5 & 15 gram.
Betamethasone
(As valerate
ester) USP 10mg
(1% wiw)
(Steroid/antibioti
Cs)
(Manufacture
Spec)
85. -do- Dapaline Cream | Form 5 MHRA Approved
0.1% 20-05-2016 approved
Rs. 20,000/ Differin -
Each gram Galderma
Contains:
Adapalene 1 mg| As Per SRO/ | AcneLene-
(0.1% wiw) 10,15 & 45 Valor
grams
Anti Acne
(Wnsfeild
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Specs)
86. -do- Ometa Cream | Form5 MHRA Approved
20-05-2016 approved brand
Each cream Rs. 20,000/ of Auden
contains:
Mometasone
furoatelmg As Per SRO/ | Mometaderm
(0.1% wiw) 5 & 15gram. | Neophar
Pharmaceuticals
Corticosteroid
(Wnsfeild Specs)
87. -do- Rolium Ointment| Form 5 MHRA Deferred for
20-05-2016 approved the
Each gram Rs. 20,000/ Protopic / confirmation
contains: Astellas of
Tacrolimus 1mg manaufaturin
(0.1% wiw) As Per SRO/ | Eczemus by g facility for
10 & 30 Brooks Pharma. immunosupra
For treatment of | grams sant drugs.
atopic dermatitis
Immunosuppresa
nt
(Wnsfeild Specs)
88. -do- Florin Cream Form 5 FDA approved Approved
13.9% 20-05-2016 brandVANIQA
Rs. 20,000/ Cream
Each gram
contains: As Per SRO/ | Epila cream
Eflornithene 15& 30 Valor
HCL 139mg grams Pharmaceuticalg
(13.9% wiw)
Fr treatment of
unwanted facial
hairs
Anti-protozoal
(Wnsfeild
Specs)
89. -do- Witone Cream | Form 5 FDA approved Approved
20-05-2016 Tri-Lumai with change
Each gram Rs. 20,000/ | Galderma of name
contains:
Tretinoin 0.5 mg | As Per SRO/
(0.05% wiw) 15& 30 Lazma-Biolabs
Hydroquinone 4(Q grams
mg
(4% wiw)
Flucinolone
Acetonide 0.1
mg (0.01% w/w)
Melanin
Synthesis/cortico
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steroid
(ManufactureSpe
Ccs)
90. -do- Mycin Vaginal Form 5 MHRA Approved
Cream 2% 23052016 approved
Rs. 20,000/ Dalacin- Pfizer
Each gram
Contains: As Per SRO/
Clindamycin (as | 20& 40 B-Flucon Cream
Phosphate) 2 mg grams by Batala
(2% wiw) Pharmaceuticalg
Antibiotics
(USP Specs)
Dry powder injection vial (Cephalosporin)

91. | M/s. News | NewZone Form 5 MHRA Approved
Pharma, 42 | Injection 250mg | Dy # 2481 Rocephin
Sundar M Rs. 20,006/ | Roche
Industrial . 09-06-2016
Estate, | cashvial Oxidiil - Sami
Raiwind contains:

Ceftriaxone
Road, Sodium eq. to Per packh
Lahore Ceftriaxone RS RS 150/
éeéeéeée 250
Cephalosporin
USP Specification

92. | M/s. News | New-Zone Form 5 MHRA Approved
Pharma, 42 | Injection 250mg | Dy # 2485 Rocephin
Sundar v Rs. 20,006/ | Roche
Industrial _ 09-06-2016
Estate, Each vial Oxidil - Sami
Raiwind contains:

Ceftriaxone
Road, Sodium eq. to Per packh
Lahore Ceftriaxone RS RS 150/
éeéeée 250
Cephalosporin
USP Specification

93. | M/s. News | NewZone Form 5 MHRA Approved
Pharma, 42 | Injection 500mg | Dy # 2484 Orchid
Sundar v Rs. 20,000/

Industrial _ 09-06-2016 Oxidil - Sami
Estate, Each vial
Raiwind | Sontains:
Ceftriaxone
Road, Sodium eq. to Per packh
Lahore Ceftriaxone Rs. Rs. 270/
éeééeé 500
Cephalosporin
USP Specification
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94. | M/s. News | NewZone Form 5 MHRA Approved
Pharma, 42 | Injection 500mg | Dy # 2481 Orchid
Sundar IM Rs. 20,000/
Industrial Each vial 09-06-2016 Oxidil - Sami
Est_at_e ’ contains:
Raiwind Ceftriaxone
Road, Sodium eq. to Per packh
Lahore Ceftriaxone Rs. Rs. 270/
éééé 500r
Cephalosporin
USP Specification
95. | M/s. News | New-Zone Form 5 MHRA Approved
Pharma, 42 | Injection 1 GM IV | Dy # 2483 Rocephin
Sundar ) Rs. 20,000/ Roche
Industrial | Each vial 09-06-2016
Estate, (éoer#fi‘g':;ne Oxidil - Sami
Raiwind Sodium eq. to
Road, Ceftriaxone Per packh
Lahore 6ééé 1 g Rs Rs. 480/
Cephalosporin
USP Specification
96. | M/s. News | New-Ceph Form 5 USFDA Velosef Deferred for
Pharma, 42 | Injection 250 mg | Dy # 2481 i Bristol confirmation
Sundar v Rs. 20,000/ of approval
Industrial . 09-06-2016 Velosef- Bristol status by
Estate, Each vial reference
. contains:
Raiwind Cephradine with regulatory
Road, L- Arginine eq. to | Per packh authorities
Lahore Cephradine 250 | Rs. Rs. 200/
mg
Cephalosporin
USP Specification
97. | M/s. News | New-Ceph Form 5 USFDA Velosef Deferred for
Pharma, 42 | Injection500 mg | Dy # 2480 i Bristol confirmation
Sundar v Rs. 20,000/ of approval
Industrial . 09-06-2016 Velosef- Bristol status by
Estate, Each vial reference
S contains:
Raiwind Cephradine with regulatory
Road, L- Arginine eq. to | Per packh authorities
Lahore Cephradine 500 | Rs. Rs. 3606/
mg
Cephalosporin
USP Specification
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98. | M/s. News | New-Ceph Form 5 USFDA Velosef Deferred for
Pharma, 42 | Injection 1 GM IV | Dy # 2479 i Bristol confirmation
Sundar _ Rs. 20,000/ of approval
Industrial Eacth vial 09-06-2016 status by
Estate, contains: Velosef- Bristol reference

L Cephradine with
Raiwind L- Arginine eq. to regulatory
Road, Cephradine 1 gm | Per packh authorities
Lahore Rs. Rs. 650/
Cephalosporin
USP Specification

99. | M/s. News | New-rFort Injection| Form 5 Approved
Pharma4?2- | 250mg IV Dy # 2478 Yorker - Sami
Sundar ) Rs. 20,000/

Industrial | Each vial 09-06-2016
Estate contains:
Raiwi ' q Cefotaxime
aiwin Sodium eq. to
Road, Cefotaxime 250md Per packh
Lahore Rs. Rs. 2006/
Cephalosporin
USP Specification

100| M/s. News | New-Fort Injection| Form 5 FDA approved Approved
Pharma, 42 | 500mg IV Dy # 2477 claforan
Sundar ) Rs. 20,000/

Industrial | Each vial 09-06-2016
Estate, contains: Yorker - Sami
Raiwind Cefc_)taX|me
Sodium eq. to
Road, Cefotaxime 500mg Per Packh
Lahore Rs. Rs. 360/
Cephalosporin
USP Specification

101| M/s. News | New-Fort Injection| Form 5 FDA approved Approved
Pharma, 42 | 1gm IV Dy # 2477 claforan
Sundar ) Rs. 20,000/

Industrial | Each vial 09-06-2016
Estate, contains: Yorker - Sami
Raiwind Cefc_)taX|me
Sodium eq. to
Road, Cefotaxime Per packh
Lahore 1000mg Rs. Rs. 650/
Cephalosporin
USP Specification

102| M/s. News | New-Cefo Form 5 Approved
Pharma, 42 | Injection 1IGM IV | Dy # 2476
Sundar _ Rs. 20,000/ | Xytol - Kings
Industrial | Each vial 09-06-2016
Estate contains:

Raiwi ’d Cefoperazone

aiwin Sodium eq. to

Road, Cefoperazone Per packh

Lahore 500mg Rs. Rs. 350/
Salbactam Sodium
eg. Salbactam 500
mg
Cephalosporin
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Manufacture
Specification
103 M/s. News | New-Cefo Form 5 Approved
Pharma, 42 | Injection 2GM IV | Dy # 2475
Sundar _ Rs. 20,000/ | Xytol - Kings
Industrial | Each vial 09-06-2016
Estate contains:
Raiwin’ d Cefqperazone
Sodium eq. to
Road, Cefoperazone 1 | Per packh
Lahore gm Rs. Rs. 630/
Salbactam Sodium
eg. Salbactam 1
gm
Cephalosporin
Manufacture
Specification
0
Remaining cases of new section
104| M/s ALZA | Alzagan Form 5 with MHRA Approved
Pharmaceuti Ophthalmic fee Rs approved
cals, Al solution 20,000/ vide | Alphagan -
Shifa Trust Dy. # 1807 Allergan
Eye Each ml containg dated 1905
Hospital, Brimonidine 2016 Onidin - Bosch
Jehlum Tartrate 2mg
Road,
Rawalpindi | Alpha 2 agonist | Pack size &
Manufacture price as per
Specification SRO
105 M/s ValisoneG Form 5 with | Diprogenta - Approved
Crystollite | Cream fee Rs MSD SHARP &
Pharmaceuti 20,000/ vide | Dohme GMBH,
cals, Plot # | Each gram Dy. # 2275 Germany
1&2,S2, | contains dated25-07-
National Betamethasone | 2014
Industrial dipropionate ProvateG , AGP
Zone, 0.64mg eq. to
Rawat. betamethasone | Pack size &
0.5mg (0.05%) | price as per
Gentamicin (as | SRO
Sulphate) 1mg
(0.1%)
Antibiotics/steroi
d
Manufacture
Specification
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106]| M/s Herbion| Tablet ART Form 5 with | WHO Approved
Pakistan 80/480 fee Rs recommended
(Pvt.) Ltd, 20,000/ vide | formulation
Industrial Each tablet Dy. # 730
Triangle, contains dated 2701- GEN-M , Genix
Kahuta Artemether 2016
Road, 80mg Inspection repor
Islamabad. | Lumefantrine dated 0202-
480 mg Pack size & | 2016
price as per
Antimalarial SRO
Manufacture
Specification
107| M/s Gallop | G-Sol K Form 5 with KCL injection i Approved
Water fee Rs otsuka japan
Sciences, Each ml containg 20,000/ vide
404-Sundar | Potassium Dy. # 3451 KCL injection
Industrial Chloride 74.6mg| dated 1805 Otsuka
Estate, 2015
Lahore. Electrolyte
solution
USP Pack size
Specification 25ml x 100A
Rs. 1200/
108| M/s Gallop | G-S-Sol Form 5 with | Meylon  8.4% Approved
Water fee Rs OtsukaJapan
Sciences, Each 100ml 20,000/ vide
404-Sundar | contains Dy. # 3453 Meylon V-
Industrial Sodium dated 1805 Otsuka
Estate, Bicarbonate 2015
Lahore. 8.4gm
Electrolyte Pack size
solution 25ml x 100A
USP Rs. 1700/
Specification
109 M/s. Baxter | Baref 500mg Form 5 with | Cefadroxil by Approved
Pharmaceuti Capsule fee Rs M/s. Sandoz UK
cal, Karachi.| Each Capsule 20,000¢ vide
Contains: Dy. # 195 Biodroxil by
Cefadroxil as dated 2802- M/s. Novartis
Monohydrate 2016
€. 500 mg
AntiBiotic No. F. 6
Manufacturer 10/2013R-II
Specs
As per SRO
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Remaining cases of new licensed section of M/s Ray Pharma Pvt. Lkrachi : -

Firm has submitted application for withdrawal of following two products of firm which were
deferred in 24% meeting of RB

M/s Ray Pharma | Raycort Cream | Form 5 TRAVOCORT Deferred for: Rejected
Pvt Ltd, Karachi | Topical New Section 0.1/1% Cream | 1. Rectification of
03-04-2014 Dublin shortcomings/
Each gm containg Dy. No. 369 observations  in
Diflucortolone R&l preceding
valerate 1mg Rs.20,000 TRAVOCORT column.
Isoconazole 15gm/AsPer |0.1/1% 2. International
Nitrate 10mg PRC Schering Asia availability in
referenc
Anti-nflammatory 3. Final notice for
and antfungal rectification  of
shortcomings/
observations.
-do- Genticyn 4 Crean| Form 5D Quadriderm Deferred for: Rejected
Topical New Section Cream 1. Rectification of
03-04-2014 ScheringPlough | shortcomings/
Each gm containg Dy. N0.387 R&l | India observations i

Gentamicin as Rs.50,000/ preceding
sulphate.1gm 15 gm/ As Per column.
Betamethasone aj PRC 2. International
Valerate . 0.5mg availability in
Tolnaftate 10mg referenc
Clioquinol 10mg 3. Stability
studies as peg
Topical WHO/ ICH
corticosteroid and guidelines.
anti infectives in 4. Expert
combination Opinions.
5. Final notice for
rectification  of
shortcomings/
observations.
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At place of abovenentioned two products (withdrawn), firm has applied following two

products for registration as under:

S/IN Name and| Brand Name Type of Form Internation | Remarks / Decisioin
address of| (Proprietary Initial  date, | al status in| Observations
manufactu | name + Dosage diary stringent
rer / | Form + | Fee including ;egeﬂiitg;y
Applicant Strength) differential fee g
Composition Demanded Me-too
Pharmacologica | Price / Pack]| status
| Group size
Finished GMP status
product as depicted
Specification n ,
inspection
report
(dated)
110.| M/s Ray Genticyn HC Form 5 with fee | Drugent HC | Proof of | Deferred for
Pharma cream Rs 20,000/vide | Cream - approval statug the
(Pvt) Ltd, Dy. # 1058 Nigeria of same dosag| submission/
S58, Each gram dated 2405 form in | clarification
S.I.T.E, contains: 2016 Gentacort | reference of following
Karachi Gentamicin (as Epoch countries  not i.Proof of
Sulphate) 1mg provided and approval
Letter # Hydrocortisone local status of
F.6- (as acetate) Pack size of availability same dosag
10/2013 10mg 1 x 10A as per strength is| form by
RII dated PRC different from| reference
30-06-2016 | Antibiotics / proposed regulatory
steroid formulation. authorities
Specifications: ii.local
Manufacture available
strength is
different from
propose
formulation.
111.| M/s Ray Genticyn cream | Form 5 with fee | FDA Approved
Pharma Rs 20,000/vide | approved
(Pvt) Ltd, | Each gram Dy. # 1059 strength
S-58, contains: dated 2405
S.I.T.E, Gentamicin (as | 2016
Karachi Sulphate) 1mg Atcogeni
(0.1%) Atco
Letter #
F.6- Pack size of
10/2013 Antibiotics 1 x 10A as per
RIl dated Specifications: | PRC
30-06-2016 | USP
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Replacement case of new licensed section of M/s Genix Pharma, Karachi :

Firm has submitted application for withdrawalfollowing product of firm which was

deferred in 234 meeting of RB

M/s Genix Pharma
Private Limited, 44

45-B, Korangi Creek

Road, Karachi

, | 3mg/ml

HCI) 3mg

Antibiotics

Efecip ear drops

Each ml contains:
Ciprofloxacin (as

26-01-2012
Dy # 500
Rs. 8000/
Form 5

Deferred for confirmation and
placed the case before the-toe
committee for policy decision
since the firm has mentioned
glycerin 0.2gm in composition
with the submitted manufacturing
method shows that insteat of
glycerin, boric acid @gm is used
in manufacturing of drug.

Rejected

At place of above mentioned product (withdrawn), firm has applied following product for

registration as under:

S/IN Name and Brand Name Type of Form | International | Remark | Decision
address of (Proprietary name | Initial date, status in s/
manufacturer | + Dosage Form + | diary stringent Observa
/ Applicant Strength) Fee including | regulatory tions

Composition differential agencies
Pharmacological fee
Group Demanded Me-too status
Finished product Price / Pack
Specification size GMP status
as depcted in
inspection
report (dated)
112.| M/s Genix Catafin Ophthalmic | Form 5 with | MHRA Approved
Pharma Private | Suspension fee Rs approved
Limited, 44, 45 20,000f dated | Nevanae
E’r (iog??nogell g Each ml contains: | 26-05-2015 | Alcon
Karachi Nepafenac MS 1mg| Photocopy
NSAID Fenap-Valor
Specifications:
Iéelttf)e/;gll% RII Manufacture Pé.le size &
dated 2206- ErF'{Cg as per
2016

Deferred Cases.

Following cases of M/s Selmore PharmaceuticallR¥iare deferred in 288meeting due to me too
status now the firm has submitted the me too status.
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SIN Name and Brand Name Type of | Remarks on Remarks | Decision
address of (Proprietary name + Dosad Form the by
manufacturer Form + Strength) Initial date, | formulation | Evaluator
Applicant Composition diary (if any)

Pharmacological Group Fee including
Finished product | including International
Specification differential | status in
fee stringent
Demanded | drug
Price / Pack regulatory
size agencies
authorities
Me-too
status
GMP satus
as depicted
in latest
inspection
report (with
date) by the
Evaluator
113.| M/s Selmore Prozil 2.5gm Injection Form 5 Polybiotic Approved
Pharmaceutical | Dry Powder Injection Dairy No. by M/s
Lahore. Each dry powder vial 140 P.D.H
contains: dated 2801- | Laboratories
Benzyl Penicillin 2016 Lahore.
(USP) eééébs5o0 0| Rs.20,000/
Procaine Penicillin Decontrolled
(USP)é. . 1500/ Not
U mentioned
Streptomycin Sulphate
(BP)ééé2.5gm
(Broad Spectrum
Penicillin/Aminoglycosides
114.| -do- Prozil 5gm Injection Form 5 Polybiotic Approved
Dry Powder Injection Dairy No. by M/s
Each dry powder vial 140 P.D.H
contains: dated 2801- | Laboratories
Benzyl Penicillin 2016 Lahore.
(USP) eéééb50 0| Rs.20,000/
Procaine Penicillin Decontrolled
(USP)é. . 1500/ Not
U mentioned
Streptomycin Sulphate
(BP) ééésgm
(Broad Spectrum
Penicillin/Aminoglycoside
s)
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Routine Cases

Evaluator-l Muhammad Ansar

SIN Name and | Brand Name Type of Form | Remarks on| Remarks | Decision
address of| (Proprietary name + | Initial date, | the by
manufacturer | Dosage Form + | diary formulation Evaluator
/ Applicant Strength) Fee including | (if any)
Composition differential including
Pharmacological Group | fee International
Finished product | Demanded status in
Specification Price / Pack| stringent
size drug
regulatory
agencies /
authorities
Me-too
status
GMP status
as depicted
in latest
inspection
report (with
date) by the
Evaluator
115.| M/s Safe Hyrest 15mg tablet Form-5-A MHRA. Fee Approved
Pharmaceutica Midazolam Rs.8000 &| with change
Pvt Ltd Each film coated tablet | Diary No. nil/ | Orpha 15mf| 12000 is| of name and
Karachi. contains: R&l flc by M/s| photocopy.| chairman
(31 Midazolam as Dated 1605 Orpha Devel Approval | registration
Mal eat eé é é. | 2010 & Rs.22 | Austria. status  in| board is
05-2013. Pakistan is| authorized
(Benzodiazepene). not for the
As per PRC. provided. | issuance of
Manufacture Firm is GMP registration
Specifications compliant as| letter  after
per inspection confirmation
dated 0906 of Fee
2015. Rs.8000 &
12000 from
Budget and
Accounts.
116.| -do- Fayneec SR 50m¢ Form 5 Austria. Fee Rs. Approved
(15 Capsule Deflamat 12000 & and chairmar
17-02-2010 50mg 8000 are | registration
Each capsule contains: | Rs.8000 vide Capsule byl photocopy.| board is
Diclofenac sodium as Sk diary No. Nil | M/s Astellas authorized
Pel |l et s ééé é| (Photocopy) Pharma. for the
R&l 22-05 issuance of
NSAID 2013 Rs.1200(¢ Local. registration
(Photocopy). | Mobikare letter  after
Manufactur e 50mg by M/s confirmation
Specifications As per SRO. | Barrett. of Fee
Rs.8000 &
Source Of Pellets 12000 from
M/s Vision Budget and
Pharmaceuticals Kahut Accounts.
road, Islamabad.
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M/s SafePharmaceuticals Pvt Ltd, Karachi.

Firm initially applied following formulation:

Azi

Zerox Capsule 500mg
Each capsule contains:

thromycin as

Regsitration Board in its 280meeting decided as under:

Applicants shall either revise their formulation to tablet dosage form, if not registered
previously and if manufacturing facility is approved by CLB (new registration

application with complete fee) or,
Shall submit Pharmaceutical development data inctuditability, bioavailability/
bioequivalence studies within six months period.
For already registered drugs, same procedure as mentioned above (at Sr. No. i & ii)
shall be adopted. Otherwise show cause notice shall be issued for deregistration of
drug inthis formulation.
Al | such application shal/l

Di hydr at eéeé.

be

processed

(0]

n

Now the frim has changed its application as per decision of the board. The application was not
discussed / considered previously.

118.

Zerox Tablet 500mg
Each film coated

contains:
Azithromycin

Antibiotic

Di hydr at eéé.

table

as
.9

Form5

01-02-2016 vide diary No. 63(
Rs.20,000.

As per SRO.

Previous  application  fo
Capsule Zerox 500mg 102-
2010 Rs.8000 & 2P5-2013
Rs.12000

FDA.

Zithromax

500mg by M/s Pfizer

Local.
500mg
Novartis

AZmox
by Mis

Approved

The product was deferred in 25eeting for the confirmation whether the firm already has
registered the same product with same strength and dosage form.

Now the firm has submitted the undertaking that they ddvawe registered product azithromycin
500mg tablet before, the product in said dosage form is appligue.
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M/s. Wimitis pharmaceuticals has requested that the following products was deferret] ineztihig

of Registration Board due to confirmatiohformulation and Experts opinion.

M/s. Wimits
Pharmaceuticals
Plot No.129,
Sunder
Industrial Estate
(P.l.LE) Raiwind
Road, Lahore.

CocciClose
Water Soluble
Powder
Each
contains:
Sulphaquinoxaline
Sodium
USPéé200
Sulfadimidine
Sodium
BPéé.
Diaveridine
HCI éé. 5
Vitamin
BPéééez25
U

Vitamin K3
BPéeée. 2mg
Colistin  Sulphate
BPée500, 0
(Anticoccidial)
Finished produc
specifications are
Manufacturer.

gm

8 2.

0
A
0

1.Form5
2.0301-2014
Dy. No.20
3.0301-2014
Rs.20,000/
Decontrolledpack
size

100g

2509

500g

1 Kg

2.5 Kg

1. Same
formulation with
same strength &
same
combination not
found.

2. Darvicox WSP
3. Firm was
inspected on 26
11-2013 for grant
of DML by
Formulation.

deferred for
confirmation
of
formulation.

Rejected
as
requesteq
by the
firm

M/s. Wimits
Pharmaceuticals
Plot No.129,
Sunder
Industrial Estate
(P.LE) Raiwind
Road, Lahore.

Dairy King
Granules/Powder
Each Kg
contains:

Vitamin A USP
eé. 0.8gm
Vitamin Ds
USPéé. 0.
Vitamin E USP
€0.38gm
Vitamin B; USP
.1.0gm

Vitamin B, USP
e 1.25gm
Vitamin B, USP
€e0.001gm
Vitamin Bz USP
.6.25gm

Copper Sulphat
BPé. . 0. 2
Magnesium
Sulphate
€25.0gm

BF

1.Form5
2.0301-2014

Dy. No.12
3.0301-2014
Rs.20,000/
Decontrolledpack
size

1Kg

5 Kg

25 Kg

Rejected
as
requesteq
by the
firm

Minutesfor 261" Registation Board Meeting

125



Calcium Chloride
BP 0.023gm
Zinc Sulphate
USP ....2.17gm
Manganese
Sulphate
€eél1ogm
Potassium lodide
BP é. 0.
Sodium  Selenite
Uspé . . 0. 0

BF

Phosphorus
BP...150gm
Sodium Chloride
BP é120g
Vitamin Bg USP
4gm

(Minerals +
Vitamins)

Finished produc
specifications are
Manufacturer.

M/s. Wimits | Wimtox Injection | 1.Form5 1. Not found in| Deferred for| Rejected
Pharmaceuticalg Liquid Injection | 2.0301-2014 reference  drug expert as
Plot No.129, Each ml of liquid| Dy. No.03 agencies, opinion . requestec
Sunder injection 3.03-01-2014 however, by the
Industrial Estatg contains: Rs.20,000/ Novacoc firm
(P.I.LE) Raiwind| Novaminsulfon Decontrolledpack | Solution for
Road, Lahore. | 40mg size Infusion

Etilefrin B.P| 100ml containing

0.2mg 250m| Metamizole,

Calcium 500m| caffeine, calcium

Gluconate B.F gluconate,

100mg magnesium

Magnesium gluconate,

Gluconate B.H sodium

10mg dihydrogen

Sodium Salicylate phosphate

B.P 7mg dihydrate

Nicotinamide B.P acetylmethionine

0.3mg glucose, is

Caffeine B.P present

10mg internationally.

Boric Acid B.P 2. Aminox

10mg Injection

(Analgesic  ang 3. Firm was

Antipyretic) inspected on 26

Finished produc 11-2013 for grant

specifications are of DML by
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Manufacturer.

Formulation.

Now the firm has submitted the letter fejection of above mentioned 03 products at sr-11®
Submitted for consideration

Routine Import cases:
Evaluator-l Muhammad Ansar.

1109. M/s. Group 9 | Propofol G9 2% Form 5A COPP Deferred for
Pakistan, Emulsion for Infusion| Dy.No.197 issued by | the submissiorn
Karachi./ Each 1ml emulsion 27-03-2013 Germany | of following
M/s. Corden | -gntains: Rs.50,000/ dated 11 | i.Legalized
Pharma S.p.A. Propofol é¢ 01-2012. | valid COPP
Viale delle ii. Stability
Industrie, mg . data as pe
Caponago, | (General Anesthesia) conditions  of
Italy. Zone IV-A

iii.Approval
status in
reference
countries.

120. M/s. Group 9 | Propofol G9 1% Form 5A Original Deferred for
Pakistan, Emulsion for Infusion| 27-03-2013 certificate | the submissior]
Karachi./ Each 1ml emulsior Py No.198 of GMP of following
M/s. Corden | -gntains: Rs.50,000/ complian |.L§:gal|zed
Pharma S.p.A, Propofol éé ce valid COPP
Viale delle attached, | ii.Stability
Industrie, mg . COPP of | data as pe
Caponago, | (General Anesthesia) Italy, conditions  of
Italy. Stability Zone IV-A

data iii.Approval

provided. | status in
reference
countries.

121. M/s. Zenith Perfect Fine Surgical | Form 5A Deferred for
International, | Tape (Non Woven) 16-05-2014 the submissior
Room lcm x 910cm Rs.50,000/ Original of following
No0.104, Tahir | 1.25cm x910cm COPP & i.Legalized
Plaza, A/20, | 2.5cm x 910cm other valid
Block 7 & 8, | 5cm x 910cm certificate | COPP/Free
K.C.H.S.U., 7.5cm x 910cm of China. | sales
Karachi. / 1cm x 900cm certificate
Manufactured | 1.25cm x 900cm ii. Stability
by - 13cm x 1000cm data as pe
M/s. Jiangsu | 13cm x 5000cm conditions  of
Nanfang 13cm x 6000cm Zone IV-A
Medical Co., | (Surgical Tape) iii.Approval
Ltd., 05 years status in
1 Guoxiang reference
Rd, Wujin countries.
Economic
Development
Zone,

Changzhou
City, Jiangsi
Province,
China.
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Exported by:

M/s. Hospital
& Homecare
I/E Co.,
Nanjing
China, Central
Business
Distrrict,
Nanjing,
China.

122. M/s. Chiesi Foster Nexthaler Form 5A Original Deferred for
Pharmaceutic | Pressurized Metered Diary No. 390 COPP of | the submissior]
als (Pvt) Dose Inhaler 20-05-2014 Italy of following
Limited, 60/t | Each metered dose of | Rs.100,000/ dated 10 | i.Legalized
A XX, Phase | 10mg inhalation powdet 6-2013, valid
I, contains: Latest COPP/Free
Commercial | 100mg of GMP was| sales
Zone, Beclomethasone conducte | certificate
Khayabare- | Dipropionate Anhydrous d1712- ii.Stability
Igbal,D.H.A. | and 6mg of Formetrol 2010. data as pe
Lahore./ Fumarate Anhydrous conditions  of
M/s. Chiesi this is equivalent to a Zone IV-A
Farmaceutici | delivered dose of 81.9 iii.Approval
S.P.A. Via microgram status in
Palermo 26/A,| Beclomethasone reference
43100 Parma | Dipropionate Anhydroug countries.
Italy. and 5.0mg of formotero iv.confirmatio

Fumarate anhydrous. n of fee as
(Corticosteroid and already

Long Acting B, submitted is &
Agonist) photocopy.

24 months

123. M/s. 1.Flixotide Nebules | 13-03-2014 Original Deferred for
GlaxoSmithKl | 2mg/2mlinhalation Rs.50,000/ COPP of | original COPP
ine Pakistan | 2 |nhalation Melbourn | of
Limited, 35 e Melbourne
Dockyard 3'Eac-h n.ebule Australia | Australia

contains: > >
Road, West . original original copy
Whatrf, FIutlcaso_ne copy of of bank
Karacht Propionat ¢ bank challan
74000. / 4.Corticosteroid for challan | stability data
M/s. inhalation use in stability provided
GlaxoSmithKI | Asthma patients. data
ine Australia | 5.36 months provided
Pty Ltd.
Boronia,
Australia.

124. M/s. Panadol Pain Relief 21-10-2013 Original Deferred for
GlaxoSmithKI | Sachet Rs.100,000/ COPP of | original COPP
ine Pakistan | Each sachet contains: united of united
Limited, Paracet amol kingdom kingdom
Karachi. / g Original Original
M/s. (NSAID). deposit deposit slip
GlaxoSmithKI slip Stability data
ine Consumer Stability provided
Healthcare data CHECK M/S
GmbH & Co. provided | ADRESS
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KG CHECK
Bussmatten M/S
Bunhl, ADRESS
Germany

125. M/s. Zenith 1.Perfect Fine Silk 26-02-2014 Deferred for
International, | Braided Surgica| Rs.100,000/ DUPLIC the submission
Room # 104, | guture with Needlé ATE of following
Tahir Plaza, All sizes COPY i.Legalized
A-20, Block 7 2. Surgical Sutures OF COPP| COPP/free
&8, ' of China sales
K.C.H.S.U., 3. 05 years Copy of certificate
Karachi./ GMP ii.Stability
M/s. certificate | data as pe
Shandong conditions  of
Sinorgmed Original Zone IV-A.
Co., Ltd. deposit ISO/EC
Middle Jinan slip certificate for
Road Heze medical
Development devices.

Zone, iii.Verification
Shandong of fee as
Province, already
Shandong submitted is &
274000, photocopy.
China.

126. M/s. Zenith 1.Perfect Fing 26-02-2014 Deferred for
International, | Polyglycolic Acid | Rs.50,000/ DUPLIC the submission
Room # 104, | synthetic Absorbabl ATE of following
Tahir Plaza, ; ; COPY i.Legalized
A-20, Block 7 ﬁ:regéf: I( Aﬁiti;rees\;\/lth OF COPP| COPPI/free
& 8, . of China sales
K.C.H.S.U., 2.Surgical Sutures Copy of certificate
Karachi./ 3.05 years GMP ii. Stability
M/s. certificate | data as pe
Shandong conditions  of
Sinorgmed Original Zone IV-A.
Co., Ltd. deposit ISO/EC
Middle Jinan slip certificate for
Road Heze medical
Development devices.

Zone, iii.Verification
Shandong of fee as
Province, already
Shandong submitted is &
274000, photocopy.
China.

127. M/s. Zenith 1.Perfect Fing 26-02-2014 Deferred for
International, | Monofilament Rs.50,000/ Duplicate | the submission
Rorc])m #; 104, Polypropylene copy OFf of follciwindg
Tahir Plaza, ; ; COPP o i.Legalize
A-20, Block 7 Eléregdl(lzjkl?:;[;éis witl China COPP/free
& 8, : ) Copy of sales
K.CHS.U, |2-Surgical Sutures. GMP certificate
Karachi./ 3.05 years certificate | ii.Stability
M/s. data as pe
Shandong Original conditions  of
Sinorgmed deposit Zone IV-A.
Co., Ltd. slip ISO/EC
Middle Jinan certificate for
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Road Heze

medical

Development devices.
Zone, iii.Verification
Shandong of fee as
Province, already
Shandong submitted is &
274000, photocopy.
China.

128. M/s. Zenith 1.Perfect Fing Form 5A Deferred for
International, | Chromic Catgut Diary No. 600 Check the submission
Room # 104, | Absorbable Surgica 26—02—2014/ C:\)PP of | of foIIolwindg
Tahir Plaza, ; Rs.100,000 China i.Legalize
A-20, Block 7 ih’tu-re with - Needls Original COPP/free
&8, SIZ€S. GMP sales
K.C.H.S.U., 2.Surgical Sutures certificate | certificate
Karachi./ 3.05 years ii. Stability
M/s. data as pe
Shandong conditions  of
Sinorgmed Zone IV-A.
Co., Ltd. ISO/EC
Middle Jinan certificate for
Road Heze medical
Development devices.
Zone, iii.Verification
Shandong of fee as
Province, already
Shandong submitted is 4
274000, photocopy.
China.

129. M/s. 1.Master Sutures %il| 24-01-2014 Original Deferred for
Samer i g Braided with Needle | Rs.100,0006/ deposit the submissior
Enterprises, | 2. Surgical Sutures. slip of following
4-First Floor, Duplicate | i.Legalized
H.J. Centre, 3.05 years copy of COPP/free
Kutchi Gali COPP of | sales
No.2, Marriott china certificate
Road, ii.Stability
Karachi./ data as pe
M/s. Medico conditions  of
(Huaian) Co. Zone IV-A.
Ltd. South ISO/EC
Guangzhou certlflcate for
Road, mec_jlcal

) devices.
Huaian, iii.Verification
Jiangsu, of fee as
Ch|na a|ready
Exported submitted is a
by: photocopy.
M/s. Medico
(Huaian) Co.

Ltd. South
Guangzhou
Road,
Huaian,
Jiangsu,
China.
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130. M/s. 1.Master 24-01-2014 Deferred for
Samer i § Chromic Catgut with Rs.100,000/ Original the submissior
Enterprises, | Needle deposit of following
4-First Floor, ; slip i.Legalized
H.J. Centre, g.oiu;glgrasl sutures. COPP/free
Kutchi Gali ) Duplicate | sales
No.2, Marriott copies certificate
Road, ii.Stability
Karachi./ data as pe
M/s. Medico conditions  of
(Huaian) Co. Zone IV-A.
Ltd. South ISO/EC
Guangzhou certificate  for
Road medical
Huai ' devices.

uaian, iii. Verification
Jiangsu, of fee as
China. already
Exported submitted is &
by: photocopy.
M/s. Medico

(Huaian) Co.

Ltd. South

Guangzhou

Road,

Huaian,

Jiangsu,

China.

131. M/s. Novartis | 1.Sandimmun Neoral| 21-03-2014 Duplicate | Deferred for
Pharma 50mg Capsules Rs.100,000/ of deposit| the submissior|
(Pakistan) 2.Capsules slip of following
Limited, 15 3.Each capsule i.valid
West Wharf, contains: Original legalized
Karachi./ s COPP of | COPP.
Manufacturer (’Zy’clqsp’)orln Australia | ii.Stability
ed by: eeee. 50mg data as pe
M/s. Catalent | 4.Immunosuppressan Duplicate | ICH
Germany 5.36 months of GMP | guidelines.
Eberbach iii.Confirmation
GmbH Stability | of nature of
Gammelsbach data dosage form
er Str. 2 provided | whether soft ge
69412 or hard gel
Eberbach, capsule.
Germany.

License
Holder *
M/s. Novartis
Pharma
GmbH
Roonstr. 25
90429
Nurnberg,
Deutschland,
Germany.
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132. M/s. 1.Ventolin Rotacaps | 2503-2014 Original Deferred  for
QIaxoSmithKI 200mcg Inhalation Rs.50,000/ d<_aposit the submissior
T_e f[’aglstan 2 Inhalation sollp - 'OfS fotI)IO\_Nm_g

imited, 3.Each Rotacaps rigina i.Submission
35-Dockyard tains: P COPP of | of valid
Road, West contains. Australia | legalized
Wharf, Sal butamol Stabilty | COPP.
Karachi./ cg (as sulphate) data i Stability

M/s. 4.Bronchodilator for provided | data as pe
GlaxoSmithKI | inhalation use in Check ICH

ine Australia | Asthma patients. GMP guidelines.
Pty. Boronia, | 5.36 months certificate | iii.Fee
Australia. confirmdion

133. M/s. Combine | 1.Folicom Solution 14-04-2014 Original Deferred  for
Pharma, for Injcction Rs.100,0006/ deposit the submission
ﬁz_lr45,P|\l/leer 2.Injection é”l?' - PI/fol!g)Wi”g

isar Plaza . rigina i.Vali

» | 3.Each mL contains: 9

Nishtarabad Calcium COPP of | legalized
Chowk, . . . korea COPP.
Peshawar, Folinat _e ee Free sale | ii.Stability
KPK, (as 15mg of Folinate) certificate | data as pe
Pakistan./ 4.Detoxifying Agents. Original | conditions of
M/s. Samjin | 5.24 months GMP ICH
Pharmaceutic certificate | guidelines.
als Co. Ltd., Stability | iii. Confirmation
904-2, data of fee from
SangsinRi, provided | budget and
Hyangnam accounts.

EUP, iv. Approval
HwaseongSi, statrus by
GyeonggiDo, reference
Republic of regulatory
Korea. authorities

134. M/s. Intra Demotek Triple Blood Form 5A The firm Deferred for
Health, Bag with Diary No. 354 has not the submission
26/'?: lJJ”itt_ Anticoagulant Citrate (F)f*%%%%%‘/‘ :Orovli_de‘; Ef fo”l‘?Wi(;‘g

0.1, Justice ; s.50, egalize egalize
Phosphate Adenine
ramlan | souion CeDAL
718, K'.C.H.S., Eat _109m| CPDAL issued on | Certificate.
Karachi./ contains: 1-11- Stability data
M/s. Citric Acid 2013 (Not| as per watel
Demophorius | ( Anhydrous) legalized) | loss
Limited, 196 | Sodium Citrate conditions.
Archbishop | ( Di hydrate)
Makarios I, m?mbﬁsﬂc Sodium
3030 ospnhate
Limassol, gMo?ohydrate)..O.ZZZg
CVDrUS. extrose
w (Monohydrate)3.19g
Adenine
éeééé. . 0.027
Water for injection
€6é6¢é100ml
(Blood Bags).
03 years
Minutesfor 261" Registation Board Meeting 132



135. M/s. Intra Demotek Quadruple | Form 5A The firm Deferred for
Health, . Blood Bag with Diary No. 356 has not the submissior
36/?1 g”'tt, Anticoagulant Citrate g@%%%%lo‘/‘ Frovll'deil Ef folllpwl;\g

0.1, Justice ; s.50, egalize egalize
Inamullah ghos_phate Adenine document| COPP/Free
olution CPA-1

Road, Block s. FSC sales
7/8, K.C.H.S,, Each . 100ml CPDA issued on | Certificate.
Karachi./ contains: 1-11- Stability data
M/s. Citric Acid 2013 (Not| as per watel
Demophorius | (Anhydrous) legalized) | loss
Limited, 196 |Y- S. P. eeeece conditions.
Archbishop | 2999 ,
Makarios IlI, Sodium Citrate
3030 (Dihydrate)
Limassol, U.S. P. ééeeéeeéeé
Cyprus. 2.639 _

Monobasic Sodium

Phosphate

(Monohydrate)

U. S. Péééecéeé

2229

Dextrose

(Monohydrate)

U.S. P. éeecéég

.19¢g

Adenine U.S.P.

€. 0.0275¢g

Waterfor injection

€e100ml

(Blood Bags).

03 years

136. M/s. Sncura | Bendamustine Form-5-A Deferred for
Enterprises Hydrochloride Powder | Diary No. 425/ the submission
Pakistan (Pvt)| for Injection 100mg/vial | R&I of following
Ltd., Saddar, | Powder for injection Dated 1712- i.Legalized
Rawalpindi. / | Each vial contains: 2013 Rs.50000 COPP/Free

Bendamustine Not mentioned. sales

Hydrochl or i certificate.
M/s. Emcure | Omg ii.Stability
Pharmaceutic | Antineoplastic. data as pe
als Ltd., conditions  of
Plot No. P1, Zone IV-A.
IT BT Park iii.Finished
Phasdl, product
M.I.D.C., pecifications
Hinjwadi, iv.Approval
Pune411 057, status in
India. reference

countries.

137. M/s. Saru Healthicon Incise / PU | Form-5-A Deferred for
International, | Drape Diary No. 583 the submissior
Karachi. / Wound Care / R&I 11-06- of following

03 years 2012 i.Legalized
Rs.15000/ COPP/free
M/s. Jiangxi 06-02-2014 sales
3L Medical Rs.85000/ certificate.
Products Not Attached ii. Stability
Group Co, data as pe
Ltd., Jiangxi, conditions  of
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China. ZonelV A.
Sole agency
agreement.
iii.Approval
status in
reference
coutries

138. M/s. Saru Healthicon Adhesive / | Form-5-A Deferred for

International, | PE Wound Dressing / Diary No. 585/ the submission

Karachi./ roll R&l 11-06-2012 of following

Wound Care Rs.15000/ i.Legalized
03 years 06-02-2014 COPP/free

M/s. Jiangxi Rs.85000/ sales

3L Medical not Attached certificate.

Products ii.Stability

Group Co, data as pe

Ltd., Jiangxi, conditions  of

China. ZonelV A.
Sole agency
agreement.
iii.Approval
status in
reference
coutries

139. M/s. Saru Healthicon Microporous| Form-5-A Deferred for

International, | /PE Surgical Tape Diary No. 584/ the submission

Karachi./ WoundCare R&l 11-06-2012 of following

03 years Rs.15000/ i.Legalized
06-02-2014 COPP/free

M/s. Jiangxi Rs.85000/ sales

3L Medical Not Attached certificate.

Products ii. Stability

Group Co, data as pe

Ltd., Jiangxi, conditions  of

China. ZonelV A.
Sole agency
agreement.
iii.Approval
status in
reference
coutries

140. M/s Otsuka Meptin Tablets Form 5A Priority Approved

Pakistan Ltd. | Eqch tablet 09-06-2014 applicatio

30-B, ‘L Rs.100,000/ n after

S.M.C.H.S,, contains: swapping

Karachi. Procaterol

Factory: F/4- | Hydrochloride COPP

9, Hub Hydrate issued by

Industrial JPé é. 50m Taiwan

Trading Estate

(H_I,TE)’ 03 years

Distt. Bronchloride.

Lasbella,

Balochistan.

M/s. Taiwan

Otsuka

Pharmaceutic

al Co. Ltd.

ChunglLi Fac
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tory 15, Jyi
Lin Road,
Chungli,
Taoyuan
County,
Taiwan,
R.O.C.

Under
License

from: -

M/s. Otsuka
Pharmaceutic
al Co. Ltd., 2
9, Kanda
Tsukasamachi
, Chiyodaku,
Tokyo, Japan.

141. M/s. Novartis | Entresto tdJperio Form 5A COPP was| Approved
Pharma 100mg issued by
(Pakistan) Dy No. 331 Swiss
Limited, 15 Each film Coatd Tablet | dated 3609 Medic
West Wharf, | Each film coated tablet | 2015 Switzerlan
Karachi. contains: Rs.50,000/ don 17

200mg 09-2015
Product Sacubitril/Valsartan Rs.16297/28 GMP
License 97.2 mg Sacubitril and | tablets compliant
Holder: - 102.8mg Valsartan as per
M/s. Novartis COPP.
Pharma Stein | (Treatment of Heart COPP
AG, Stein, Failure) mentionin
Switzerland. g two
Manufacture | 24 months manufactu
r: rers
M/s. Novartis
Pharma Stein
AG,
Schaffhausertr
asse 4332
Stein,
Switzerland.
M/s. Novartis
Singapore
Pharmaceutic
al
Manaufacturi
ng Ptc. Ltd.,
10 Tuas Bay
Lane 637461
Singapore,
Singapore.

142. M/s. Novartis | Entresto tdJperio Form 5A COPP was| Approved
Pharma 50mg issued by
(Pakistan) Each film Coated Tablel Dy No. 33 Swiss
Limited, 15 Eachfilm coated tablet | Dated.3609 Medic
West Wharf, | contains: 2015 Switzerlan
Karachi. 200mg Rs.50,000/ don 17

Sacubitril/Valsartan 09-2015
Product 97.2 mg Sacubitril and | Rs.9,762/28 GMP
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License 102.8mg Valsartan tablets compliant

Holder: - as per
M/s. Novartis | (Treatment of Heart COPP.
Pharma Stein | Failure) COPP
AG, Stein, mentionin
Switzerland. | 24 months g two
Manufacture manufactu
r: rers.

M/s. Novartis
Pharma Stein
AG,
Schaffhausertr
asse 4332
Stein,
Switzerland.

M/s. Novartis
Singapore
Pharmaceutic
al
Manaufacturi
ng Ptc. Ltd.,
10 Tuas Bay
Lane 637461
Singapore,
Singapore.
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Evaluator-IV Salateen Waseem Philip
Routine Case.

S/ | Name and| Brand Name Type of | Remarks | Remarks | Decision
N | address of| (Proprietary name + | Form on the| by
manufactur | Dosage Form  + Initial formulati | Evaluator
er / | Strength) date, on (if
Applicant Composition diary any)
Pharmacological Fee including
Group includin | Internati
Finished product | g onal
Specification differen | status in
tial fee | stringent
Demand | drug
ed Price| regulator
/| Pack|y
size agencies
authoriti
es
Me-too
status
GMP
status as
depicted
in latest
inspectio
n report
(with
date) by
the
Evaluato
;
143 M/s Star Cebect 2gm Form 5 Approved
Laboratories| Injection Dairy
, Lahore. Each vial contains: | No.552
Priority Cefoperazone Sodiun dated
#635 USP as 11-10
Cef oper azo 2013
Omg Rs.20,00
Sulbactum Sodium | O/
USP as As Per
Sul bact amé SRO
(Cephalosporin
Anitibiotic)
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144 M/s Opal Opatax Form 5 Deferred
Laboratories| Powder for Injection | Dairy for the
Karachi. Each vial contains. No. Not confirmatio
Priority Cef ot ax i me mention n of
#2378 (Antibiotic) ed manufactur

dated ing facility
12-06-

2013

Rs.20,00

0/-

16s

per SRO

144 M/s Opal Opatax Form 5 Deferred
Laboratories| Powder for Injection | Dairy for the
Karachi. Each vial contains. | No. Not confirmatio
Priority Cef ot ax i me menton n of
#2379 (Antibiotic) ed manufactur

dated ing facility
12-06-

2013

Rs.20,00

0/-

16s

per SRO

144 M/s Seatle | Lyxib Form 5 Deferred
Pharma Tablets Dairy for the
Lahore. Each Tablet contains, No. Not confirmatio
Priority Chl or di a z € mention n of me too
#2415 mg ed status anc

Clindinium dated approval

br omi de é. 2 12-07- status  in

(Benzodiazepine 2013 reference

derivative Rs.20,00 authorities.

Antichlinergic agent) | 0/ Commitme
300s nt as per
91.08 decision of

RB

147 M/s Paktex | POP bandges Form 5 Deferred
Industries Surgicaldressing Dairy for
Kamoki Strength of active No. submission
Priority # ingredients per unit. | 5113 of
1157 Cotton gauze, Paper,| dated commitme

Bleach Calcium 18-06- nt as per
sulphate 2011 decision of
(Surgical dressing) | Rs.8,000 RB
/-
05-08
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2013
Rs.12,00
0/-
7.5cmx2
./m
10cmx2.
m
15cmx2.
m
Rs.65¢
Rs.130/
Rs.170/

144 M/s Barrett | Prostsilo Form 5 | Rapaflo | Stability Deferred
Hodgson Capsule D by M/s| data is| for
Karachi. Each Capsule Dairy Wastson | required ag submission
Priority contains: No.Not | USA per  new| of stability
No.2411 Si |l odosi n | mention molecule | data as pe

(Adrenoceptorantagol ed policy. guidelines

ist) Dated.1 approved
5-07- by
2013 Registratio
Rs.50,00 n Board in
0/- 251%
100s meeting
per SRO

149 M/s Barrett | Co-Baritec A Form 5 | Tribenzor | Stability Deferred
Hodgson Tablet D by M/s| data is| for
Karachi. Each tablet contains: | Dairy Daiichi required ag submission
Priority Olmesartan No.Not | Sankyo |per new| of stability
No.2411 me d o x o mi | € mention | Japan molecule | data as pe

Aml odi phi ned policy. guidelines
Hydrochlorothiazide | Dated.2 approved
€. 12. 5mg 1-12- by
(Angiotensin Il 2012 Registratio
receptor) Rs.20,00 n Board in

0/- 251%

02-08 meeting

2013

Rs.30,00

0/-

1006s

per SRO
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15( M/s Barrett | Loxibar-P Form 5 Stability Deferred
Hodgson Tablet D data is| for
Karachi. Each tablet contains: | Dairy required as confirmatio
Priority Lor noxi c an No.Not per  new| n of
No.2411 Par acet amo mention molecule | approval

g ed policy. status by
(NSAID) Dated.3 reference
0-09 regulatory
2013 authorities
Rs.50,00
0/-
506s/
per SRO

15] M/s Barrett | Gutset Form 5 | Gantaton | Formulatio | Deferred as
Hodgson Tablet Dairy by M/s|n is | the
Karachi. Each tablet contains: | No.Not | Abbott deferred in| formulation
Priority Itopride mention | Pharma | M-250" is deferred
No.2411 Hydr ochl or|ed meeting of| for review

g Dated.0 the Board. | in M-250"
(Gastroprokinetic) 7-01- meeting of
2013 the Board.
Rs.20,00
0/-
100s
per SRO

153 M/s Hilton | Rivar Tablet Form 5 Already
Pharma Each tablet contains: | Dairy considered
Karachi. Ri var ox lmng n No.106 in 258"
2118 (Anti-thrombotic) Dated.2 meeting.

3-01- No further
2013 action.
Rs.20,00

0/-

As per

SRO

153 M/s Hilton | Capsule toploss Form5 | FDA Firm needs Deferred
Pharma 3.75/23 D with | appioved | to provide| for the
(Pvt.) Ltd, prescrib | Qsymia, | following | submission
13, Sector | Each capsule contain| ed fee of| Vivus documents | of
15,Korangi [Phent er mi n Rs / following
Industrial g Topi r amal 50,000 information | documents
Area, mg vide Dy for /

Karachi # 699 GMP completion | information
2144 (anti-epileptic) dated compliant | of for

Manufacture 31-01- section application.| completion
Specification 2013 vide 1 Comple | of

inspection te application.
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report descript| § Comple
Pack dated ion of te
size dosage descript
10sA form. ion of
Rs. M1 Formul dosage
3,800¢ ation form.
20sA details |  Formul
Rs. as per ation
7,600¢ innovat details
30sA or as per
Rs.11,40 brand. innovat
0/- { Stabilit or
y data brand.
as per| | Stabilit
guidelin y data
es of as per
251° guidelin
RB es of
meeting| 251
RB
meeting
154 M/s Getz| Lyta 40mg Capsule | Form 5 Balance feg Deferred
Pharma, Each capsule contain| D submitted n| for: Fee Rs|
(Pvt), Ltd,| Enteric coated pellets| Dy. No: GMP  of | 15000¢
Karachi of Duloxetine HCl eq.| 114 pellets and 5000/
2053 to Dated source are
Dul oxet i neg 19.02.20 provided. | Photocopy
11 and Rs.
(selective serotonin | Rs. Fee Rs,) 80000¢ is
norepinephrine 15,000¢f 15000¢ Original
reuptake inhibitor) | 19.09.20 and 5000/ | Stability
13 are data as pe
(Manufacturer specs| Rs. Photocopy | guidelines
5,000¢ and Rs. approved
80000¢ is | by the
Source of Pellets Dy. No: Original board is not
M/s. Alphamed 023 Stability provided
Formulations Pvt Lt¢ Dated data as pe| Stability
Sy. No 225, 17.0520 guidelines | Data of
Sampanbole Village,| 16 approved | source Of
Shameerpet Mandal| Rs. by the| pellets for
Ranga Reddy 80,000¢ board is not Duloxetine
District-500 078, provided is not
Telangena State, Rs. Stability provided.
India 645/ Data of| Confirmati
, source offon of me
925/ pellets for| too status
Duloxetine
Minutesfor 261" Registation Board Meeting 141



is not

provided
159 M/sBasel | Artecom Tablets Form 5 Inspection | Deferred
Pharmaceu| Each tablet contains] Fee report is for the
icals, Ar t emet h e | dated not submission
Multan g 18.05.20 Provided | of
industrial | Lumef ant r i1l following
Estate, mg Rs. Commitme | i.Inspection
Multan 8,000¢ nt as per | report
240 Anti-malarial 12.02.20 decision of | ii.Commit
14 board is nof ment as pel
Rs. provided decision of
12,000¢/ Finished board
(Photoco product lii.Finished
py) specificatio | product
n are specificatio
Rs. incomplete.| n are
2641/ Fee Rs. incomplete.
8000f and | iv. Fee Rs.
120004is | 8000f and
Photocopy | 120004 is
Photocopy
15¢ M/s Swiss | Swissmether Plus | Form 5 Inspection | Deferred
Pharmaceu| suspension Dated report is for the
icals, Pvt, | Each 5ml contains: | 30.07.20 not submission
Ltd, Artemet hetl0 Provided | of
Karachi g Rs. following
2161 Lumef ant r i8,000f Commitme | i.Inspection
mg 31.07.20 nt as per report
13 decision of | ii.Commit
Anti-malarial Rs. board is nof ment as pet
12,000¢f provided decision of
(photoco Finished board
py) product iii.Finished
specificatio | product
Rs. n are specificatio
105/30m incomplete.| n are
I Fee Rs. incomplete.
8000 and | iv. Fee Rs.
120004is | 8000f and
Photocopy | 12000/ is
Photocopy
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157 M/s Venus| Clarithrovin Form 5 Documents| Deferred
Pharma, | Tablets Dated not signed | for the
23km Each tablet contain: | 04.06.20 by Quality | submission
Multan Clarithr o110 Control of
road, 500mg Rs. manager. | following
Lahore 8,000¢ Inspection | i.Inspection
1046 Macrolide antibiotic | 05.11.20 report is report
13 not ii.Commit
Rs. Provided | ment as pel
12,000/ decision of
(photoco Commitme | board
py) nt as per | iii.Finished
decision of | product
Rs. board is not specificatio
398/ provided n are
Finished incomplete.
product iv. Fee Rs.
specificatio | 8000f and
n are 12000 is
incomplete.| Photocopy
Fee Rs.
8000f and
120004 is
Photocopy
Complete
disruption
of
formulation
IS not
provided
158 M/s Remisole Plus Form 5 | Internatio | Inspection | Deferred
Remington| Syrup (Sugar free) | Dated nal & report is for the
Pharmaceu| Each 5ml contains: | 30.04.20| Me-too not submission
icals, Aminophylline 12 availabilit | Provided | of
Multan UskPeée. .. 32|Rs. y may be following
road, Diphenhydramine 5,000f | verified Commitme | i.Inspection
Lahore HCI BPéeé8|30.07.20 nt as per | report
Ammonium Chloride| 15 decision of | ii.Commit
1568 BPéé30mg Rs. board is not ment as pel
Menthol 12,0004 provided decision of
BPeé. . 0. 98] (photoco Finished board
py) product ii.
Expectorant specificatio | Finished
Price as n are product
per PRC incomplete.| specificatio
Fee Rs. n are
8000f and | incomplete.
12000fis | iv. Fee Rs.
Photocopy | 8000 and
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Complete | 12000 is
disruption | Photocopy
of v.Approval
formulation | status in
IS not reference
provided countries
and
Pakistan.
159 M/s Sharex| Cynoplex Injection | Form5 | Internatio | cGMP Deferred
Laboratorie| Each 2ml ampoule | Dy. No: | nal recent for the
s (Pvt.), contain: 2697 availabilit | inspection | submission
Ltd, Vitamin B1HCI Dated y not report of
Sadigabad| BPé . 1 0 mg 08.03.20| provided. | attached. | following
348 Vitamin B2 11 Inspection | i.Inspection
BPé. . 2mg Rs. Me-too report is report
Vitamin B6 HCI 8,000/ | status not ii.Commit
BPé. . 5mg 29.05.20| may be | Provided | ment as pel
Nicotinamide 14 verified. decision of
BPé. . 75mg|Rs. Commitme | board
Dexpanthanol 12,000¢ nt as per | iii.Finished
BPéé. 5mg decision of | product
Rs. 225/ board is not specificatio
Vitamins 25 provided n are
ampoule Finished incomplete.
S product iv. Fee Rs.
specificatio | 8000f and
n are 12000¢ is
incomplete.| Photocopy
Fee Rs. v.Approval
8000f and | status in
120004 is | reference
Photocopy | countries
Complége | and
disruption | Pakistan.
of
formulation
IS not
provided
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16( -do- Pyodex Solution Form 5 | Internatio | Inspection | Deferred
285 Each 100ml containg Dy. No: | nal report is for the
Povidonelodine 2696 availabilit | not submission
USPé. . 10 g|Dated y not Provided | of
1.0g available iodine 03.03.20| provided. following
11 Commitme | i.Inspection
Antiseptic, Rs. Me-too nt as per | report
Germicide 8,000/ | status decision of | ii.Commit
29.05.20| confirmed| board is nof ment as pelf
14 provided decision of
Rs. Finished board
12,000¢f product iii.Finished
specificatio | product
Rs. 70/ n are specificatio
60ml incomplete.| n are
Fee Rs. incomplete.
8000f and | iv. Fee Rs.
120004is | 8000f and
Photocopy | 120004 is
Compkte | Photocopy
disruption | v.Approval
of status in
formulation | reference
is not countries
provided and
Pakistan.
16 -do- Pedisal Liquid Form 5 | Internatio Deferred
Each 500ml containg Dy. No: | nal Inspection | for the
349 Sodium 2695 availabilit | report submission
Chl or i de é|Dated y not dated of
Sodium 11.10.20] provided. | 18.09.2015| following
citrateé. |11 Attached. | i.Inspection
Potassium Rs. Me-too Inspection | report
Chl or i de é]8,000/ |status report is ii.Commit
Gl ucos e éé]29.05.20| confirmed| not ment as pel
14 Provided | decision of
Electrolyte Rs. board
Replenisher 12,0004 Commitme | iii.Finished
nt as per | product
Rs. decision of | specificatio
80/500m board is not n are
I provided incomplete.
Finished iv. Fee Rs.
product 8000f and
specificatio | 12000¢ is
n are Photocopy
incomplete.| v.Approval
Fee Rs. status in
8000f and | reference
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120004is | countries
Photocopy | and
Complete | Pakistan.
disruption
of
formulation
IS not
provided
167 M/s Sami | Dofyl 400mg Tablet | Form 5 | Internatio | Inspection | Deferred
Pharmaceu| Each tablet contains] Dated nal report for the
icals, Doxofylline 17.12.20| availabilit | dated submission
Karachi MSéé400mg]|12 y may be | 08.05.2012| of
Rs. verified. | & following
1727 Bronchodilator 20,000¢ 15.11.2012| i.Inspection
(Photoco| Me-too attached. | report
py) status Inspection | ii.Commit
confirmed| report is mentas per,
As per not decision of
PRC Provided | board
iii.Finished
Commitme | product
nt as per | specificatio
decision of | n are
board is not incomplete.
provided iv. Fee Rs,
Finished 8000f and
product 12000¢ is
specificatio | Photocopy
n are v.Approval
incomplete.| status in
Fee reference
Rs20000/ | countries
is and
Photocopy | Pakistan.
Complete
disruption
of
formulation
IS not
provided
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163 -do- Cynfo 1g IM Form 5 | Internatio | Fee challan| Deferred
Injection Dated nal of Rs. for the
1470 Each combination | 18.10.20| availabilit | 12,000/ submission
pack contains: 11 y may be | not of
Vial: Sterile powder | Rs. verified. | attached. | following
of Fosfomycin 8,000¢ l.Inspection
Sodium BP eqg. to | (Photoco| Me-too Label (report
Fosf omyci |py) status artwork not | ii. Commit
Ampoule: confirmed| provided. | ment as pel
Lignocaine Injection| Rs. decision of
each 4ml contains: | 110/vial Inspection | board
Lignocaine HCI report lii.Finished
USPé. 30mg dated product
27.06.2011| specificatio
Antibiotic Is attached.| n are
Inspection | incomplete.
report is iv. Fee Rs.
not 8000¢ and
Provided | 12000fis
Photocopy
Commitme | v.Approval
nt as per | statusin
decision of | reference
board is not countries
provided and
Finished Pakistan.
product
specificatio
n are
incomplete.
Fee Rs.
8000t is
Photocopy
and Fee Rs
120004 is
not
attached
Complete
disruption
of
formulation
IS not
provided
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164 -do- Provas Rapid Form 5 | Internatio | Inspection | Deferred
500mg Tablets Dated nal report for the
2018 Each film coated 01.12.20| availabilit | dated submission
tablet contains: 12 y may be | 26.04.2014| of
Paracetamol Rs. verified. | attached. | following
BPé. 500 mg | 20,000¢f l.Inspection
Ibuprofen (Photoco| Me-too It may be a| report
BPé. 200 mg|py) status not| new ii.Commit
provided. | molecule, | ment as pef
NSAID- Analgesic | Rs. 625/ needed to | decision of
600s be board
confirmed. | iii.Finished
Inspection | product
report is specificatio
not n are
Provided | incomplete.
iv. Fee Rs.
Commitme | 8000+ and
ntas per | 12000¢ is
decision of | Photocopy
board is not v.Approval
provided status in
Finished reference
product countries
specificatio | and
n are Pakistan.
incomplete.
Fee Rs.
200004 is
Photocopy
Complete
disruption
of
formulation
IS not
provided
16" -do- Gpride-M 2/1000mg | Form 5 | Internatio | Inspection | Deferred
Tablets Dated nal report for the
1084 Each tablet contains] 05.01.20| availabilit | dated submission
Metformin HCI 12 y may be | 27.06.2011| of
BPé. . 1000]|Rs. verified. | attached. | following
Glimepride 8,000/ Inspection | i.Inspection
USPé. . 2mg]|29.07.20| Me-too report is report
13 status not| not ii.Commit
Antidiabetic Rs. confirmed| Provided | ment as pel
12,000/ | . decision of
(Photoco Commitme | board
py) nt as per | iii.Finished
decision of | product
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As per board is not specificatio
PRC provided n are
Finished incomplete.
product iv. Fee Rs.
specificatio | 80004 and
n are 120004 is
incomplete.| Photocopy
Fee Rs. v.Approval
8000f and | status in
120004 is | reference
Photocopy | countries
Complete | and
disruption | Pakistan.
of
formulation
is not
provided
16¢ M/s Vega | Clarith 250mg Form 5 | Internatio | Inspection | Deferred
Pharmaceu| Tablets Dated nal report for the
icals (pvt.) | Each film coated 29.04.20| availabilit | dated submission
Ltd, Lahore| tablet contains: 13 y not 27.12.2012| of
Clarithr olRs. provided. | attached. | following
2278 250mg 20,000¢/ Inspection | i.Inspection
(photoco| Me-too report is report
Macrolide antibiotic | py) status not ii.Commit
confirmed| Provided | mentas per
Rs. decision of
350/ Commitme | board
nt as per | iii.Finished
decision of | product
board is not specificatio
provided n are
Finished incomplete.
product iv. Fee Rs.
specificatio | 80004 and
n are 12000¢ is
incomplete.| Photocopy
Fee v.Approval
Rs20000/ | status in
IS reference
Photocopy | countries
Complete | and
disruption | Pakistan.
of
formulation
IS not
provided
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167 -do- Azocin 250mg Form 5 | Internatio | Inspection | Deferred
2279 Tablets Dated nal report for the
Each tablet contains] 29.04.20| availabilit | dated submissio
Azithromycin 13 y not 27.12.2012| of
dihydrateeq. to Rs. provided. | attached. | following
Azit hr omy |20,000f Inspection | i.Inspection
mg (photoco| Me-too report is report
py) status not ii.Commit
Macrolide antibiotic confirmed| Provided | ment as pel
Rs. decision of
280/ Commitme | board
nt as per | iii.Finished
decision of | product
board is not specificatio
provided n are
Finished incomplete.
product iv. Fee Rs.
specificatio | 8000f and
n are 12000 is
incomplete.| Photocopy
Fee Rs. v.Approval
8000f and | status in
120004 is | reference
Photocopy | countries
Complete | and
disruption | Pakistan.
of
formulation
IS not
provided
16§ M/s Indus | Parazol Tablets Form 5 | Internatio | Inspection | Deferred
Pharma, | Each tablet contains] Dated nal and | report for the
Korangi Par acet amq(25.06.20| Me-too dated submission
Industrial | mg 11 status 23.12.2010] of
area, Rs. confirmed| attached. | following
Karachi. NSAID-Analgesic & | 8,000/ | . l.Inspection
Antipyretic 06.06.20 Commitme | report
1197 13 nt not ii.Commit
Rs. provided. | ment as pel
12,0004 Inspection | decision of
report is board
Rs. not lii.Finished
10/ 1 Provided | product
specificatio
Commitme | n are
nt as per | incomplete.
decision of | iv. Fee Rs.
board is not 8000/ and
provided 12000¢ is
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Finished Photocopy
product v.Approval
specificatio | status in
n are reference
incomplete.| countries
Fee Rs. and
8000f and | Pakistan.
120004 is
Photocopy
Complete
disrugion
of
formulation
is not
provided
164 M/s Truvir Tablets Form 5 | Internatio | Inspection | Deferred
Shaigan | Each tablet contains;] D nal report for the
Pharmaceul Tel apr evi I Dated availabilit | dated submission
icals (Pvt.)| mg 13.11.20| y may be | 15.09.2011 /| of
Ltd, 12 verified. | attached. | following
Rawalpindi| Antiviral Rs. l.Inspection
50,000¢ Commitme | report
2149 (photoco nt not Ii.Commit
py) provided. | ment as pel
Inspection | decision of
Price not report is board
found. not lii.Finished
Provided | product
specificatio
Commitme | n are
ntas per | incomplete.
decision of | iv. Fee Rs.
board is not 8000/ and
provided 12000¢f is
Finished Photocopy
product v.Approval
specificatio | status in
n are reference
incompkte. | countries
Fee Rs. and
8000f and | Pakistan.
120004 is
Photocopy
Complete
disruption
of
formulation
IS not
provided
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17¢ M/s Elko | Hair Max-T Hair Form 5 | Internatio | Incomplete | Deferred
Organizatio| Spray D nal form 5D. | for the
n (Pvt.) Each ml contains: Dated availabilit submission
Ltd, Mi noxi di | ¢05.11.20|y not Inspection | of
Karachi Tretinoing¢l3 provided. | report following
Rs. dated l.Inspection
2702 Hair Growth 50,000¢ 09.05.2012| report
Stimulant (photoco attached. | ii.Commit
py) ment as pel
Commitme | decision of
Rs. nt not board
750+ provided. | iii.Finished
per pack Inspection | product
report is specificatio
not n are
Provided | incomplete.
iv. Fee Rs.
Commitme | 50000¢ is
nt as per | Photocopy
decision of | v.Approval
board is not status in
provided reference
Finished countries
product and
specificatio | Pakistan.
n are vi.Form 5D
incomplete.| is
Fee Rs. incomplete.
8000f and
120004 is
Photocopy
Complete
disruption
of
formulation
is not
provided
171 M/s Genix | Haemic Injection Form 5 Recent Deferred
Pharma 1000mg/10ml D inspection | for the
(Pvt.) Ltd, | Each 10ml contains: report submission
Karachi. | Tranexamic acid dated of
BPé. 1000|Rs. 04.04.2016| following
756 10/ampo attached. | i.Inspection
ule report
Commitme | ii.Commit
nt not ment as pel
provided. | decision of
Inspection | board
report is iii.Finished
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not product
Provided | specificatio
n are
Commitme | incomplete.
ntas per |iv. Fee Rs.
decision of | 8000f and
board is not 12000/ is
provided Photocopy
Finished v.Approval
product status in
specificatio | reference
n are countries
incomplete.| and
Fee Rs. Pakistan.
8000f and
120004 is
Photocopy
Complete
disruption
of
formulation
is not
provided
174 MislIrza Flunac Forte Form 5 | Me-too Recent Deferred
Pharma Tablets Dated status inspection | for the
(Pvt.) Ltd, | Each tablet contains] 04.06.20| confirmed| report submissio
Lahore | buprof en¢10 dated of
g Rs. 02.03.2016| following
110 Pseudoephedrine 8,000¢ attached. | i.Inspection
HCI..60mg 05.11.20 Inspection | report
13 report is ii.Commit
NSAID, Rs. not ment as pel
Sympathomimetics | 12,0004 Provided | decision of
(photoco board
py) Commitme | iii.Finished
nt as per | product
As per decision of | specificatio
PRC board is not n are
provided incomplete.
Finished Iv. Fee Rs.
product 8000+ and
specificatio| 12000¢ is
n are Photocopy
incomplete.| v.Approval
Fee Rs. status in
8000F and | reference
120004is | countries
Photocopy | and
Complete | Pakistan.
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disruption
of

formulation
is not
provided
173 -do- Flunac Tablets Form 5 | Internatio | Recent Deferred
Each tablet contains] Dated nal & inspection | for the
111 | bupr of en ¢02.07.20| Me-too report submission
00mg 10 status attached. | of
Pseudoephedrine Rs. confirmed| Inspection | following
HCI é. 30mg]|8,000f |. report is i.Inspection
25.07.20 not report
NSAID, 13 Provided | ii.Commit
Sympathomimetics | Rs. ment as pel
12,000¢/ Commitme | decision of
(photoco nt as per | board
py) decision of | iii.Finished
board is not product
As per provided specificatio
PRC Finished n are
product incomplete.
specificatio | iv. Fee Rs.
n are 8000¢ and
incomplete.| 12000/ is
Fee Rs. Photocopy
8000f and | v.Approval
120004 is | status in
Photocopy | reference
Complete | countries
disruption | and
of Pakistan.
formulation
IS not
provided
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174 -do- Flunac Suspension | Form 5 | Internatio | Recent Deferred
Each 5ml contains: | Dated nal & inspection | for the
109 | bupr of en ¢02.07.20| Me-too report submission
g 10 status dated of
Pseudoephedrine Rs. confirmed| 21.03.2016| following
HCI é. 15 mg]|8,000f |. attached. | i.Inspection
25.07.20 report
NSAID, 13 Inspection | ii.Commit
Sympathomimetics | Rs. report is ment as pel
12,000/ not decision of
(photoco Provided | board
py) iii.Finished
Commitme | product
As per nt as per | specificatio
PRC decision of | n are
board is not incomplete.
provided iv. Fee Rs.
Finished 8000¢ and
product 12000 is
specificatio | Photocopy
n are v.Approval
incomplete.| status in
Fee Rs. reference
8000f and | countries
120004is | and
Photocopy | Pakistan.
Complete
disruption
of
formulation
IS not
provided
179 M/s Kanel | Nitroken SR Tablet | Form 5 | Internatio | Commitme | Deferred
Pharma, | EachSR tablet Dated nal nt not for the
Islamabad.| contains: 15.10.20] availabilit | provided. | submission
Nitrogl yc¢12 y not of
5mg Rs. provided. | Incomplete | following
20,000¢ form 5. l.Inspection
Antianginal, (photoco| Me-too is report
vasodilator py) confirmed| Label ii.Commit
artwork not| ment as pel
As per found. decision of
SRO board
Inspection | iii.Finished
report not | product
attached. | specificatio
Inspection | n are
report is incomplete.
not iv. Fee Rs.
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Provided | 8000/ and
120004 is
Commitme | Photocopy
ntas per | v.Approval
decision of | status in
board is not reference
provided countries
Finished and
product Pakistan.
specificatio
n are
incomplete.
Fee Rs.
200004 is
Photocopy
Complete
disruption
of
formulation
is not
provided
17¢ M/s Elite | Acnelite Cream Form 5 | Internatio | Commitme | Deferred
Pharma | Each 40g contains: | Dated nal nt not for the
(Pvt)Ltd, | Benzoyl 03.03.20] availabilit | provided. | submission
Lahore. peroxi deé|ll y may be of
Rs. verified. | Last following
2108 Anti-Acne 8,000¢ inspection | i.Inspection
25.11.20| Me-too report report
13 status dated ii.Commit
Rs. confirmed| 13.03.2015| ment as pel
12,000/ | . attached. | decision of
(photoco Inspection | board
py) report is iii.Finished
not product
Rs. Provided | specificatio
1254 n are
Commitme | incomplete.
nt as per |iv. Fee Rs.
decision of | 8000f and
board is not 120004 is
provided Photocopy
Finished v.Approval
product status in
specificatio | reference
n are countries
incomplete.| and
Fee Rs. Pakistan.
8000f and
120004 is
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Photocopy
Complete
disruption
of
formulation
is not
provided
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Deferred Cases. (Import)

S/ | Name and| Brand Type of | Remarks on the| Remarks by | Decision
N | address of| Name Form formulation  (if | Evaluator
manufact | (Proprietar | Initial any) including
urer /|y name +| date, International
Applicant | Dosage diary status in
Form + | Fee stringent  drug
Strength) includin | regulatory
Compositio | g agencies
n differen | authorities
Pharmacolo | tial fee | Me-too status
gical Group | Deman | GMP status as
Finished ded depicted in latest
product Price /| inspection report
Specificatio | Pack (with date) by
n size the Evaluator
177 Importer | M-Penem orm5 MHRA The firm has| Approve
M/s. 0.5 with fee | approved submitted d as pel
Amtul Each vial Rs MeronemAstraZe| Following Import
Pharmacey contains: 100,000/| neca,U embassy attesteg Policy
t Meropenem | - K documents for
icals, 25% | 500mg Rs. MeremGlobal 1. COPP ig| Finished
Sikandar | Antibiotcs 15000/ issued Drugs
Block Carbapenem| vide Deferred for dated
Allama S Dy. # clarification 12.05.201
Igbal Specificatio | 964 regarding 6
Town, ns:- dated nonavailability 2. GMP
Lahore Manufactur | 25 of product compliant
Manufact | er 07-2012 | in China as per
u Rs. COPP
rer: 85000¢ 3. Registrati
M/s vide on and
REYOUN Dy. # sale
G 1161 agreemen
PHARMA dated t IS
CEUTICA 2903 provided.
L CO., 2013
No. Pack
6, size one
Erlangsha vial
n BRs.
Road, 2000#
Yiyuan
County,
Shandong
Province,
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P.R.

China.
Priority #
83

17§ Importer | M-Penem 1 | orm 5 MHRA The firm has| Approve
M/s. gm with fee | approved submitted d as pel
Amtul Each vial Rs MeronemAstraZe| Following Import
Pharmacey contains: 100,000/| neca,U embassy attestg Policy
t Meropenem | - K documents for
icals, 251 | 1g Rs. MeremGlobal 1. COPP ig| Finished
Sikandar | Antibiotcs 150004 issued Drugs.
Block Carbapenem| vide Deferred for dated
Allama S Dy. # clarification 12.05.201
Igbal Specificatio | 963 regarding 6
Town, ns:- dated nonavailability 2. GMP
Lahore Manufactur | 25 of product compliant
Manufact | er 07-2012 | in China as per
u Rs. COPP
rer: 85000¢ 3. Registrati
M/s vide on and
REYOUN Dy. # sale
G 1161 agreemen
PHARMA dated t IS
CEUTICA 29-03 provided.
L CO., 2013
No. ack size
6, one vial
Erlangsha B Rs.
n 4000+
Road,
Yiyuan
County,
Shandong
Province,
P.R.
China.
Priority #
84
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179 Importer | Omulcer Form5 | MHRA The firm has| Approve
M/s. 40mg with fee | approved submitted d as pel
Amtul Injection Rs product of| Following Import
Pharmacey Each vial of | 100,000/| Sandoz embassy atteste Policy
t lyophilized | - RisekGetz documents for
icals, 251 | powder Rs. 1. COPP ig| Finished
Sikandar | contains: 15000/ | Deferred for issued Drugs.
Block Omeprazole | vide evaluation dated
Allama Sodium Dy. # of CoPP 12.05.201
Igbal 40mg 965 6
Town, Proton Pump dated 2. GMP
Lahore Inhibitior 25 compliant
Manufact | Specificatio | 07-2012 as per
u ns:- Rs. COPP
rer: Manufactur | 850004 3. Reqistrati
M/s er vide on and
REYOUN Dy. # sale
G 1161 agreemen
PHARMA dated t IS
CEUTICA 29-03 provided.

L CO., 2013
No. Pack
6, size one
Erlangsha vial
n RRs.
Road, 750F
Yiyuan

County,

Shandong

Province,

P.R.

China.

Priority #

85

18( Importer | Piptaz 459 | Form5 | MHRA The firm has| Deferred
M/s. powder with fee | approved submitted for the
Amtul for injection | Rs product of| Following clarificat
Pharmacey Each vial 100,000/| Sandoz embassy atteste ion  of
t contains: - PiptazeRegent | documents composit
icals, 251 | Piperacillin | Rs. 1. Free salg ion of
Sikandar | Sodium 150004 | Deferred for issued formulat
Block 4.03gm vide evaluation dated ion on
Allama Tazobactum | Dy. # of CoPP 2. GMP free
Igbal Sodium 966 valid upto| sales
Town, 0.536gn dated 17.2.2019 certificat
Lahore antibiotics 25 3. e as on
Manufact | Specificatio | 07-2012 free
u ns:- Rs. sales
rer: Manufactur | 850004 only
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M/s er vide brand
REYOUN Dy. # name is
G 1161 mention
PHARMA dated ed.
CEUTICA 29-03
L CO., 2013
No. Pack
6, size one
Erlangsha vial
n BRs.
Road, 1350¢
Yiyuan
County,
Shandong
Province,
P.R.
China.
Priority #
86
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Deferred Cases.

S/N Name and| Brand Name Type of | Remarks on the| Remarks by | Decision
address of| (Proprietary name + | Form formulation (if | Evaluator
manufacturer | Dosage Form +| Initial date, | any) including
/ Applicant Strength) diary International
Composition Fee status in
Pharmacological including stringent  drug
Group differential regulatory
Finished product | fee agencies /
Specification Demanded authorities
Price / Pack | Me-too status
size GMP status as
depicted in
latest inspection
report (with
date) by the
Evaluator
181. M/s Ciba Tolmax 4mg Capsule | Form 5 Detrusitol XL | Now the | Deferred for
Pharmaceutica| Each capsule contains: | Dy. No: 1143 | Pfizer UK | firm has | source of
s, Karachi. Sustained release pellel Dated.11-12- | Detrusitol XL | submitted pellets and
New License | of Tolterodine Tratrate | 2015 Pfizer the fee| requisite
eqg. to Tolterodine Rs.20,000/ Rs.80,000/ | documents
tartrateéd [3x106s /) Case wag and rectified| including
(Anti-cholinergic) As per DPC | Deferred for| the short{f GMP, COA,
(Manufactur Source and comings. stability data
fee for
pellets in 258
meeting. The firm has
stbmitted
that the
MRP of the
product may
be
considered
as Rs. 1240/
per 28ablet
182. | M/s Soma Andol Form5 Indomethacin Now the | Approved
Laboratories, | Capsule Dy. No: 4389 | Capsule of M/s/ firm has
Plot Each Capsule contains:| dated. Teva submitted
#43D, Sundar| | ndomet haci|0907-15 Pharmaceutical | rectified
Industrial NSAID Rs.20000/ USA short
Estate USP-32 Specs (As Methacid comings.
Raiwind Road per SRO) Of M/s Unexo
Lahore. 10x50 s Labs.
(Capsule Jar (500s)
General)
Case was
Deferred for
clarification  of
following
Quantity of
active need
justification.
Outline  method
of
manufacturing
shows it
soft gelatin
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capsule
Sign
manger
production
manger
seems
on
submitted
commitment
Strength  active
ard in
active material is
not

provided.
Capsule shell siz¢
not
provided.
Product
specification
not provided.

of QC

and

differen

is

183.

M/s Soma
Laboratories,
Plot

# 43D, Sundar
Industrial
Estate
Raiwind Road
Lahore.
(Capsule
General)

Sodox

Capsule

Each Capsule contains:
Doxycycline (hyclate)
é..100. 44 mg
Tetracycline Antibiotic
(USP Specs.

Form5

Dy. No: 4378
dated.
09-07-15
Rs.20000/
(As

per SRO)
10x10s

D-Clin of
Caylex
Pharmaceuticals
(Pvt) Ltd.
MHRA

M/s

for
of

Deferred
clarification
following
Outline
of
manufacturing
shows it
soft gelatin
capsule
Sign
manger
production
manger
seems

on
submitted
commitment
Quantity
active

needs

method

of

QC

and

differen

of

justification

Now the
firm has
submitted
rectified
short
comings.
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184. | M/s. Sharex Pyrofen Plus Tablet Form 5 International Defrred  for
Labs, (orgesic Dairy No. availability not the
Sadigabad Tablets) 104 submitted by the confirmation
(350) Each tablet contains: dated firm. of approval

Codeine Phosphate 08.01.2013 | Brufen Plus status by
éé. Rs:20,000/ | Tablet by Abbott reference
20mg Rs. 108/ 36 | Laboratories regulatory
| buprofen ¢ Tabs authorities
200mg Case was and
(Analgesic) Deferred in 258 manufacturing
Specification: Sharex for section of the
specs. following: firm.

Commitment

as per 251 st

meeting of RB

is required.

Availability is

SRAis not

provided.

Latest inspection

report is required

Reference copies

and details of

analytical method

of finished

product and raw

material

are required

(not provided).

Coating material

not mentioned

185. | -do Cetirex Tablet Form 5 International Defrred  for

Tablet Dairy No. availability not rectification
Each tablet contains: 103 submitted by the of
Cetirizine daied firm. shortcomings
Dihydrochloride 08.01.2013 Urtecare Tablets
(B. P) é. 10 Rs:20,000/ by Festel
(Antihistaminic & Anti | Rs. 42/ 10 Laboratories,
Allergic) Tabs Lahore.
Specification: Sharex
specs. Case was

Deferred in 258

meeting for

following:

Commitment as

per 251 st

meeting of RB is

required.

Shelf life is

3years

mentioned by
the firm whereas
2years are
allowed by the
Board.
Availability is
SRA is not
provided.

Latest inspection
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report is required
Reference copies
and detail
Minutes for 258
Registration
Board Meeting
285

Specification of
analytical nethod

of finished
product and raw
material are
required. (not
provided)
186. M/s C-Pride 1mg Formb Cidine 1mg| Now the | Defrred  for
Barrett Tablet Dy. No: 152 | Tablet by| firm has | the
Hodgson Each film coated tablet | dated. Almirall, Spain submitted confirmation
Pakistan contains: 27.09.2013 rectified of  approval
(Pvt) Ltd. Cinitapride hydrogen Rs.20,000/ Cinita (Getz) short status by
F/423 tartarate eq to Rs. 200 comings. reference
S.I.T.E. cinitapride 1000/ 5 regulatory
Karachi, é. 1mg Deferred for authorities
Pakistan. (antiemetic) confirmation
(2606) (Mfg. Specs) of approval
status by
reference
regulatory
authorities
187. M/s C-Pride 1mg/5ml Form5 Cidine 1mg/5ml| Now the | Defrred  for
Barrett Oral Solution Dy. No: 166 | Oral Solution by| firm has | the
Hodgson Each 5ml contains: dated. Almirall, Spain submitted confirmation
Pakistan Cinitapride hydrogen 01.10.2013 rectified of  approval
(Pvt) Ltd. tartarate eq to Rs.20,000/ Cidine short status by
F/423 cinitapride Rs.260/60ml | (Highnoon) comings. reference
S.I.T.E. é. 1mg 520/120ml regulatory
Karachi, (antiemetic) Deferred for authorities
Pakistan. (Mfg. Specs) confirmation and already in
(2607) of approval review
status by
reference
regulatory
authorities
188. | M/s Barrett Diraset Sachet 6mg Form5D Dy. Firm Defrred  for
Hodgson Sachet Each Sachet No: 71 dated. submitted the
Pakistan (Pvt) | contains: 10-11-2010 Deferred for:| balance feg confirmation
Ltd. F/423, Racecadot r i| Rs.8000/Fee| Differential fee| for new | of approval
SITE, Karachi | (Anti-Diarrheal) challanRs.12,| Rs: 12000/| molecule Rs,| status by
000F is Commitment ag 30000/ And | reference
mi ssi n{(per 251 st rectify  all | regulatory
Rs.275/ meeting. shortcoming | authorities
Last inspection and already in
report. view.
As per firms

statement produg
is not available in
Pakistan so it
must be applied
on form 5D.

Proof of
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international
availability
189. M/s Barrett Diraset Sachet 18mg Form5D Dy. Firm Defrred  for
Hodgson Sachet Each Sachet No: 68 dated. submitted the
Pakistan (Pvt) | contains: 10-11-2010 Deferred for:| balance feg confirmation
Ltd. F/423, Racecadot r i| Rs.8000/Fee| Differential fee| for new | of approval
SITE, Karachi | .18mg (AntiDiarrheal) | Challan Rs: 12000/| molecule Rs,| status by
Rs.12,000/is | Commitment as 30000/ And | reference
mi s si n{(per 251 st| rectify  all | regulatory
Rs.700/ meeting. shortcoming | authorities
Last inspection
report.
As per firms
statement produg
is not available in
Pakistan so it
must be applied
on form 5D.
Proof of
international
availability.
190. | M/s Getz Rocurex 25mg/2.5ml Form5 Dy. Esmeron (Merk The firm has| Approved
Pharma, Injection Each ml No: 2239 sharp) MHRA| rectified the
Karachi. contains: Rocuronium | dated. Esmeron shortcoming.
Bromide 12.12.2012 | 5ml(OBS Health
USPééélomg | Rs.20,000/ care) Reg no
depolarizing Rs. 12 (021154
neuromuscular blocking 6 , 0 0 0 /
agent/ muscle relaxn Deferred for the
(Mfg. Specification) confirmation  of
me too status
191. | M/s Getz Acuria Injection Form 5 12 Tracrium The firm has| Approved
Pharma, 25mg/2.5ml Each 2.5ml| 12-2012, vide| Injection rectified the
Karachi. injection contains: Dy No. 2241 | By GSK UK shortcoming.
Atracurium R&l Local.  Acuron
Besyl at e é é ¢ Rs.20000 3ml injection by
Neuromuscular Rs.1000/ M/s Brookes.
Blocking Agent USP ampoule
Specifications Deferred for
the
confirmation
of approval
status in
reference
authorities
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192. | M/s Getz Reprox 500/85mg Form5-D Treximet (Pernix| The firm has| Approved
Pharma, TabletsEach film coated Dy. No: 11 Ireland Ltd) | rectified the
Karachi. tablet contains: dated. USSFDA shortcoming.
Naproxen 02.05.2011 | Sumoxen by m/s
Sodi umééé. Rs.15,000/ | Atco
Sumatriptan Succinate | 05.09.2013 | Laboratories Ltd.
USP eq to Sumatriptan | Rs.35,000/
€ééés85mg Rs. 62
(NSAIDs+5HT1 1863/ 6
receptor agonist) (Mfg.
Specification)
Indication: it is
indicated for acute
migraine attack with
without aura in adults.
DDC-PEC-I Dr. Hafsa Karam Elahi
New License Cases.
Oral Dry Powder
SIN Name and address of Brand Name Type of Form Remarks on the | Remarks by
manufacturer /| (Proprietary name + | Initial date, diary formulation (if | Evaluator
Applicant Dosage Form + Strength) | Fee including | any) including
Composition differential fee International
Pharmacological Group Demanded Price /| status in
Finished product | Pack size stringent drug
Specification regulatory
agencies /
authorities
Me-too status
GMP status as
depicted in
latest
inspection
report (with
date) by the
Evaluator
193. | Scilife Pharma | Famol Dry Powder Oral | Form 5 International not Defrred for the
(Private) Limited Suspension 10mg/5ml Rs. 20,000/ vide|f ound i g confirmation
Plot # FD-57/58A2, | Each 5ml of reconstitute( Dy. No. dated (03 of approval
Korangi Creek | suspension contains 06-2016) Acicon by | status by
Industrial park (KCIP) |Famoti di ne € Barrett Hodgson| reference
Karachi Gastric Acid  Secretion 60 ml/ as per DPC regulatory
Inhibitor (Scilife Spec) authorities
Oral Dry  powder
Suspension  (General)
approved in 247
meeting of Central
Licensing Board held
on 2904-2016.
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194. | -do- Famol Dry Powder Oral Form 5 FDA approved | Approved
Suspension 40mg/5mi Rs. 20,000/vide Pepcid ( Salix
Each 5ml of reconstituted | Dy. No.1161 Pharmas )
suspension contains Dated.0306-2016
Famotidine é|60ml/ asperDPC| Zepsin
Gastric Acid Secretion 40 mg/5ml
Inhibitor (Cirin Pharmg)
(Scilife Spec)

195. | -do- Orpic Dry Powder Oral Form 5 Hiflox by Rejected as pe
Suspension 125mg/5ml Rs. 20,000/vide Hilton Pharma | decision of
Each 5ml of reconstituted | Dy. No.1160 250"
suspension contains Dated.0806-2016 Registration
Ciprofloxacin HCL 60 ml/ as per SRO Board meeting
equivalent to Ciprofloxacin
125 mg
Fluroquinoline Antibiotic
(Scilife Spec)

196. | -do- Orpic Dry Powder Oral Form 5 FDA approved | Deferred for
Suspension 250mg/5ml Rs. 20,000/vide Cipro (Bayer | formulation as
Each 5ml of reconstituted | Dy. No.1159. Health care) per decision of

suspension contains
Ciprofloxacin HCL
equivalent to Ciprofloxacin
250mg

(Fluroquinoline Antibiotic)
(Scilife Spec)

Dated.0806-2016
60 ml/ as per DPC

Inoquin
Suspension 250
mg/5ml
Barrett Hodgson

Registration
Board in 258
meeting

Cream/Ointment/Gel

197. | Scilife Pharma Panslay topical Gel 1% Form 5 FDA Approved | Approved with
(Private) Limited Each gm contains  11.6 | Rs. 20,000/ Voltaren Gel change of]
Plot # FD-57/58A2, mg Diclofenadiethyl Dy. N0.1167 dated (GSK) brandname
Korangi Creek amine corresponding to 10| 03-06-2016 Voltral Emulgel
Industrial park (KCIP) mg of Diclofenac sodium | 10gm,20gm,50gm / | (Novartis)

Karachi NSAI Db&s As per SRO
(Scilife Spec)

Cream/Ointment/Gel

(General) approved in

247" meeting of

Central Licensing

Board held on 2904-

2016.

198. | -do- Boac Gel Form 5 TGA Approved | Approved
Each gm contains Rs. 20,000/ DuacGel (GSK)
Clindamycin as Phosphate| Dy. N0.1175 Duac Gel
1% dated.0206-2016 (Gsk)
Benzoyl Peroxide 10gm / As per SRO
5%
Anti-bacterial, Keratolytic,
Anti-Acne (Scilife Spec)
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199. | -do- IsotraE Gel Form 5 MHRA Approved
Each gm contains Rs. 20,000/ Approved
Isotretinoin 0.05% Dy. N0.1169
wiw Dated. 0306-2016 Isotrexin Gel
Erythromycin 2% w/w | 10gm / As per SRO | (Gsk)
Retinoid (Antracne)
(Scilife Spec) Isotrexin Gel
(Gsk)
200. | -do- Bequin Cream Form 5 FDA Approved | Approved
Each gm contains Rs. 20,000/
Fluocinolone Acetonide 0.¢ Dy. No.1194 Tri-Luma
% dated.0306-2016 Galderma labs
Hydroquinone 4% 15gm,30gm / As per| LP Cream
Tretinoin 0.05% SRO Hill
Anti inflammatory, Antt Laboratories,
infective (Scilife Spec) INC.
Hydroquin Plus
Cream
Atco
201. | -do- Fudic H Cream Form 5 MHRA, EMA Approved
Each gm contains Rs. 20,0006/ Approved
Fusidic acid 2% Dy. N0.1193 Fucidin H
Hydrocortisoneacetate 1% | dated.0806-2016 (Leo
(Anti-bacterial) 15gm /As per SRO | Laboratories,
(Scilife Spec) Limited.)
FudicH by
Shaigan Pharmg
202. | -do- Harex Cream 13.9% Form 5 TGA Approved | Approved
Each gm contains Rs. 20,0006/
Eflornithine Hydrochloride | Dy. No.1171 dated] Vaniga Cream
13.9% 03-06-2016 ( A Menarini
15gm As per SRO | Australia Pvt
(Anti-Hirsutism) Ltd)
(Scilife Spec)
Epila by M/s
Valor Pharma
203. | -do- Hyclozol Cream Form 5 TGA Approved | Approved
Each gm contains Rs. 20,000/ CandacorAFT
Hydrocortisone 1% w/w Dy. N0.1165 dated Pharmaceital
Clotrimazole 1% w/w .06-06-2016) Private Limited
CorticosteroidAntifungal | Pack of Hydrozole
(Scilife Spec) 10gm,20gm / As Pen ( Gsk)
SRO
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204. | -do- Mupira Ointment 2% Form 5 FDA Approved | Approved
Each gm contains Rs. 20,000/ Bactroban
Mupirocin 2% w/w Dy. No.1170 (Gsk)
Antibiotic dated.0306-2016
(Antibacterial Agent) 15gm / As per SRO | Bactroban
(Scilife Spec) (Gsk)

205. | -do- Proderm G Cream Form 5 International Defrred for the
Each gm contains Rs. 20,000/ availability not | confirmation
Betamethasone Dipropiong Dy. No.1174 confirm of approval
0.064 % w/w eq. to 0.05% | Dated.0806-2016 status by
w/w Betamethasone 15gm / As per SRO | Me too not reference
Gentamicin Sulphate 0.1% confirm regulatory
wiw authorities and
(CorticosteroidAntibiotic) me too status
(Scilife Spec)

206. | -do- Proderm G Ointment Form 5 International Defrred for the
Each gm contains Rs. 20,0006/ availability is confirmation
Betamethasone Dipropiong Dy. N0.1168 not found. of approval
0.064 % w/w eq. to 0.05% | Dated.0306-2016 status by
w/w Betamethasone 15gm / & per SRO | Me too status reference
Gentamicin Sulphate 0.1% needs to be regulatory
wiw verified. authorities and
(CorticosteroidAntibiotic) me too status
(Scilife Spec)

207. | -do- Proderm S Ointment | Form 5 MHRA Approved

Rs. 20,000/ Approved
Each gm contains Dy. No. dated
Betamethasone (03-06-2016) Diprosalic
Dipropionate 0.064 9 (MSD)
w/w eg. to 0.05% w/w
Betamethasone Pack of Provate S
Salicylic acid 3% 15gm / as per | Ointment
wiw DPC ( Saffron)
Corticosteroid
Antibiotic
(Scilife Spec)
DDC PEC- Il Muhammad Amin
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S/N Name and | Brand Name Type of Form Remarks on| Remarks by
address of| (Proprietary name + Dosage| Initial date, diary the Evaluator
manufacturer / | Form + Strength) Fee including | formulation
Applicant Composition differential fee (if any)

Pharmacological Group Demanded Price /| including

Finished product Specification Pack size International
status in
stringent
drug
regulatory
agencies /
authorities
Me-too status
GMP status
as depicted in
latest
inspection
report (with
date) by the
Evaluator

208. | M/s Stallion Primaxin Injection Form 5 Primaxin Approved
Pharmaceuticals | Injection Dairy N0.939 Injection By
(Pvt) Ltd. Each vial contains: dated 1602-2016 Merck &Co.

Lahore. | mi penem BPéé25(Rs.20,000/ USA
Cilastatin Sodium BP eq to 106s [/ -Rs. |
Cilastatiné. . 25( Cilapen By
(Penicillin) Bosch
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Evaluation of Stability data:

1. M/s AGP, Pvt. Ltd, Karachi

M/s AGP, Pvt Ltd, | MyDekla 30 mg Form5-A Deklinza of
Karachi. Film coated Tablet| Dy. No: 439| M/s BMS,
Each film coated dated. 20| UK.
Imported from: tablet contains: 05-2016
M/s Mylan LabsL.td, | Dec | at a s \ Rs.100,000/ | New
Nashik Dist, mg Rs. 4750 Molecule
Maharahtra, India. 28
MyDekla 60 mg Form5-A Deklinza of
Film coated Tablet| Dy. No: 438| M/s BMS,
-do- Each film coated dated. 20| UK.
tablet contains: 05-2016
Decl at as\ 100,000 New
mg 9500 per| Molecule
pack of 28
Drug MyDekla 30 mgrilm coated Tablet
Each film coated tablet contains:
Decl atasvir (as dihydroc
MyDekla 60 mgrilm coated Tablet
Each film coated tablet contains:
Decl atasvir (as dihydroc
Source Mylans Labs, India, Maharsahtra, India

Storage Condition

Real Time: 30°C and 75% RH
Accelerated40°C and 75% RH

Time Period Real Time: 6 months
Accelerated: 6 months
Frequency 0,1,2,3,6,
Batch Size 80,000, 40,000
No. of Batches 6
Sample Size 51, 89, 44, 76 packs
Documents / Data provided by the applicants
(M/s AGP Karachi)
Sr. No. Documents to be provided Status
1. COA of API Yes
2. Approval of API by regulatory authority of country of orig Yes
or GMP certificate of APl manufacturer issued by regula
authority of country of origin.
3. Protocols followed for conduction sfability study and Yes
details of tests.
4, Data of 03 batches will be supported by attested respeg Yes
documents like chromatograms, laboratory reports,
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sheets etc.

5. Documents confirming import of API etc. NA

6. All provided documents will beattested (name, sign af Yes
stamp) for ensuring authenticity of data / documents.

7. Commitment to continue real time stability study till Yes
assigned shelf life of the product.

Registration Board deferred the case for complete stability data of 6 months accelerated and real time
studies under zone M climatic conditions.

Now the firm has submitted the complete stability data of 06 months accelerated and real time studies
underzone IV-A climatic conditions of 03batches of each of 30mg and 60mg.

Decision: Registration Board approved registration ofMyDekla 30 mg and 60mg subject
to compliance of Import Policy for Finished Drugs.

3. M/s Zafa Pharmaceuticals, Karachi

M/s Zafa Pharmaceuticals, Karachi has now applied for Registration of new dosage form on
prescribed Form B, along with differential fee of Rs. 30,0004ith the same Brand Name

Cordiclean Gel 4%previously applied on Form 5 along with prescribed feeRd. 20,000) as per

decision of 24% meeting of Registration Board held on"0&ebruary 2015 wherein it was
emphasized that @Atherapeutic useodo of the subjec:
role in oral care whebDegbudaondtie Chdlor b é %i cGicn i v
indicated for umbilical cord care in neonates. Therefore, all the firms shall apply for registration of

7. 1% Chl orhexidine Digluconat e-5ze | (4% active Ch

M/s Zafa| Cordiclean Gel 4% Form 5D for new| Registered by Deferred for
Pharmaceuticals _ dosage form with Department of Drud T Realtime stability
Laboratories Each gram contains | rescribed fee o Administration of| data needs to b

(Pvt.) Ltd, L-1/B,
Block 22, Federa

i BoO I n { Chlorhexidine 4% w/ (Khatmandu, Nepal) i
N < " orhexidine 4% w/w dated  2107-2014 recommendations
rea, Karachi. _ 1 Approval of API
Bisbiguanide & Diary No. 313 by regulatory,
Disinfectant dated 3108-2015 authority of
e WHO recommendatiol -
BP Specification . country of origin
in year 2012 or GMP
Reference certificate of API
manufacturer
_ http://www.usp.org/sites  issued byl
Pack size of 20gm | /geaultfiles/usp_pdfiE|  requlator
Tube / Rs. 100 g
ube /'RS. N/PQM/chlorhexidine_t|  authority of

Chlorhexidine
Gluconate 7.1%

equivalent to Diary No N/A

furnished by the
firm as per 25%
meeting

Rs. 50,000/vide Nepal, manufactured b
Lomus Pharmaceutals

echnical_brief jul 1 2q  country of origin.
9 Documentation

confirming import

Pack Size of 4gm
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Tube /Rs. 35 14.pdf

GMP

Section

compliant

Cream/Ointment

of API

9 Commitment to
continue real time
stability study till
assigned shelf &
of the product.

Decision:

Registration Board deferred for completetion of documents as recoded in last

column of above table.

4. M/s English Pharma, Lahore

Drug

Ucholin 10mg Tablet
Each tablet contains:

/////

10mg

Bethanechol Chloride equivalent to Bethanechol

Source

N/A

Storage Condition

Real Time: 30°C and 75% RH
Accelerated: 40°C and 75% RH

Time Period Real Time: 36 months
Accelerated: 6 months
Frequency 0,1,2,3,6,
Batch Size 500 per batch
No. of Batches 3
Sample Size 40
Meeting Deferred in 248 meeting for stability data

Documents / Data provided by the applicants (M/s English Pharma, Lahore)

Sr. No. Documents to be provided Status

1. COA of API No

2. Approval of API by regulatory authority of country of orig No
or GMP certificate of APl manufacturer issued
regulatory authority of country of origin.

3. Protocols followed for conduction of stability study and No
details of tests.

4, Data of 03batches will be supported by attested respeq  Yes (not attested)
documents like chromatograms, laboratory reports,
sheets etc.

5. Documents confirming import of API etc. No

6. All provided documents will be attested (name, sign No
stamp) forensuring authenticity of data / documents.

7. Commitment to continue real time stability study till No
assigned shelf life of the product.
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Decision: Registration Board deferred for completetion of documents as recoded in last
column of above table.
5. M/s Welwrd Pharma, Hattar
Drug Sofowrd (Sofosbuvir) 400 mg tablet
Source Changzhou Pharmaceutical Factory, China

Nantong Chanyoo Pharmatech Co Ltd China

Storage Condition

Real Time: 30°C and 65% RH

Accelerated: 40°C and 75% RH

regulatory authority of country of origin.

Time Period Real Time: @nonths
Accelerated: 6 months
Frequency 0,1,2,3,6,
Batch Size 400 per batch
No. of Batches 3
Sample Size 300 tablets
Meeting Deferred in 24% meeting for stability data
Documents / Data provided by the applicants
(M/s Welwrd Pharma, Hattar)

Sr. No. Documents to be provided Status

1. COA of API Yes

2. Approval of API by regulatory authority of country { Copy of GMP certificate

origin or GMP certificate of APl manufacturer issued| of Changzhoy

Pharmaceutical Facton
China provided.

3. Protocols followed for conduction of stability study and No
details of tests.

4, Data of 03 batches will be supported by attested respg Yes
documents like chromatograms, laboratory reports,
sheets etc.

5. Documents confirming import of API etc. Airway bills provided

but quantity of imported
API, source is not clea
and documents are no
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attested
6. All provided documents will be attested (name, sign Yes
stamp) for ensuring authenticity of datdocuments.
7. Commitment to continue real time stability study till No
assigned shelf life of the product.
Decision: Registration Board deferred for completetion of documents as recoded in last
column of above table
Alogliptin M/s Hilton Pharma, Karachi.
Drug Aloglu (Alogliptin benzoate) 6.25mg, 12.5 mg, 25 m¢

12.5+1000 mg

Aloglu Met (Alogliptin + Metformin), 12.5+500,

Aloglu P (Alogliptin + Pioglitazone) 12.5+15, 12.5+3

mg, 12.5+45 mg, 25+15, 25+30, 25+45 mg

Source

Alogliptin: Shanghai Youngyi Biotechnlogy Co. Ltd,
China.

Metformin: Abhilash Chemicals, India

Pioglitazone: Biocon Ltd India

Storage Condition

Real Time: 30°C and 65% RH
Accelerated: 40°C and 75% RH

Time Period Real Time: 6 months
Accelerated: 6 months

Frequency 0, 3, 6, months

Batch Size 4267, 3529, 3529, 1171, 4118,3250,
2467,3200,1667,2000 tablets

No. of Batches 03

Sample Size 208

Meeting Deferred in 248 meeting for stability data

Documents / Data provided by the applicants (M/s HiltoPharma, Karachi.)

Sr. No. Documents to be provided Status
1. COA of API Yes
2. Approval of API by regulatory authority of country of orig Yes

or GMP certificate of APl manufacturer issued by regulaf
authority of country of origin.

3. Protocolsfollowed for conduction of stability study and Yes

details of tests.
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4, Data of 03 batches will be supported by attested respeg Yes
documents like chromatograms, laboratory reports,

sheets etc.
5. Documents confirming import of API etc. No
6. All provided documents will be attested (name, sign Yes

stamp) for ensuring authenticity of data / documents.

7. Commitment to continue real time stability study till assign Yes
shelf life of the product.

Registration Board in 289meeting observed that the COA of APl and import documets of the
manufacturer of AP| are different from the GMP certificate of the APl manufacturer. Further,
approval of alogliptin APl was also not evident from the submitted documents. Therefore, case was
deferred for clarification in this regard.

Now the firm has submitted GMP from same company and also provided ADC approved import
documents.

Decision: Registration Board deferred to inspectthe firm for onsite investigation to
confirm genuineness/ authenticity of stability data and associated
documents, import of API, quality, specification, test analysi$acilities by
following panels

91 Director DTL Quetta (Chairman)
91 Director DTL Karachi (Member)
1 Area FID, DRAP (Member / Convener)
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Iltem No. Ill: Medical Device Division.

Case No0.01: Extension in Shelf Life from 2 Years to 5 Years.

M/s Silver Surgical Complex, Karachi has requested for extension in shelf life from 2

years to 5 years of their following already registered medical devices:

S.No. | Regn. No. | Name of Drug (s) Approved
Shelf Life

0] 061195 Silver Disposable Syringe (3cc) 2 years

(i) 061196 Silver Disposable Syringe (5cc) 2 years

(i) 067475 Green (Straight Type Pen Shape) || 2 years
Catheter/Canula
Gauges: 16, 18, 20, 22, 24.

The firm has submitted the stability profile of above mentioned products alongwith
fee of Rs.5000/for each product. The stability profile contains the SOPs for stability testing,
specifications, testing method, accelerated stability studies of thideebaif each size of the
product for a period of six months alongwith testing reports and stability data sheets and long
term stability studies for a period of five years alongwith test reports and stability data sheets.

In this regard, as per practige vogue the stability data submitted by the firm was
sent to Experts for their evaluation and views/comments. The comments of the Experts have

been received which are as follows:

S.No. Name of Expert Views/comments

1. Prof. Dr. Saeed Ul Hassan, || have gone through the stability data
Dean, Faculty of Pharmacy, | I.V. Canula and Disposable Syringes &
The University of Lahore recommend the change in shelf life from

Lahore. years to 3 years.

2. Prof. Dr. Zafar Igbal, Comments on Silver Disposable Syringe
MeritoriousProfessor, 3cc.
Department of Pharmacy, 1. Needle bond strength for first 6 mont
University of Peshawar, decreased from 54 to 51 N and th
Peshawar. increased and then remained cons

for 60 months.

2. The similar beha@or was observed wit
absorbance.

3. GC conditions are not appropriate
injection temperature is 100 °(
detector temp. 150 °C and how possi
set column temp. at 40 °C? Simil
high fluctuations have been obsery
with Batch # S 1320905 and 8.
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REMARKS: Need further detailed.
Comments on Silver Disposable Syringe
5cc.
1. Data of Batch # 5011003 is very simil
to 3cc syringes 3120903 a
incomplete data has been furnished.
Needle bond strength for first 6 mont
decreased from 59 to 50 N and th
increasedand then remained conste
for 60 months.

Same observations as discussed in
data.

REMARKS. Recommended.

Comments on Green (Straight Type Per
Shape) I.V. Catheter/Canula (Gauges
16).

1. Distance of catheter tip.

A. Sample size (number of piec
studiedfor each test.

B. The values are mean, if yes th¢
add = SD.

C. How distance of catheter tip va
with passage of time between (
and 0.6.

D. How flow rate is very constar

during 5 years please provide d
for all individual observations.
REMARKS: Recommended.

Comments on Green (Straight Type Per
Shape) 1.V. Catheter/Canula (Gauges 1§
20, 22 & 24).

Same observation as mentioned ab
catheter gauge 16.

Prof. Dr. Mahmood Ahmad,
Dean, Faculty of Pharmacy &
Alternative Medicine, The
Islamia University of
Bahawalpur

Shelf life of Green (Straight Type P
Shape) L.V. Catheter/Canula (Gauges 16,
20, 22, 24) and Silver Disposable Syring
(8cc and 5cc) can be extended from 2 ye
to 5 year, however, stagga conditions
should be established/documented ur
which these medical devices retain th
established standard.
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Decision: Registration Board after detailed discussion approved the extension in shelf
life of following medical devices from 2 years to 3 years. Other terms and
conditions of registration shall remain the same:

S.No. | Regn. No. | Name of Drug (s)
0] 061195 Silver Disposable Syringe (3cc)
(i) 061196 Silver Disposable Syringe (5cc)

(iii) 067475 Green (Straight Type Pen Shape) I.V. Catheter/ Ca
(Gauges: 16, 18, 20, 22, 24).

Case No0.02: Inspection of Manufacturer abroad M/s Yangzhong Jinxiang Emulsion
Products Co. Ltd, China

Registration Board in its 244meetingheld on 23 & 23 July, 2014considered
and approved the following medical devices of M/s Ghazali Brothers, Karachi subject to

inspection of manufacturer abroad, verificatiorstwirage facilities, etc as per poliey:

S.# | Name of Importer and Name of Medical| Demanded Shelf
Manufacturer/Exporter Device price & Pack Life
size
1. | M/s Ghazali Brothers, Hospital & Decontrolled | 5 years
1 Floor Azzainab Court, Homecare Latex till policy
Campbell StreeKarachi. Foley Catheter decision by
Manufactured by: (1 way, 2way & 3 thePolicy
M/s Yangzhong Jinxiang way) Board/Federa
Emulsion Products Co. Ltd, Government
No0.88 Dagiao Road, (6G,8G,10G,12G,
Yangzhong, Jiangsu, China. 14G, 16G,18G,
20G,22G,
24G,260)

Inspection of manufacturer abroad has been carried out by the panel comprising Dr.
Amanullah Khan, Director, DTL, Quetta and Mr. Zaheeruddin M Babar, Deputy Drugs
Controller (Regl), DRAP, Islamabad on "7 & 8™ March, 2016. The panetlid not
recommendthe above product for registration due to the following observations:

AProduction area is |l ocated in a big hal/l
catheters both without any partitioning. No production of catheter was going on at the
time of visit and the management informed that the area is under maintenamce. Th
overall condition of production area was unsatisfactory. The area was not specifically
designed for the purpose. Environment control was not appropriate. The floor and
machines were dirty. Waste matter was found abundantly on the floor and machines.
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The machines were rusty. The clean room for packing area was though designed
properly with appropriate ducting etc but the procedures for maintenance of
environment are properly followed and entrance & exit gate to and from is not
restricted through chang®om. The raw material store was badly managed and
without proper environment monitoring. The storage tank is not properly covered.
The ETO sterilization plant included an area which appears to be bath/wash room

previously and some modifications wererd e
management could not produce a number of documents.

t o

cover

t he

c hemi

Furthermore, it is highly

recommended that the products of this manufacturer shall be banned in the country
unless in future the manufacturer is not inspecteD ByA P . 0

Decision:

Registration Board discussed the inspection report of M/s Yangzhong

Jinxiang Emulsion Products Co. Ltd, No0.88 Dagiao Road, Yangzhong,
Jiangsu, China in detaill and keeping in view the nature of the
observations, being critical rejected the above application for registration

due to above recorded reason as reported by panel

Registration Board also advised Medical Device and P E & R Division to
registered drugs / products of same

present details of already
manufacturer for consideration.

Case No0.03: Cancellation of Sole Agency Certification.

Registration Board in its 286meeting held on 20November, 2012 considered

and approved the following medical devices of M/s Intra Health, Karachi subject to

recommendations &CMD, inspection of manufacturer abroad, local storage facilities etc as

per policy:
S. # Name of Importer and Name of Medical | Demanded | Shelf Life
Manufacturer / Exporter. Device Price &
Pack Size.
1. | M/s Intra Health, Pro Care Foley Decontrolle | 5 years
56-A, Unit No.1, Justice Balloon Catheters. d
Inamullah Road, Block 7/8
KCHS, Karachi. (Latex Foley Different
Manufactured by Catheter Silicon types i.e
M/s Uro Technology Sdn. Bhd.,| Coated) 2way, 3way
Malaysia. with
different
product
codes

The ECMD in its I meeting held on #3December, 2012 recommended the above

product. The registration certificates of above mentioned products could not be issued as the
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inspection of manufacturing facility in Majsia could not be conducted. In the meanwhile,
the Principal manufacturer has sent a letter dated112016, wherein they have confirmed

that they have an exclusive contract with M/s Life Cares, Karachi for the exclusive sales and
distribution of whole rage of Chroma Foley Catheters and that they will not pursue the
registration of their product Foley Catheter with MOH Pakistan applied by M/s Intra Health,
Karachi. In this regard M/s Intra Health, Karachi was asked through a letter d&tedir2e,

2016 b confirm their status as being sole agent of M/s Uro Technology Sdn. Bhd., Malaysia
for above mentioned medical device or otherwise within 10 days for further processing the
case. M/s Intra Health, Karachi has informed vide letter date@b2®16 that tey are the
exclusive agent for Procare Foley Balloon Catheters, manufactured by M/s Uro Technology
Sdn. Bhd. Malaysia. The firm has submitted a colored copy of authorization letter from
principal manufacturer and requested not to consider any applieatithe agreement is still
valid. Authorization letter was issued ofiApril, 2015 for 03 years i.e. till $1May, 2018.
However, the authorization letter in favor of M/s Life Cares, Karachi was issued-0+ 12
2016.

Decision: Registration Board discussed the case and decided to issue show
cause notice to M/s Intra Health, Karachi that why their application
may not be rejected due to the aforementioned reasons. The Board
also decided to call the firm representative for personal hearing in
the next meeting of the Board.

Case No0.04: Cancellation of Sole Agency Certification.

Registration Board in its 28Imeeting held on®i& 2" August, 2011 considered
and approved the following medical devices of M/s Burraqg International, Lahore subject to

inspection of manufacturer abroad, local storage facilities etc as per policy:

S. # Name of Importer and Name ofMedical | Demanded | Shelf Life
Manufacturer / Exporter. Device Price &
Pack Size.
1. | M/s. Burraqg International, PCN Ureteral De-
Lahore Catheter, Stent set | controlled

Manufactured by

M/s. Marflow AG Soodstrase
57CH-8134,adliswil /Zurich
Switzerland.
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The registratiorcertificates of above mentioned product could not be issued due to
non payment of differential fee by the applicant firm. In the meanwhile, Principal
manufacturer informed that they have exclusive contract with M/s Life Cares, Karachi and
they do not haveiny business relationship with the company M/s Burraqg International in
Lahore Pakistan since 2010. This company cannot offer Marflow products as they are not
selling to them. All Marflow products can only be offered in Pakistan by the company M/s
Life Cares, Karachi. M/s Life Cares has submitted original Distributorship Agreement
between M/s Mar Flow AG, Switzerland and M/s Life Cares, Karachi duly attested by

Embassy of Pakistan for complete Mar Flow products.

In this regard M/s Burraq Internation&lahore was asked to confirm their status as
being sole agent of M/s MarFlow AG, Switzerland for above mentioned medical device or
otherwise within 10 days for further processing the case. Letter was issuetf dnrz2 2016

but no response has been reeditill date.

Decision: Registration Board discussed the case in detail and decided to reject the
above mentioned application due to non payment of required fee and
cancellation of agency agreement by the principal manufacturer.

Case No0.05: Inclusion of dterilization site in already approved medical device
(Deferred in 256" Meeting).
Registration Board in its 246meeting held on10" and 11" December, 2014
considered and approved the following medical devices of M/s A. Feroz & Co., Karachi

subjectto inspection of manufacturer abroad, verification of storage facility etc as per

policy:-

S.No | Name of Importer and Name of Price Pack Shelf
Manufacturer/Exporter Medical Device size life
1. M/s. A. Feroz & Co.| Star V. Cathete| Decontrolled | (14G, 5
Medicine Street No.Jf with  Injection| till policy 16G, years
Marriot Road Karachi Port. decision byl 18G,
Manufactured by the 20G,
M/s. Engineering Technica Policy Board | 22G,
Plastic Industries (Enteplin Federal Govt.| 24G)
Egypt) 1¢" of Ramadan City
Industrial Zone, Al Part 100 per
41/3. Sharqia, Egypt. box
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Inspection of the manufacturer abroad is yet to be carried out. In the meanwhile, the
importer has submitted that their Principal manufacturer has informed thstetiization
process is being outsourced to M/s EG Med (S.A.E) having their plant at PdridL@@rial
Zone, B3, 10" of Ramadan City, Egypt. They have enclosed pycof medical device
License of M/s EG Med and performance qualification report conducted by Hgyptia
Engineering System3he importing firm had not mentioned sterilization site in the
application Form BA. Now they have requested to include the aforementioned sterilization
site of above mentioned product. zhe case was placed before the RegistoaidnrBits
256" meeting and the Board deferred the case for provision of any document showing
approval of regulatory body of Egypt regarding outsourcing of sterilization process to M/s
EG Med (S.A.E) Part 10thdustrial Zone, B3, 10" of Ramadan City, §ypt. Accordingly

the firm was asked to provide the same.

Now the importing firm has informed that as per the international medical device
regulatory framework, Egyptian Ministry if Health considers outsourcing a private matter.
They neither provideiny approval for this matter nor place any restriction. The Egyptian
Ministry of Health conducts cGMP inspections on regular intervals and with respect to
sterilization outsourcing, they review the agreement between the parties, sterilization charts,
steilization log book, sterilization validation studies and biological indicator long book for
their satisfaction. The same may be reviewed by the inspection panel of Ministry of Health
Pakistan during their inspection of the manufacturing facility of thefrcipals. They have
enclosed declaration by their Principal duly attested by authorities in Egypt and attested by

Embassy of Pakistan in Cairo concerning the outsourcing of sterilization.

Decision: Registration Board discussed the case and approvetl sterilization site
i.e. M/s EG Med (S.A.E) Part 10GIndustrial Zone, B-3, 10th of Ramadan
City, Egypt for already approved above mentioned product in 246th
meeting of Registration Board subject to inspection of manufacturer
abroad including sterilization site.

Case No.06: Cancellation of Sole Agency Certification.

Registration Board in its 231meeting held on 23December, 2013 considered and
approved the following medical devices of M/s. Cardiac Care, Lahore subject to inspection of

manufacturer abroad, verification of local storage facility etc as per policy:

Minutesfor 261" Registation Board Meeting 184



S.No. Name of Importer and | Name of Medical Device. Shelf

Manufacturer/Exporter. life

1. M/s Cardiac Care, ProHp Pegaso PTCA Balloon Cathete 36
848 C, Shadman, Balloon Length (mm): 10,15,2@30. months
Lahore. Balloon Dia (mm):
Manufactured by 1.5, 2.0, 2.25, 2.75,3.0,3.25, 3.50, 3.7

M/s CID SPA Strada 4.0.
Crescentino snc, 13040,
Saluggia (VC) Italy.

2. -do- Brio PegaseSCRX PTCA Balloon 36
Catheter. months
Balloon Length (mm): 10,15,20, 30.
Balloon Dia (mm): 1.5, 2.0, 2.5,

3.0,3.5, 4.0.
3. -do- Cre8 Amphilimus ElutingCoronary 18
Stent. months

Stent Length (mm): 12,16,20, 25,31.
Stent Dia (mm): 2.50, 2.75, 3.0, 3.50,

4.00, 4.50.

4, -do- Avantgarde Chrono Carbostent 36
(Coronary carbofilm coated bare metag months
stent)

Stent Length (mm): 7, 8,12,16,20, 24,
25,31.

Stent Dia(mm): 2.25, 2.50, 2.75, 3.0,
3.50, 4.00, 4.50.

5. -do- Chrono Carbostent 36
(Coronary carbofilm coated Cobalt months

Chromium stent)

Stent Length (mm): 7, 8,12,16,20, 24
25,31.

Stent Dia (mm): 2.25, 2.50, 2.75, 3.0,
3.50, 4.00, 4.50.

6. -do- Janus Optima Tacrolimus Eluting 18
Carbostent months
(Coronary carbofilm coated drug elutin]
stent)

Stent Length (mm): 11,15,19, 25,31.
Stent Dia (mm): 2.50, 2.75, 3.0, 3.50,
4.00.

The registration certificates of above mentioned products could nesibed due to
clarification regarding the countries located in erstwhile Western Europe and erstwhile

Eastern Europe in import policy approved by the Policy Board in"itsideting which was
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later on revised and clarified by the Policy Board in it¥ ifeeting. In the meanwhile,
authorization issued by the Principal manufacturer M/s CID SPA, ltaly in respect of M/s
Cardiac Care, 848, Shadma#, Lahore, submitted in registration application dossiers, was
expired. The Principal manufacturer M/s CIDASBtrada Crescentino s/n, 13040, Saluggia
(VC) Italy has now sent a letter to DRAP submitting that the agreement between CID and
M/s Cardiac Care, 848, Shadman, Lahore, Pakistan has been terminated of' 31
December, 2015 and M/s Atco Laboratories Lwith its office located in BL8, S.I.T.E,
Karachi has now been appointed a sole agent to act as distributor in Pakistan and to attain
Regulatory Approvals for the following products through the local authoities:

) ProHP Pegaso PTCA Balloon Catheter.

(i) Brio Pegaso SCRX PTCA Balloon Catheter.

(i) Cre8 Amphilimus Eluting Coronary Stent.

(iv)  Avantgarde Chrono Carbostent (Coronary carbofilm coated bare metal stent)

M/s CID SPA, ltaly has requested the DRAP to issue registration of above listed
products to Atco Laboraties Ltd., having the marketing authorization in Pakistan.

In this regard M/s Cardiac Care, 8@&3 Shadmat, Lahore was asked to confirm
their status as being sole agent of M/s CID SPA, ltaly for above mentioned medical devices
within 10 days for furthr processing the case. Letter was issued $hMafy, 2016 but no
response received till date.

The case was placed before the Registration Board in it8 28@ting wherein the
Board decided to call the firm M/s Cardiac Care, Lahore for personal hearthg next
meeting of the Board. Accordingly letter for personal hearing has been issued to the firm.

Decision:Registration Board deferred the case as the firm did not appear before the
Board for personal hearing. The Board once again directed the firnfor
personal hearing in the subject matter in the next meeting of the Board.

Case No0.07: Free Sale Certificate of Medical Devices.

It is submitted that the disposable syringes, disposable sets for collection or
transfusion of blood or giving angfusion, canula, catheter, stent, adisable syringe and
butterfly needles were declared to be drugs under section 3(g) (vi) of the Drugs Act, 1976 and
are being regulated as drug while internationally these are regulated as medical devices.
Regulation of medical devices is not fully harmonized and varies in different
regions/countries. Format and wording of Free Sale Certificates issued by regulatory
authorities of different countries varies from country to country. In medical devices
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manufacturing, sually some of the processes of manufacturing including sterilization site are
outsourced but the regulatory authorities in most cases mentions on the Free Sale Certificate
only the main manufacturing site or legal manufacturer/owner of product and gdentobdn

the outsourced sites. In some cases the whole manufacturing is being carried out by contract
manufacturer for product owner/legal manufacturer and in this case some regulatory
authorities only mention the name of legal manufacturer/product owndfrea Sale
Certificate. Furthermore, in some cases regulatory authorities do not mention sizes of the

product.

Decision: Registration Board after discussing in detail format and wording of Free Sale
Certificates of medical devices issued by regulatorauthorities of different
countries, decided as follow:

(1) If the Free Sale Certificate mentions only the main manufacturing site
and/or legal manufacturer/owner of product but does not mention the
outsourced processes site(s), then:

(a) in case of productapproved for sale by regulatory authorities of
USA, Japan, Australia, Canada or any of the regulatory authority of
former erstwhile Western Europe (United Kingdom, Germany,
France, Switzerland, Netherlands, Austria, Belgium, Denmark,
Finland, Sweden, Itay, Ireland, Luxemburg, Norway, Scotland and
Spain) or minimum three stringent regulatory bodies of former
erstwhile Eastern Europe, the information as provided in free sale
certificate shall be mentioned in Form5A, agenda and minutes of
meeting of Registation Board and registration certificate.

(b) in case of product not approved for sale by above mentioned
regulatory authorities and for which foreign inspection will be
conducted as per prevailing import policy for inspection, the
applicant shall mention theoutsourced processes site(s) in Form#A
and sameshall also be mentioned inagenda and minutes of the
meeting of Registration Board and registration certificate

(i) In case where whole manufacturing is being carried out by contract
manufacturer(s) for product owner/legal manufacturer and the Free
Sale Certificate only mention the name of legal manufacturer/product
owner and does not mentions name of contract manufacturés), then
name and address of contract manufacturegfs) shall also be mentioned
along with name of legal manufacturer/product owner in Form5A,
agenda and minutes of Registration Board meeting and registration
certificate. In such cases the applicant firm shall also provide agreement
between contract manufacturefs) and legal manufacturer/product
owner legalized by Embassy and original letter from notified bodies
attested by the concerned regulatory body containing status of both
parties or any document from regulatory body containing status of both
parties legalized by Embassy.
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(iii) In case where Free Sale Certificate does not mention
sizes/types/catalogue number/product codes in the Free Sale Certificate
of the product, then the applicant firm shall mention
sizes/types/catalogue number/product codes in FoH®A duly supported
by approval of concerred regulatory authority.

If the Free Sale Certificate does not contain validity date, then the certificate shall be

considered for 5 years from the date of issuance.
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Item No.IV: Additional cases.
Case No0.01: Shortage / Interrupted supplies of essential medicines in the country.

Registration Board deliberated that some of the essential and life saving medicines,
including antituberculosis drugs are in short supply / partial availability in the market.
Board decided that Quality Assurance & Laboratory Testing Division will direct all
concerned manufacturers, importers and registration holders of such medicines to submit
current quarterly report for importation of drug substanossnufacturing and sale @d,
but not later than seven daydoreover, this should be the practice that at the end of each

guarter, aforementioned report should be submitted.

Case No0.02: Ammendment in registration application (Form 5).

DRAPG&s Aut 88" meeting heidm 14" July, 2016discussed that Form 5
(registration application) is deficient of some basic / critical informatincluding
identification of APl sourceand primary containers/ closureygstem as these affect the
quality and safety of the produdt was deliberated thaireviouslytheseprovisiors (source
of API, primary containers/ closureystem)were available in the Forsd but were deleted
from Form 5 It was discussed th#tese points are critical to control the qual#tgbility and
safey of the products. Earlier WHO experts indicated such critical deficiencies in the
registration application forms that require immediate attentibre ci si on of DR/
Authority is as under:

AT h e Aut hority approved t he i n cAPlu and ats o f
Specificationso and fASource of Primary Pack
Form5 and Formb5D. Companies can provide more than one source of Active
Pharmaceuticals Ingredient and Primary Packaging Material, for sustainable supplies
Concerned Division was advised to process the requisite amendments in the Drugs
(Licensing, Registering & Advertising) Rules, 1976, to implement the degision.

Keeping in view decision of the Authority, it is proposed that in order to provide safe,
effective and quality medicines to the general public following parameters/ information may
also be provided by the applicant for the registration of all drugs application (local and
imported).

I. Sour ce, specificationds and grade of

along with Certificate of Analysis (COA) and GMP of exporter, valid drug

manufacturing Licence (API) and Free Sale Certificate in the Country of
Origin for the Product, except adssible and approved by tB®ard
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il. Source, specificationb6s and grade of
closure.

iii. To provide pharmaceutical equivalence including content uniformly and
comparative dissolution profile against the innovator produehe(e
applicable).

Similarly to encourage the stability studies, it may be incentivized through
preferential treatment for consideration for registration of the product. The initial stability
studies as approved by the board, the application can betsadmith 03 month accelerated
stability data, but 06 months accelerated data and other reports will be required before

consideration of the case in the board.

Manufacturer shall strictly follow labeling / packages insert, dosage form, pack size,
packing naterial, shelf life andndications as per innovator product, as approved in the
reference countryl'he applicants are required to follow the innovator product (with alternate

international practice may be allowed) as reference standard product for @eyaktation

of the product specificationds, where applic
Decision: Registration Board discussed the above matter in detail and decided that:
T ASource of API and i ts Specificationso

Materi al and it gbe$plwediinfForot§, 5A, By BE sarthat
amendments in the Drugs (Licensing, Registering & Advertising) Rules, 1976,
can be made to implement the decision.

1 Firm / Applicant will provide pharmaceutical equivalence including content
uniformly and comparative dissolution profile against the innovator product
(where applicable).

1 Those applicants who submit stability studies data, may be incentivized through
preferential treatment for consideration for registration of the product.

1 Manufacturer shall strictly follow the labeling / packages insert, the dosage form,
pack size, packing material, shelf life and Indications as per innovator product,
as approved in the reference country.

Registration Board deferred rest of agenda due to paucity of time.
Meeting enéd with a vote of thanks to and from the chair.

End of Document
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