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AGENDA REGISTRATION — I SECTION

1. ACTION ON MINUTES OF DRUG PRICING COMMITTEE
(a) 18™ meeting of Drug Pricing Committee held on 26-10-2011
The drug pricing committee has fixed the prices of following imported drugs in its 18th meeting
held on 26-10-2011.
Generic Molecule/ MRP Remarks
S No. Composition
Deferasirox 250mg Dispersible Tablet Rs.4680.00/30°s Abroad Inspection: Required.
Each tablet contains:- Rs.156.00/1's Local storage facility Inspection:
Deferasirox................... 250mg carried on 08.06.2010
1. M/s. AJ Mirza Pharma (Pvt) Ltd., Karachi.
M/s. Cipla Ltd., Mumbai, India.

«  M-Import-231
Deferasirox 500mg Dispersible Tablet Rs.7800.00/30's Abroad Inspection: Required.
Each tablet contains:- Rs.260.00/1's Local storage facility Inspection:
DeferasiroX..............e.... 500mg carried on 08.06.2010

2. M/s. AI Mirza Pharma (Pvt) Ltd., Karachi./M/s.

Cipla Ltd., Mumbai, India.

« M-Import-231
Stamaril Powder for Injection Vaccine Rs.20000.00/ Abroad Inspection; Exempted as
Each 0.5ml dose Contains:- 0.5ml x10’s per policy. It is also approved by
Yellow fever virus 117 D-204 strain (live, Rs.2000.00/0.5ml EMEA
attenuated).......... not less than 1000 LD50 units Local storage Inspection: carried

3 (Innovative brand) on 27.05.2009

: ¢ Imported by M/s Sanofi Aventis
Karachi from M/s Sonafi Pasteur, S.A
Lyon , France
e M-231-Import

Rouvax Vaccine Rs.500.00/ 5Sml vial | Abroad Inspection: Required.
Each dose of 0.5ml after reconstitution with of 10 doses Local storage Inspection: carried
diluent contains:- on 27.05.2009
Live attenuated measles virus (Schwrz strain) at Rs.5000.00/ 10 vials
least 1000 CCIDs, X 5ml
Diluent medium q.s
Lyophilisation excipient q.s water for injection (Innovative brand)

4. wens0.5ml

e [Imported by M/s Sanofi Aventis
Karachi from M/s Government
Pharmaceutical Organization — Merieux
Biological Products Co. Ltd., Thailand

* M-229-Import.




Generic Molecule/ MRP Remarks
§Ne. Composition
Insuman Basal 100IU/ml Suspension for Rs.1034.00/3mixS’s | Abroad Inspection: Exempted as
injection (Cartridges) per policy.
Each cartridge contains: Local storage Inspection: carried
Human Insulin ............ 1001U, on 27.05.2009
% Imported by M/s Sanofi Aventis Karachi from
M/s Sonafi Pasteur, Deutschland GmbH,
Germany,
M-231-Import
Human Insulin 5001U/ml Suspension for Rs.1034.00/3mlix5’s | Abroad Inspection: Exempted as
injection (Cartridges) per policy.
Each cartridge contains: Local storage Inspection: carried
Human Insulin ............ 500IU. on 27.05.2009
o Imported by M/s Sanofi Aventis Karachi from
M/s Sonafi Pasteur, Deutschland GmbH,
Germany,
M-231-Import
Human Insulin Rapid 100IU/ml Suspension Rs.1034.00/3mix5"s | Abroad Inspection: Exempted as
for injection (Cartridges) per policy.
Each cartridge contains: Local storage Inspection: carried
Human Insulin ............ 1001U. on 27.05.2009
s Imported by M/s Sanofi Aventis Karachi from
M/s Sonafi Pasteur, Deutschland GmbH,
Germany,
M-231-Import
Novomix ® 50 Flexpen ® 3ml Pre-filled pen Rs.4000.00/5's x 3m] | Abroad Inspection: Exempted as
1001IU Suspension for injection prefilled pen per policy.
Each ml contains : Local storage Inspection: carried
Insulin Aspart Biphasic (recombinant DNA) (Innovative brand) | on 12.12.2009
....1001U
8.
s Imported by M/s Novonordisk Karachi
from Novenordisk A/S Alle Bagsaverd
Denmark.
e  M-231-Import
Morphine Sulphate 30mg Tablets Rs.340.00/20's Abroad Inspection; Exempted as
Each tablet contains:- per policy.
Morphine Sulphate .......................30mg Local storage Inspection: Required
9. M/s. Neomedix, Rawalpindi. M/s. Sigma
Pharmaceuticals Australia.
e M-228-Import
Iron Polymaltose Injection Rs.1475.00/5x5ml | Abroad Inspection: Exempted as
Each ampule containg:- per policy.
Iron Polymaltose........................318mg Local storage Inspection: Required
10. M/s. Neomedix, Rawalpindi. M/s. Hameln

Pharmaceuticals GmbH Langes Feld 13 Hameln
31789 Germany.

s  M-228-Import




SN Generic Molecule/ MRP Remarks
W Composition
Rasival 300mg/320mg Film Coated Tablets. Rs.2100.00/14's Abroad Inspection: Exempted as
Each Film Coated Tablet contains:- Rs.3990.00/28's per policy.
Aliskiren...... 300mg. Local storage Inspection: carried
Valsartan....... 320mg. (Innovative brand) | on 02.01.2008
(Anti-hyertensive)
' 1« Imported by M/s Novartis Pharma Karachi
from M/s Novartis Pharma Stein AG
Switzerland
o M-227-Import
Rasival 150mg/160mg Film Coated Tablets. Rs.1260.00/14's Abroad Inspection: Exempted as
Each Film Coated Tablet contains:- Rs.2394.00/28's per policy.
Aliskiren...... 150mg. Local storage Inspection: carried
Valsartan....... 160mg. (Innovative brand) | on 02.01.2008
(Anti-hyertensive)
12.

s Imported by M/s Novartis Pharma
Karachi from M/s Novartis Pharma
Stein AG Switzerland

e M-227-Import

Tasigna Capsules 150mg
Each capsule contains:-
Nilotinib..........ccceerreene. 1 50mg.

Rs.114,000.00/40’s
Rs.342,000.00/120’s
(Innovative brand)

Abroad Inspection: Exempted as
per policy.

Local storage Inspection: carried
on 02.01.2008

13, e Imported by M/s Novartis Pharma
Karachi from M/s Novartis Pharma
Stein AG Switzerland
o  M-231-Import
Paclitaxel “Ebewe” 210mg/35ml injection Rs.13720.00/35ml | Abroad Inspection: Exempted as
Each vial contains:- per policy.
Pachitaxel .vvvumsvmiisinmesion 210mg Local storage Inspection: carried
on 02,01.2008
14. e Imported by M/s Novartis Pharma
Karachi from M/s Ebewe Pharma
Ges.m.b.H., Australia
e M-231-Import
Paclitaxel “Ebewe” 600mg/100ml injection Rs.36055.00/35ml | Abroad Inspection: Exempted as
Each vial contains:- per policy.
Paclitaxel ..oovovamvnsaannie 600mg Local storage Inspection: carried
on 02.01.2008
15. e Imported by M/s Novartis Pharma

Karachi from M/s Ebewe Pharma
Ges.m.b.H., Australia
e« M-231-Import




Nae Lol

i

iz

Generic Molecule/ MRP Remarks
S No. Composition
Ultravist 300mg Solution for injection Rs.2895.00/100ml | Abroad Inspection: Exempted as
Each ml contains: per policy.
lopromide.................623mg (equivalent to (Innovative brand) | Local storage Inspection: The
300mg lodine) applicant has its local
pharmaceutical plant.
16 e Imported by M/s Medipharm (Private) Already Ultravist 300mg is
' Limited, Lahore from M/s Bayer registered in 20ml & 50ml
Schering Pharma AG, Geramany. packing.
e Packed by Medipharm (Private) Limited
Lahore
e M-231-Import
Emtricitabine + Tenofovir Disoproxil Rs.3797.00/30’s Abroad Inspection: Exempted as
Fumarate Tablets per policy.
Each tablet contains: Local storage Inspection: The
ErnfricHabine ..ouwmiami 200mg applicant has its local
Tenofovir Disoproxil Fumarate 300mg pharmaceutical plant.
equivalent to245mg Tenofivir Disporoxil
17 Fumartat
i M/s. Ferozsons Laboratories
Limited, Nowshera./M/s. Patheon Inc.,
Mississauga, Canada /M/s. Nycomed GmbH
Plant Oranienburg Lehnitzstrasse Oranienburg,
Germany.
s M-231-Import
Emtricitabine + Tenofovir Disoproxil | = Rs.3797.00/30°s | Abroad Inspection: Required
Fumarate Tablets Local storage Inspection: Required
Each tablet contains:
EMMAcIabing ..oy vnnmmmsssrnens 200mg
Tenofovir Disoproxil Fumarate 300mg
18. | equivalent to 245mg of Tenofovir Disoproxil
M/s. SciTech Health (Private) Limited,Karachi./
M/s. Matrix Laboratories Limited, Andhra
Pardesh, India.
e M-231-Import
Synflorix Vaccine Rs.7790.00/pack of 2 | Abroad Inspection: Exempted as
Each 1 dose (0.5ml) dose confains:- doses vial per policy.
1 microgram of each Pneumococcal Local storage Inspection: carried
polysaccharide (Innovative brand) | on 04.03.2009
Already Synflorix is registered as
serotypes 1, 5, 6B,7F, 9V,14 and 23F and 3 single dose vaccine
micrograms of each Pneumococcal
10. polysaccharide serotypes 4, 18C and 19F

(Vaccine).

o Imported by M/s. GlaxoSmith Kline
Pakistan Ltd., Karachi. from

o  M/s.GlaxoSmithKline Biologicals,
Rixensart Belgium.,

e  M-Import-231
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Generic Molecule/ MRP Remarks
§ No. Composition
Sodium Glycididazole Lyophilized Injection Rs.2570.00/vial Abroad Inspection: Required
250mg Local storage Inspection: Carried
Each vial contains:- on 18.10.2009. The applicant has
Sodium Glycididazole...250mg its local pharmaceutical plant also.
20 (A new mode for Anti-tumor treatment).
| M/s. CCL Pharmaceuticals (Pvt) Ltd., Lahore./
M/s. Shandong Luye Pharmaceutical Co., Ltd.
Shandong, China.
®*  M-Import-223
Optimark Injection Rs.1570.00/10ml. Abroad Inspection: Exempted as
Contains per 1000L:- Rs.3140.00/20ml per policy. It is US-FDA approved.
Gadoversetamide..330.9kg Local storage Inspection: Required
Versetamide...25.4kg
Calcium Hydroxide......3.7kg
Calcium Chloride Dehydrate. .. 740gm
21. (Diagnostic Contrast Media).
M/s. Promed International, Rawalpindi./
M/s. Mallinckrodt inc Raleigh NC 27616 USA
e  M-226-Import
Hospital & Home care Non Woven Tape Rs.300.00/ Abroad Inspection: Required
1.25cmx5yds, Local storage Inspection: carried
e Imported by M/s Ghazali Brothers, (24pc/box) on 18.05.2010
Karachi from M/s Ghnagzhou Hualian Rs.300.00/
Health Dressing Co. Ltd., Jiangsu, 2.5cmxSyds,
China. (12pc/box)
Rs.300.00/
2 *  M-228-Import SemxSyds,
) (6pc/box)
Rs.300.00/
7.5cmxSyds &
(4pe/box)
Rs.300.00/
10cmx5yds
(34pc/box)
Care Strip Plaster Rs.180.00/100's Abroad Inspection: Required
72mmx19mm Local storage Inspection: carried
e Imported by M/s Ghazali Brothers, (100pe/box) on 18.05.2010
23 Karachi from M/s Ghnagzhou Hualian

Health Dressing Co. Ltd., Jiangsu,
China.

M-228-Import

Rs.130.00/1°s
40mm x 10mm




Generic Molecule/ MRP Remarks

§ No. Composition

Hospital & Home Adhesive Wound dressing Rs.70.00/6cm x 7em | Abroad Inspection: Required
Rs.75.00/10cm x Local storage Inspection: carried
e Imported by M/s Ghazali Brothers, 10cm on 18.05.2010
Karachi from M/s Ghnagzhou Hualian Rs.85.00/10cm x
Health Dressing Co. Ltd., Jiangsu, 15cm
China. Rs.90.00/10cm x
. 20cm
24 M-228-Import Rs.100.00/10cm x
’ 25cm
Rs.125.00/10cm x
30cm
Rs.130.00/10cm x
35cm
Rs.250.00/10cm x
10m Roll
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(b) 19" meeting of Drug Pricing Committee held on 08-02-2012

The drug pricing committee has fixed the prices of following imported drugs in its *

19th meeting held on 08-02-2012.

Generic Molecule/
Composition

Option(s)

Remarks

Menactra ® Solution for Injection Vaccine
Each 0.5ml dose Contains:-

Meningococcal (Serogroup A) Polysaccharide
(Monovalent Conjugate) ..........Amcg
Meningococcal (Serogroup C) Polysaccharide
(Monovalent Conjugate) ...........4meg
Meningococcal (Serogroup Y) Polysaccharide
(Monovalent Conjugate) ........... 4meg
Meningococcal (Serogroup W) Polysaccharide
(Monovalent Conjugate) ..........4mcg

e Imported by M/s Sanofi Aventis Karachi
from M/s Sanofi Pasteur Inc. PA, USA.
e  M-229-Import.

Rs.3100.00/
0.5ml x1’s

(Innovative
Brand)

Abroad Inspection: Not required as
the product is approved by US-FDA
Local storage Inspection: carried on
27.05.2009

Menactra ® Solution for Injection Vaccine
Each 0.5ml dose Contains:-

Meningococcal (Serogroup A) Polysaccharide
(Monovalent Conjugate) ..........4mcg
Meningococcal (Serogroup C) Polysaccharide
(Monovalent Conjugate) ...........4mcg
Meningococcal (Serogroup Y) Polysaccharide
(Monovalent Conjugate) ...........4mcg
Meningococcal (Serogroup W) Polysaccharide
(Monovalent Conjugate) ........... 4meg

e Imported by M/s Sanofi Aventis Karachi
from M/s Sanofi Pasteur Inc. PA, USA.
o  M-229-Import.

Rs.12880.00/
0.5ml x5’s
(Each dose =
0.5ml)

(Innovative
Brand)

Abroad Inspection: Not required as
the product is approved by US-FDA
Local storage Inspection: carried on
27.05.2009

Menomune ACYW 135 Solution for injection
Vaccine

Each 0.5ml dose Contains:-

Meningococcal (Serogroup A) Polysaccharide
(Monovalent Conjugate) ...........50mcg
Meningococcal (Serogroup C) Polysaccharide
(Monovalent Conjugate) ........... 50meg
Meningococcal (Serogroup Y) Polysaccharide
(Monovalent Conjugate) ........... 50meg
Meningococcal (Serogroup W) Polysaccharide
(Monovalent Conjugate) ........... 50mcg

e Imported by M/s Sanofi Aventis Karachi
from M/s Sanofi Pasteur Inc. PA, USA,
e M-231-Import

Rs.8000.00/
10x0.5ml
Rs.800.00/1°s

(Innovative
Brand)

Abroad Inspection: Not required as
the product is approved by US-FDA
Local storage Inspection: carried on
27.05.2009

11
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S. Generic Molecule/ Option(s) Remarks
No Composition
3. | Actemra 80mg concentrate solution for infusion Rs.11952.00/vial | Abroad Inspection: exempted as per
Each vial contains: (Innovative policy
f Ee oV DR i | M A 80mg/4ml Brand) Local storage Inspection: carried on
06.05.2009
* Imported by M/s Roche Pakistan Limited, It is also approved by US-FDA
Karachi from M/s Utsunomiya Plant of
Chugai Pharma Manufacturing Co., Ltd.,
Tochigi Japan , Product licence holder:
M/s Chugai Pharma Manufacturing Co.,
Ltd., Tokyo, Japan
e  M-231-Import
5. | Actemra 200mg concentrate solution for Rs.29882.00/vial | Abroad Inspection: exempted as per
infusion policy
Each vial contains: (Innovative Local storage Inspection: carried on
Tocilizumab.........ccoveviinrinrennn. 400mg/20ml Brand) 06.05.2009
It is also approved by US-FDA
* Imported by M/s Roche Pakistan Limited,
Karachi from M/s Utsunomiya Plant of
Chugai Pharma Manufacturing Co., Ltd.,
Tochigi Japan , Product licence holder:
M/s Chugai Pharma Manufacturing Co.,
Ltd., Tokyo, Japan
s M-231-Import
6. | Actemra 400mg concentrate solution for Rs.59764.00/vial | Abroad Inspection: exempted as per
infusion policy
Each vial contains: (Innovative Local storage Inspection: carried on
Tocilizumab. ...coon o 400mg/20m! Brand) 06.05.2009
It is also approved by US-FDA
e [mported by M/s Roche Pakistan Limited,
Karachi from M/s Utsunomiya Plant of
Chugai Pharma Manufacturing Co., Ltd.,
Tochigi Japan , Product licence holder:
M/s Chugai Pharma Manufacturing Co.,
Ltd., Tokyo, Japan
e M-231-Import
¥ Gadovist ® Solution for injeciton Rs.6300/15ml Abroad Inspection: exempted as per

Each ml contains:
1.0mmol Gadobutrol .................(equivalent to
604.72mg Gadobutrol)

¢ Imported by M/s Bayer Pakistan (Private)
Limited, Karachi from M/s Bayer
Schering Pharma AG, Geramany.

e M-231-Import

As per proforma
invoice price

policy
Local storage Inspection: carried on
24.,03.2009

12




S. Generic Molecule/ Option(s) Remarks
No Composition
8. | Gadovist ® Pre-filled Syringe Rs.3150.00/7.5ml | Abroad Inspection: exempted as per
Each ml contains: policy
1.0mmol Gadobutrol .................(equivalent to (Innovative Local storage Inspection: carried on
604.72mg Gadobutrol) Brand) 24.03.2009
¢ Imported by M/s Bayer Pakistan (Private)
Limited, Karachi from M/s Bayer
Schering Pharma AG, Geramany.
e  M-231-Import
9. | Immune Globulin 10% IV Solution Rs.22050.00/25ml | Abroad Inspection: exempted as per
Intravenous (Human) 10% (2.5gm in 25ml vial) policy. It is also approved by US-
Solution for infusion. (Innovative FDA
Each ml contains: Brand) Local storage Inspection: carried on
Approximately 100gm of protein, not less than 98% 18.09.2009
of which is immuno Globulin and approximately
15mg glycine.
M/s. Popular International (Pvt) Ltd., Karachi./
M/s. Talecris Biotherapeutics, Inc. Alexander
Drive, Research Triangle Park, North Carolina, USA.
o  M-231-Import
10. | Rabies Vaccine B.P Rs.710.00/1's Abroad Inspection: Required
Each One vial of lyophilized vaccine contains:- Local storage Inspection: carried on
Purified B Propiolactone Inactivated Rabies As per DPC price | 14.04.2008

o - m—— e 15,10 g 8 0

(Prepared on Vero cells, Pitman Moore Strain of
Rabies Virus) of one immunizing dose.
Thiomersal as Preservative....... 0.01%
Maltose....... up to 1 immunizing dose.

Human Serum Albumin up to 1 immunizing dose.
(Vaccine).

M/s. Sind Medical Stores, Karachi,

M/s. Bharat Biotech International Ltd.., Hyderabad,
Andhra Pradesh, India.

e M-227-Import

13
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S. Generic Molecule/ Option(s) Remarks
No Composition
11. | Bivalent Poliomyelitis Vaccine Type 1 and Type | Rs.605.00/vial of | Abroad Inspection: Required as
3, Live Oral Vaccine. 10 doses recently WHO has delisted M/s.
Each dose of 0.1ml (2 drops ) contains:- Panacea from its website.
Poliovirus Type 1 (Sabin Strain....not less than Local storage Inspection: Carried on
19%9CCIDy, 24.03.2009. The applicant has its
Poliovirus Type 1 (Sabin Strain....not less than local pharmaceutical plant also.
10°° CCIDs,
M/s. Amson Vaccines & Pharma (Pvt) Ltd.,
Rawalpindi./
M/s. Panacea Biotec Ltd., New Delhi, India
o M-23]-Import
12. | Hepatitis A vaccine Vaccine Rs.350.00/vial | Abroad Inspection: Panel Inspection
Eahci dose contains: was carried on 29.12.2010 &
Freeze-dried Live Attenuated Hepatitis A vaccine 30.12.2010 for this product.
M/s. Hilton Pharma (Pvt) Ltd.,Karachi./M/s.
Zhejiang Pukang Biotechnology Co., Ltd., Local storage Inspection: Carried on
Hangzhou, P.R. China 24.10.2009. The applicant has its
local pharmaceutical plant also.
o M-218-Import
13. | Rinelon Aqueous Nasal Spray Rs.700.00 Abroad Tnspection: exempted as per
Each metered dose spray contains: /140doses policy
Mometasone Furoate ...50mcg Local storage Inspection: Required
(Innovative
e Imported by M/s Schering Plough (Pvt) Brand)
Limited Karachi from M/s Schering
Plough Switzerland
e M-225-Import
14. | Diprospan Injection Iml. Rs.120.00/per 1ml | Abroad Inspection: exempted as per

Each ml contains: -

Betamethasone Dipropionate Eq to Betamethasone
5.0mg.

Betamethasone Disodium Phosphate Eq to
Betamethasone 2.0mg.

e [Imported by M/s Schering Plough (Pvt)
Limited Karachi from M/s Schering
Plough Labo N.V Belgium

s  M-226-Import

ampoule

(Innovative
Brand)

policy
Local storage Inspection: Required

14
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S. Generic Molecule/ Option(s) Remarks
No Composition
15. | Diprospan Injection Zml Abroad Inspection: exempted as per

Each ml contains: -

Betamethasone Dipropionate Eq to Betamethasone
5.0mg.

Betamethasone Disodium Phosphate Eq to
Betamethasone 2.0mg.

¢ Imported by M/s Schering Plough (Pvt)
Limited Karachi from M/s Schering
Plough Labo N.V Belgium

e  M-226-Import

Rs.222.00/per 1ml
ampoule

(Innovative
Brand)

policy

Local storage Inspection: Required

15




AGENDA REGISTRATION — II SECTION

Item No.I

Delegation of powers.

Drugs are registered under section 7 of the Drug Act 1976 and for this purpose Drug

Registration Board is setup. For disposal of various matters for already registered drugs. In the past the
Registration Board has been delegating its various powers to its the Chairman with a view of
facilitating day to day functions of the Board. These functions are as under:

i

ii.

iii.

iv.

Vi,
Vii.

viii.

xi.
Xii.
Xiil.

Xiv.

XV.

xvi.

XVil.

xviil.

Xix.

Exemption from the Drugs (Labeling & Packaging) Rules, 1986.

Export Registration of finished drugs except Narcotic, Psychotropic drugs and
Precursor chemicals.

Change of brand name of drugs for export purpose only.

Change of name of the manufacturer of imported drugs.

Change of name and source of imported drugs.

Increase/ decrease in shelf life of finished drug.

Grant of additional packing of already registered drugs/medicines.

Allowing uniform pack size of 50ml and 100ml to already registered vet. (Parenteral)
drugs in lieu of smaller packing withdrawn because of their misuse potential.
Approval for issuance of show cause notices for substandard, misbranded drugs.
Action initiated on safety of drugs.

Change of packing from PVC to Alu-Alu, strip to blister/bottle and vice-versa etc.
Changes of source of API (pellets/ liquid) and excipients of registered drugs.
Re-registration and renewal of registered drugs.

Constitution of panel of inspector for product specific inspection, GMP inspection etc
of local manufacturers.

Change of contract manufacturer of registered drug.

The typographic errors in recording minutes and registration letters like composition,
brand names, demanded price, pack size etc or other typing mistakes.

Change in the packing design/packaging components/ change in label, carton/ change
in shape, colour of Capsule, Tablets and shape of blister/ aluminum foil.

Change of brand names of registered drugs.

Change of formulation of already registered drug / grant of registration for improving
Safety, efficacy & quality keeping in view recommendations of WHO / International
Agencies / Registration Board / Local experiences.

Deregistration of drugs.

Transfer of registration from import to local toll manufacturing..

Transfer of registration from one manufacturer to another manufacture

Constitution of panel of experts for foreign inspections.

16



Xxiv. Permission for export of finished drugs under relevant SRO’s.

Item No.II  Issuance of Registration letters for the drugs approved by the Registration
Board.

Drugs Act 1976 regulates the import, export, manufacture, storage, distribution
and sale of drugs. Before devolution of the Ministry of Health, Drugs Registration Board
(DRB) under Section 7 of Drugs Act 1976 was authorized to register the drugs. Now there are
2 types of registration applications which have been inherited by DRAP and require

completion of registration process.

a. Locally Manufactured Drugs

Drugs Registration Board (DRB) under Section 7 of Drugs Act 1976 is the
competent forum to register the drugs. If the price of any drug registered by the Drugs
Registration Board was already approved, then registration letter was issued for that price. If
the price of that newly registered drug was not already approved, then the case was referred to

pricing section for price fixation.

2 During 2008-2011, many newly registered drugs were referred to the pricing
section for price fixation under Section 12 of Drugs Act, 1976. For price fixation, the 18®
meeting of the Drug Pricing Committee (DPC) was held on 26-10-2011, under the Chair of
Secretary, Cabinet Division. The Committee approved prices of 235 drugs (molecules /
formulations). These drugs were approved for registration by the DRB in its various meetings
held during 2008-2011.

3. The applicants of the drugs, whose pricing has been done, now are requesting for
completion of process of registration, by issuing the registration letters. Case was submitted to
Secretary, Ministry of National Regulation & Services for further directions, who desired to place the
case before the Policy Board for its wisdom and disposal of case in legal as well as professional

manner.
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b. Imported Drugs

Some high tech drugs and Medical Devices which are not locally manufactured are
imported to cater the need of public. The Drug Registration Board considers and approves the
registration of imported drugs / medical devices subject to fulfillment of codal formalities like
verification of storage facility, fixation of price and verification of Good Manufacturing Practices
(GMP) of the manufacturers abroad as per laid down policy. Federal Inspector of Drugs of the area
verifies local storage facilities for import. Drug Pricing Committee, fixes the prices of imported drugs.
A panel of expert inspectors verifies GMP compliance of the exporter at the site of manufacturing.
Completion of all 3 processes with satisfactory remarks entails registration for import of drugs /

medical devices.

. Approximately fifty six such applications (drugs and ‘devices) are complete in all
respect and qualify for import registration. Registration letters meanwhile could not be issued due to
devolution. The applicants of the drugs, who’s pricing, storage facility verification and GMP
inspection abroad has been done, now are requesting for completion of process of registration, by

issuing the registration letters.
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(Registration-II Section).

§8.No. Manufacturer’s Name Name of Drug(s) & Composition Decision Meeting
Name
1. M/s Pharmatec Karachi Decabolin Injection 100mg/ml Approved subject to segregated | M-215
Each ml of the oily solution contains:- area
Nandrolone Decanoate
(BUEP) i inn vrmiasiimirne 100 mg
(Anabolic Steroids)
3 M/s Medisure Lab, Karachi | Bronal Syrup Approved subject to M-218
Each ml contains:- confirmation of formulation
Levodropropizine ............6 mg
B M/s Ray Pharma Karachi Actavit-D Injection 2mcg Approved M-226
Each ml contains:-
Alfacaleidol ................. 2 meg
4. M/s. Nabigasim Indus, Bioalfa 2mcg/1ml Injection Approved M-214
Karachi contract Each ml ampoule contains:-
manufacturing by Surge Alfacaleidol........ccoenies 2 meg
Pharamceuticals, Lahore
5 M/s S.J&G Karachi Vivid Suspension Approved subject to satisfactory | M-215
Each 5ml contains:- inspection by the panel
Voriconazole..............200 mg comprising following.
(Anti fungal) 1. Dr. Younis Malik
2. DC (Reg)
6. -Do- Erdozet Capsule Approved M-228
Each capsule contains:-
Erdosteine M.S.............300 mg
T M/s Akhai Pharmaceutical | Nyxtein 300mg Capsule Approved M-228
Balochistan Each capsule contains:
Erdostemie. ... -oiociiiaaviy 300 mg
8. | M/s Mediate Karachi Lomid 1mg Tablet Approved as firm complies M-226
Each tablet contains: Narcotic/ Psychotropic Policy
Lormetazepam (BP) ........ 1 mg
9. M/s Klifton Pharma Bismulic Tablet 265mg Approved subject to submission | M-218
Jamshoro Each Tablet contains:- of fee Rs.8000/- and change of
Bismuth Subsalicylate.....265 mg name.
10. | M/s Novartis Karachi Rimkid CP Chewable Tablet Approved M-227
Each tablet contains:-
Rifampicin ..........ccvvvenii 60 mg
Tgoniaaid. .. covmsssmmrisssans 30 mg
11. | M/s Getz Karachi Fenoget SR Capsules 250mg Approved M-215
Each sustained release capsule contains:-
Fenofibrate as sustained release pellets
equivalent to Fenofibrate BP
........................ 250 mg
12. | M/s Nexus Drops 5mg/ml Approved subject to M-215

Pharmaceuticals Karachi

Each ml contains:-
Elemental Zinc (as Zinc Gluconate Food
Grade)....5 mg

clarification of pharmacological
group & flavor in composition
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whether lemon or banana.

13.

M/s Sami Pharmaceuticals
Karachi

Ogiris 10mg/5ml Syrup

Each 5ml contains:

Zinc Sulphate monohydrate eq. to
elemental Zinc............. 10 mg

Approved

M-227

14.

M/s PharmEvo Karachi

Zi-AD Syrup

Each 5ml contains:-

Zinc Sulphate Heptahydrate eq. to
Elemental Zinc ............. 10 mg

Approved

M-228

15.

-Do-

Zi-AD Tablets

Each contains:-

Zinc Sulphate Heptahydrate eq. to
Elemental Zinc ..............10 mg

Approved

-do-

16.

M/s Opal Karachi

Zine-O Tablet

Each tablet contains:

Zinc Sulphate eq. to elemental zinc
............................ 10 mg

Approved

M-228

5

-Do-

Zinc-O 10mg/5ml Syrup

Each 5ml contains:

Zinc Sulfate as monohydrate eq. to
Elemental Zinc .......... 10 mg

Approved

-do-

M/s Genix Karachi

Cniz Tablets

Each dispersible tablet contains:-
Zinc Sulphate Monohydrate eq. to
Elemental Zing ..............10 mg

Approved

M-228

-Do-

Metlol XL Tablet

Each extended release tablet contains:-
Metoprolol as

Buccinste’ > - oo 200 mg

Approved

M-228

20.

-Do-

Metlol XL Tablet

Each extended release tablet contains:-
Metoprolol as
Succinate.......ovvvevvennnnenn 50 mg

Approved

-do-

21,

-Do-

Metlol XL Tablet

Each extended release tablet contains:-
Metoprolol as

SUccInate . . s 25 mg

Approved

-do-

M/s Nabigasim Karachi

Cyclomax 250mg Capsules
Each capsule contains:-
Cycloserine. ;i:coonivinies 250 mg

Comparative dissolution
profiles with the innovative
products supported with the
evidences.

M-209

23.

M/s Zanctok Hyderabad

Zannovate Ointment

Each gram contains:-
Betamethasone

pg Velerate....covivniminis 0.5%
Neomycin Sulphate...3500 units

Approved

M-226

24.

M/s Safe Pharmaceutical
Karachi

Polysafe Ointment
Each gm contains:

Polymyxin B

Approved

M-231
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Sulphate.. .. 10000 units
Bacitracin Zinc........... 500 units

25.

M/s Elko Karachi

Zydine Mouth Wash

Contains:-

Benzydamine HCI.....0.15%w/v
Chlorhexidine
Gluconate................ 0.2% w/v

Approved

M-225

26.

M/s Standard Drug
Company Hyderabad

Septodone Solution 10%

Each 10% contains:-

Polyvinyl Pirrolidone

IORIE: ooy Y00IRE

Approved

M-228

27.

M/s Asian Fiber Karachi

Surgi Band Cotton
Woven Cotton Bandages

Approved

M-223

28.

M/s Uniferoz Karachi

Dermapore Non Woven Paper Surgical
Tape

Approved

M-229

29.

M/s AGP Karachi

Urso Caps 500mg
Each Capsule Contains:
Ursodeoxycholic Acid.....500mg

Approved

M-229

30.

-Do-

Osnate —D Suspension
Each 5 ml contains:-

Ossein Mineral Complex..400 mg
corresponding to:

Calcium ..........o000000...85.59 mg
Phosphorus............... 39.6lmg
Residual Mineral Salts .... 12 mg
Collagen....::ssiuvvieiin 107.95mg
Other Proteins................ 32 mg
Trace elements Zn, Cu, Ni, F,Mg,Fe)
corresponding approx. 212mg
Hydroxyapatite)

Approved

do-

31

M/s Sante Karachi

Acnemin 100 mg Capsule
Each Capsule contains:
Minocycline HCL ........ 100 mg

Approved

M-229

32.

-Do-

Moxicaine Otic drops

Each ml contains:

Moxifloxacine HCL .......... 5 mg
Lignocaine HCL ...........50 mg

Approved

-do-

33.

-Do-

Moxiflox Otic drops
Each ml contains:
Moxifloxacine HCL ......... 5 mg

Approved

-do-

34,

-Do-

Aurocaine Otic Drops
Each ml contains:
Benzocaine .................. 14 mg

Approved

33.

-Do-

Erynocin Gel

Each gm contains:

Brvihrooift i 20 mg
Isotretinion .................. 0.5

Approved

-do-

36.

M/s Baxter
Pharmaceuticals Karachi

Kanabax Cream
Each gram contains:

Approved

do-
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Dexamethasone USP.......... Img
Neomycin Sulphate............3.5mg

37.

M/s Nabiqgasim Karachi

Zynq Oral Drops 10mg/5ml
Each 5ml contains:

Elemental Zinc as Zinc Sulphate
monochydrate................. 10 mg

Approved

M-227

38.

M/s Macter Int. Karachi

Rhinatol Capsule
Each capsule contains:
Carbocisteine . .. x:uisaie 375 mg

Approved

M-228

39.

M/s Atco Lab Karachi

Scabion Forte Lotion
Each 100ml contains:
Crotamiton ............... 10 Y%ow/v
Sulphur ... 5 % wiv

Approved

M-229

40.

-Do-

Water for Injection
Each ml contains;-
Water for Injection............. 1ml

Approved

M-227

41.

M/s ISIS Karachi

Sterile Water for Injection

Approved subject to verification

of section.

M-212

42.

M/s Atco Karachi

Optanol 0.2% Ophthalmic Solution
Each ml contains:
Olopatadine as HCI .....0.2% w/v

Approved

M-227

43.

M/s Ray Pharma Karachi

Iferric Injection
Each 5ml ampoule contains:-

Sodium Ferric Gluconate.................

125 mg

Approved

M-226

44.

-Do-

Iferric Injection
Each 5ml contains:-

Sodium Ferric Gluconate...............

B2

Approved

-do-

45.

M/s AGP Karachi

Afdol Oral Solution
Each Sml contains:-
Memantine HCI .............10 mg

Approved

M-226

46.

M/a Amarant Karachi

Itoride SR Tablets
Each tablet contains:-
Itopride HCI ..................150 mg

Approved

M-228

47.

M/s Nexus Karachi

Itop S.R 150mg Tablet
Each tablet contains:
Hopride ssuc.. ivswiiswaiia 150 mg

Approved

M-225

48.

M/s Bosch Karachi

Tanzo 3.375 gm Injection

Each vial contains:-

Piperacillin as Sodium. ...... 3 gm
Tazobactam as Sodium..0.375 gm

Approved

M-228

49.

M/s Akhai Baloxhistan

Spalt Tablet
Each tablet contains:-
Mepartricin..............50000 [U

Approved

M-213

50.

-Do-

Sycozip 160mg Capsule

Each capsule contains:
Ziprasidone HCI
Monohydrate............... 160 mg

Approved

M-228

al.

M/s Alina Karachi

Alcef 187mg Suspension
Each 5ml contains:

Cefaclor.........cc..coeueen. 187 mg

Approved

M-231
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52. -Do- Water for Injection Approved -do-
53. | M/s Safe Karachi Pantozole 40mg Injection Approved M-231
Each vial contains:
Pantoprazole.................. 40mg
54. | M/s OBS Karachi Fertygain 200mg Capsule Approved M-231
Each capsule contains:
Progesterone................ 200 mg
55. | M/s Martin Dow Karachi Senta 20mg Capsule Approved M-231
Each capsule contains:
Duloxetine::: sisvisisonsvion 20 mg
56. | M/s Getz Pharma Karachi | Comaxin Chewable 228.5mg Tablet Approved M-231
Each chewable tablet contains:
Amoxicillin tri-hydrate eq. to
Amoxicillin................ 200 mg
Clavulanate potassium eq. to
Clavulanic Acid......... 28.50 mg
57. -Do- Comaxin Chewable 457mg Tablet Approved -do-
Each chewable tablet contains:
Amoxicillin tri-hydrate eq. to
Amoxiclllin ... ousamsesi 400 mg
Clavulanate potassium eq. to
Clavulanic Acid ............ 57 mg
I 38. | M/s Macter Karachi Mactonate Injection 0.6gm Approved M-229
Each vial contains:-
Amoxycillin as
Sedium... ... ieenenessmmurss 500mg
Clavulanic Acid as
POBISSIUM  cvvumasieniiies 100 mg
59 -Do- Mactonate Injection 1/2gm Approved -do-
Each vial contains:-
§ Amoxycillin as
¢ SOdRI. v 1000 mg
Clavulanic Acid as
P OSSN e iswsmnmssssius 200 mg
60. | M/s Platinum Karachi Gramex Plus Gel Approved M-227
Each gram contains:-
Metronidazole ............1% wiw
Chlorhexidine Gluconate..............
0.25%w/w
61. | M/s Zanctok Hyderabad Oramet Gel Approved M-226
: Contains:-
1 Metronidazole .......... 1.0% wiw
Chlorhexidine
Ghiconate......o.oiin 0.25% wiw
62. | M/s Atco Lab Karachi Glavimet 50/850mg Tablet Approved subject to submission | M-227
Each film coated tablet contains:- of Form 5D
Vildagliptin .................. 50 mg
Metformin HCI ............ 850 mg
63. -Do- Glavimet 50/1000mg Tablet -Do- -do-
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Each film coated tablet contains:-

Vildagliptin ................ 50 mg
Metformin HCI ......... 1000 mg
64. | M/s Hilton Karachi Myzink Suspension Approval is subject to M-213
Each 5ml contains:- rectification of following
Zinc Sulphate Monohydrate eq. to discrepancies in the application
Elemental Zinc...............10 mg dossier.
(Antidiarrhoeal)
-In suspension form, it is new &
not applied on form 5D with
Rs.15000/-only Rs.8000/-
deposited.
65. | M/s Elko Karachi Durum SR Capsule Approved subject to submission | M-218
Each capsule contains:- of fee Rs.7000/- and name of
Diclofenac Sodium........100 mg source and submission odf
(Analgesic) dissolution profilw before
marketing.
66. | M/s Macter Int. Karachi Adytum HCT Tablets Approved M-218
Each tablet contains:-
Ramiptil .o 5mg
Hydrochlorothiazide........ 25 mg
67. | M/s Abbott Lab. Karachi Synthroid 125mg tablets Approved subject to quality M-209
Each tablet contains: assessment dossiers for stability
Levothyroxin Sodium...125mcg studies and validation of non
pharmacopeial testing methods
as per policy. Comparative
dissolution profiles with the
innovative products supported
with the evidences.
68. -Do- Synthroid 100mg tablets -Do- -do-
Each tablet contains:
Levothyroxin Sodium...100 mcg
69. -Do- Synthroid 75mg tablets -Do- -do-
Each tablet contains:
Levothyroxin Sodium......75 mcg
70. -Do- Synthroid 25mg tablets -Do- -do-
Each tablet contains:
Levothyroxin Sodium.....25 mcg
71. | M/s Genix Pharma Karachi | Mycosin Capsules 250mg Approved M-228
Each capsule contains:-
Cycloserine USP ...........250mg
72. -Do- Velopril ER Tablet Approved M-228
Each extended release tablet contains:-
Trandopril .......c.coeeeen2 mg
Verapamil ............... 180 mg
73, -Do- OMC Plus Suspension Approved as firm has Atomic M-228

Each 5ml contains:-
Vaemin D v 400 IU
Ossein Mineral Complex 400mg

Absorption Spectrophotometer
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Corresponding to:
Calcium...........cevnee... 85.59mg

Trace Elements F1, Mg, Fe, Zn, Cu, Ni)
Corresponding to approximate 212 of
Hydroxyapatite

74.

M/s Abbott Lab Karachi

Brufen Suspension DS
Each 5ml contains:
Ibubrofen............ 200mg
(Antipyretic)

Approved M-229

75.

-do-

Synthroid 50mcg Tablets
Each tablet contains:-
Levothyroxine Sodium ..50mcg

Approved M-196

76.

M/s Woodward Karachi

Corvin Forte Suspension
Each 5ml contains:-
Cefaclor ......... 187mg
(Anti biotic)

Approved M-225

Item No. lil

NEW LICENSE / SECTIONS

a. M/S MAPLE PHARMACEUTICALS. KARACHI
b. M/S INDUS PHARMA. KARACHI

M/S MAPLE PHARMACEUTICALS. KARACHI

1) DRY POWDER SUSPENSION (ADDITIONAL SECTIONS )
i} SACHET SECTION (ADDITIONAL SECTIONS)

i) DRY POWDER SUSPENSION (ADDITIONAL SECTIONS)

S. No.

Name of drug(s) & Composition

Proposed
Pack size

Date of
application,
Diary No. Form
& Fee

Proposed
Price
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1. | Ricid Suspension 60ml As per PRC 31/03/2010
Each 5ml contains:- 686
Carithromycin ............ 125mg Form 5
(Antibiotics) Rs.8000/-

2. | Lumart Dry Suspension 30ml As per PRC 11/03/2011
Each 5ml contains:- 60ml 640
Artemether ....................15mg Form 5
Lumefantrine .................90mg Rs.8000/-
(Anti Malarial)

3. | Lumart Dry Suspension 30ml As per PRC 11/03/2011
Each 5ml contains:- 60ml 639
Artemether ....................30mg Form 5
Lumefantrine .................180mg Rs.8000/-
(Anti Malarial)

11) Sachet Section (ADDITIONAL SECTIONS)
S. No. | Name of drug(s) & Composition Proposed Proposed Date of
Pack size Price application,
Diary No. Form
& Fee

1. | Calcivit Sachet 10's Rs.250.00 20/04/2010
Each sachet contains:- 854
Calcium Citrate Maleate .......2500mg Form 5
Vitamin D e veveeienennn. 400 U Rs.8000/-
(Rplacement Preparations)

2. | Esofast Sachet 1x7’s Rs.150.00 30/06/2010
Each sachet contains:- 1263
Esomeprazole Magnesium .......... 20mg Form 5
Sodium Bicarbonate ................1680mg Rs.8000/-
(Proton Pump Inhibitor)

3. | Esofast Plus Sachet 1x7’s Rs.175.00 30/06/2010
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Each sachet contains:-

1262

(Proton Pump Inhibitor)

Esomeprazole Magnesium .........40mg Form 5
Sodium Bicarbonate ................1680mg Rs.8000/-
(Proton Pump Inhibitor)

4. | Secretor Sachet 20’s As per PRC 24/08/2010
Each sachet contains:- 1595
Racecadotril ..........cceeeeee.. 10mg/1gm Form 5

Rs.8000/-

5. Secretor Sachet 20’s As per PRC 24/08/2010
Each sachet contains:- 1595
Racecadotril ......coovemeeesinnns 30mg/3gm Form5

Rs.8000/-

6. Omezole — Soda Sachet As per PRC As Per PRC 15/10/2010
Each sachet contains:- 1788
Esomeprazole Magnesium ..........20mg Form 5
Sodium Bicarbonate ................1680mg Rs.8000/-
(Praton Pump Inhibitor)

7. Omezole — Soda Plus Sachet 7's As Per PRC 15/10/2010
Each sachet contains:- | 1786
Esomeprazole Magnesium .........40mg Form 5
Sodium Bicarbonate ........ee... 1680mg Rs.8000/-

b.

M/S INDUS PHARMA. KARACHI

1) DRY POWDER SUSPENSION (ADDITIONAL SECTION)

The Registration Board in its 226™ Meeting approved following registration of M/s Indus Pharma,
Karachi subject to confirmation of Section. At that time, firm did not possess facility for Dry Powder

Suspension due to which registration letter was not issued.

Now M/s Indus Pharma, Karachi developed the facility of Dry Powder Suspension Section which has

been approved by the Central Licensing Board.
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S. No. | Name of drug(s) & Composition Proposed Proposed Date of
Pack size Price application,
Diary No. Form
& Fee

1. Indomal Oral Suspension 60ml As per PRC 12-08-2009
Each 60ml contains:- 1682
Artemether ........... 180mg Form-5
Lumefantrine ........ 1080mg Rs.8000/-
(Anti Malarial)

2. Indomal DS Oral Suspension 120ml As per PRC 12-08-2009
Each 120ml contains:- 1683
Artemether ........... 360mg Form-5
Lumefantrine .......... 2160mg Rs.8000/-
(Anti Malarial)

3. | Ciplet 125mg/5ml Suspension 60ml As per PRC 12-08-2009
Each 5ml contains:- 1686
Ciprofloxacin (as HCI) .125mg Form-5
(Aantibacterial) Rs.8000/-

4. Ciplet 250mg/5ml Suspension 60ml As per PRC 12-08-2009
Each 5ml contains:- 1684
Ciprofloxacin (as HCl).250mg Form-5
(Aantibacterial) Rs.8000/-
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AGENDA REGISTRATION —III SECTION

AGENDA FOR THE 232" MEETING OF THE REGISTRATION BOARD SCHEDULED TO BE
HELD ON 24™ MAY, 2012 (REGISTRATION-III SECTION)

CASE NO.1

DISPOSAL OF PENDING REGISTRATION APPLICATIONS

The Drugs Regulatory Agency of Pakistan has inherited about 14000 pending applications for
Registration to be decided by the Board. Till the 218" Meeting of the Board, there were negligible pending
applications for registration. The Board in its 219" Meeting disposed of about 4000 registrations including me
too products to be imported from China. Pakistan Pharmaceutical Manufacturers Association showed its severe
resentment of me too products from China. The issue was highlighted in media and later on in the Parliament
and referred to Senate Standing Committees on Health. Consequently Ministry of Health cancelled the minutes
of 219™ Meeting of the Board. The Pharma Industry continued to apply for grant of registration resulting in huge
number of application for the purpose of registration.

Ministry of Health has always facilitated the Pharma industry to encourage the local manufacturing of
drugs without compromising the quality of the drugs. Number of pharmaceutical units has been increased in the
last five years. Approximately 20,000 drugs have been registered in the said period. The situation needs to be
addressed in the light of practices which may not bring bad name to the board. The process of registration needs
to be validated and adopted according to scientific grounds which are being practiced by other well known Drug

Regulatory agencies of the region.

The matter is placed before the Board for deliberation, guidelines and decision please.

CASE NO.2.

APPROVAL OF CHANGED FREEZE DRYING PROCEDURE FOR MEASLES VACCINE
REQUESTED BY THE NATIONAL INSTITUTE OF HEALTH, ISLAMABAD. Ak

National Institute of Health (NIH), Islamabad has requested to grant the approval of change of frecze
drying procedure adopted by them for the manufacturing of Measles vaccine. The Institute has already
manufactured 14-batches of said vaccine with changed freeze drying technique and applied for Lot Release
Certificate to National Control Laboratory for Biologicals (NCLB), which is mandatory before sale of biological
drugs. NCLB has raised the objection that until and unless approval for new freeze drying procedure is granted
by the Drugs Regulatory Agency, the NCLB is unable to grant Lot Release Certificate. The Institute has
provided details of cases which are lying pending at National Control Laboratory of Biologicals (NCLB) for
want of lot release certificate before sale. The Institute has apprehension that the delay in lot release certificates
may lead to expiration of vaccine worth Rs.8.6 million (14 batches). The expiry of vaccine may lead to financial
loss to government and audit paras which will lead to serious consequences. The expiry date of these batches of
Measles vaccine is from March, 2013 to October, 2013. Sale of Measles vaccine with short shelf life will also
pose difficulties to the Institute.
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The change in freeze drying procedure is critical step, having direct impact on the safety, efficacy and
quality of manufactured vaccine. The Institute has manufactured the vaccine without any prior approval from the
Registration Board resulting to raise this situation. The matter needs to be examined by the Expert Committee on
Biological Drugs (ECBD) under the Registration Board. The ECBD is yet to be notified.

It is proposed that, meanwhile, the following committee may be constituted to review the safety,
efficacy and quality impact on the vaccine for changing the freeze drying operation;

(1 Deputy Director General (Reg-I) Chairman
Drug Regulatory Agency of Pakistan, Islamabad.

2. The Director Member
National Control Laboratory for Biologicals, Islamabad

3. The Chief Member
Biological Production Division (BPD)
National Institute of Health, Islamabad.

4. Dr. Qurban Ali Member
Principal Scientific Officer :
National Veterinary Laboratories, NARC, Islamabad

5 Dr. Syed Uzair-ul-Ghani Member
H.No. 526, St. No.18, G-8/1, Islamabad

Upon the report of committee, matter may be decided accordingly for the time being. As soon as ECBD
operational, the decision can be ratified from the forum.

The matter is placed before the Registration Board for decision please.
Item No.ll

CHANGE IN IN-ACTIVE INGREDIENTS IN NIH’s REGISTERED PRODUCT ‘RABIES VACCINE
(VERO CELL)” REGISTRATION NO.060231.

Reference to NIH registered product “Rabies Vaccine (Vero Cell)” bearing registration No.060231
(Annex-T); it is submitted that NIH is in process of procurement of cell culture Rabies Vaccine — Ready to Fill
Bulk (RTFB) from its registered source i.e. M/s Jiling Maifeng biopharmaceuticals Co. Ltd., China through its
authorized dealer in Pakistan.

M/s Jiling Maifeng Biopharmaceuticals Co. Ltd., China through its authorized dealer in Pakistan
informed that they have shifted their production process to Bioreactor (outline of manufacture mehthod is
attached as Annex-1I) and changed the specifications of in-active ingredients (Annex-IIT). The latest
specifications for in-active ingredients per ml (01ml =01 dose) are as follows:

S.No. Reg. No. Name of Drugs with composition New Dosage Remarks

1. 060231 Rabies Vaccine (Vero Cell) Human albumin ....0.5% w/v
Each 1ml contains:- Thiomersal ...........60-90ug
Purified & Inactivated Rabies
VILOE s seivsaae 251U
Human Serum Albumin
(CBY: coivssininmvssisisy 0.05ml
Maltose: . 25mg
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Thiomersal (0.01%).....0.05mg

M/s Jiling Maifeng Biopharmaceutical co. Ltd., China through its authorized dealer in Pakistan ha also
provided stability study (Annex-IV) and published clinical study (Annex-V) in this regard.

Moreover, NCLB recommended procedure for sterility test used for Thiomersal containing products is
also attached (Annex-VI). It is worth mentioning here that Drug Control Organization has already approved the
same procedure for Tetanus Toxoid containing Thiomersal (Annex-VII).

The copy of original challan for Rs.1000/- (One Thousand only) as fee is also attached (Annex-VIII).

Reference Drug (LR&A) Rules 1976 (Chapter 111, 30.15), the above mentioned paras i.e. 2&4/N are
forwarded for information and acknowledgement.

CASE NO.3.

LIST OF PENDING REGISTRATION LETTERS

Products of different Registration Board meetings which were approved by the Board but registration
letter were not issued due to non fixation of price. Price of following and other products are now fixed by Pricing
Section. The cases are placed before the board for decision please

S.No

Name of drug (s) & Compeosition

Packing

MRP

Approved
Shelf Life

Remarks

Calyperol Injection
Contains:-

Ketamin Hcl....... 10mg
(USP)

1x10’s

-do-

M/s Caraway
(M-212)

Calyperol Injection
Contains:-

Ketamin Hcl......... 25mg
(USP)

I1x10's

-do-

Lacban Lotion
Contains:
Lactic Acids.iioinn: 1:5%

Sodium Pyrrolidene Carboxyl ate
2%

200ml

Rs.272.56

M/s Glitz
M-218

Oralyt bubble Gum 500 ml
Each 500ml contains:

Sodium Chloride ........ 1.75mg
Trisodium Citrate ....... 1.45mg
Potassium Chloride ..... 0.75mg
Glucose Anhydrous ....... 10gm

500 ml

44 .00

Azodol Tablet 0.50 mcg

Each Tablet Contains:

Vitamin D2.......... 0.50 mcg.
(Glitz Specification)

30's

448.00

-do-

Azodol Tablet 0.25 mcg
Each Tablet Contains:
Vitamin D2 ....(0.25 mcg.)

30's

415.00
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(Glitz Specification)

Tetrahydrate)........ 400mg

% E-Fex 120 Capsules 1x10’s Rs.116.00 -do-
Each capsule contains:

Fexofenadine HCL........... 120mg
(Glitz Specification)

8. C-Pride Dispersible Tabs 25mg 2x 10’s AsPer SRO | M/s. Caraway
Each Tablet Contains: Pharmaceutical,
Levosulpride ............. 25mg Rawat.

M-218
9. C-Pride Dispersible Tabs 50mg 2x 10’s As Per SRO -do-
Each Tablet Contains:
Levosulpride ............. 50mg
10. C-Pride Dispersible Tabs 100mg 2x 10’s As Per SRO -do-
Each Tablet Contains:
Levosulpride ............ 100mg
11. C-Pride Chewable Tabs 25mg 2x 10’s As Per SRO ~do-
Each Tablet Contains:
Levosulpride ............. 25mg
(Caraway’s Spec.)

12: C-Pride Chewable Tabs 50mg 2x 10’s As Per SRO -do-
Each Tablet Contains:

Levosulpride ......... 50mg
(Caraway’s Spec.)

13, C-Pride Chewable Tabs 100mg 2x 10’s As Per SRO -do-
Each Tablet Contains:

Lavosulpride . ...uoneves 100mg
(Caraway’s Spec.)

14. IHP Injection 1x10’s As Per SRO -do-
Each ml Contains:

Iron —I1I- Hydroxide Polymaltose
Complex..........50mg

15. Karbone 500mg Capsules 3x10’s As Per SRO | M/s Neomedix
Each capsule contains:- M-223
Activated Charcoal....... 500mg

16. Restore Drops. 20ml As per SRO M/s Werrick Case is in the
Each 5ml contains:- M-225 Civil Court
Dimemorfan Phosphate....25mg.

17. | Monocin Capsules 100mg. 10x10°s Rs.380.00 M/s Valor
Each capsule contains;- M-225
Minocycling......coooevivnn 100mg.

( BP Specs.)

18. Depfree Capsules 30mg. 10°s As Per SRO M/s Glitz
Each capsule contains:- M-226
Duloxetine as HCI ....... 30mg.

( Glitz’s Specs.)

19. Moticlod Capsules 400mg 30’s Rs.3540.48 M/s
Each capsule contains:- RotexMedical
Clodronate Disodium (as M-227
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( RotexMedica's Specs.)

20.

Veral (Veramil ) Tablets 240mg
Each tablet contains:-
Verapamil HCI .......... 240mg

( USP Specs.)

10’s

As Per SRO

M/s Caraway
M-227

21,

Amilon (Caraphyle) Injection
250mg/10m|

Each 1ml ampoule contains:-
Aminophyline .......... 25mg

( USP Specs.)

Not
Mentioned

As Per SRO

22,

Acuran (A-Care ) 25mg Injection
Each 2.5m] contains:-

Atracurium Besylate........ 25mg

( USP Specs.)

2.5ml

As Per SRO

-do-

23.

Miso 25mcg Tablets
Each tablet contains:-
Misoprostol....... 25mcg
( Global’s Spec)

15%s

Rs.54.00

M/s Global
M-227

24,

Miso 50mcg Tablets
Each tablet contains:-
Misoprostol....... 50meg
( Global’s Spec)

15's

Rs.32.00

-do-

25.

Mac - 8 Tablets

Each tablet contains:-
Montelukast Sodium ...... 8mg
( Glitz's Specs.)

As Per SRO

M/s Glitz
M-227

26.

Europred 500mg Injection

Each vial contains:-
Methylprednisolone Sodium
Succinate eq. to Base ..........500mg
( USP Specs.)

I's
Vial

Rs.1200/=

M/s
RotexMedical
M-228

27.

Nuzac Capsules 0.5mg
Each film coated capsule contains:-
Dutasteride ..... 0.5mg
( Rotexmedica Specs.)

30's

As Per SRO

-do-

28.

Zegen Drops Smg

Each ml contains:-
Elemental Zinc (as Zinc
Gluconate)5mg

( USP Specs.)

15ml

Rs.50.00

M/s Genera
M-228

29.

Elcical Injection
Each ml contains:-
Alfacalcidol (BP)....... 2mcg

0.5mlx 10
Ampoules

As Per
SRO

M/s Crest
M-228

30.

Lurfen Gel
Each tube contains:-
Flurbiprofen ............ 0.5%

20gm

As Per SRO

M/s Ambrosia
M-228
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( Ambrosia’s Specs.)

31

Clophenicol Capsules 500mg
Each capsule contains:-
Chloramphenicol ...... 500mg
( BP Specs.)

100°s

As Per SRO

-do-

32.

Germolene Cream 30gm

Each gm contains:-

| 3157 U | CAR— 1.2%
Chlorhexidine Digluconate ...0.25%
wiw

30gmxl1’s

As Per SRO

M/s Valor
M-228

33.

Atedon Tablets 25mg
Each tablet contains:-
Chlorthalidone ........ 25mg

As Per SRO

As Per SRO

~do-

34,

Zecort Cream

Contains:-

Prednicarbate ..... 0.25% w/w
( BP Specs.)

10gm
Tube

Rs.105.00

M/s Pearl
M-228

33,

Avate Ointment

Contains:-

Methyl Prednisolone
Acceponate........... 0.1% w/w
( BP Specs.)

tube

Rs.99.00

-do-

36.

Fluzine Tablets Smg

Each tablet contains:-
Trifluoperazine (as HCI) ..... 5mg
( USP Specs.)

10’s

As Per SRO

M/s Caraway
M-228

37.

Xicat 20mg Chewable Tablets
Each tablet contains:-
Piroxicam (Beta
Cyclodextrin)........20mg

2x10’s

As Per SRO

M/s Linear
M-229

38.

Fenoat Tablets
Each tablet contains:-

Atorvastatin (as calcium
Trihydrate)............cccee... 10mg

Fenofibrate BP ...........160mg

As Per SRO

As Per SRO

M/s Crown
M-229

39.

Tamsal-D (Max-D) Tablets

Each film coated tablet contains:-
Tamsulosin Hydrochloride 0.4mg
(as modified - release tablets)
Dutasteride ........... 0.5mg

( Global’s Specs.)

10°s
10x10’s

As Per SRO

M/s Global
M-229

40.

Blephnil Eye Ointment
Each gram contains:-

Sulphacetamide Sodium....100mg

As Per SRO

Rs.78.00

M/s Innvotek
M-229
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41, Travazol 100mg Injection 1's Rs.500.00 M/s
Each ml contains:- Rotexmedical
Fluconazole Solution for M-229
Infusion ............ 100mg

42. | Roximac Dry Suspensions Not As Per SRO M/s Wise
Each 5ml contains:- mentioned M-231
Roxithromycin ....... 125mg

43, Orinine Sachets 3gm 5x5's Rs.145.00 M/s Panacea
Each sachet contains:- M-231
1-Ornithine Aspartate .....3gm

44, Danatone Depot Injection Imix3’s As Per SRO -do-
Each ml contains:-

Hydroxyprogesterone
Caproate.............. 250mg
CASE NO.J4.

M/s RELIANCE PHARMA V/S FEDERATION OF PAKISTAN ETC.
(WRIT PETITION 126-2012 ):

M/s. Reliance Pharma, Rawat filed Writ Petition No.126-2012 in the Islamabad High Court, Islamabad (Judicial
Department). The firm has approached the high court to direct the respondents to grant the registration of drug(s)
against 69 applications which are pending with Registration Board. The Honorable Court in its Order dated 14-
02-2012 has given direction to the respondents including Drug Registration Board to expedite the matter and
consider applications of the petitioner company strictly in accordance with law after adopting due procedure and
pass appropriate orders with in a period of two months.

It is submitted that the firm was granted the Drugs Manufacturing License (DML) on 21 June, 2011, The firm
filed 89 applications for the registration of drugs. The firm was granted 20 registrations as per decision of the
Board in its 231" meeting dated 1* & 2™ August, 2011 under the heading of New License. Rests of the
applications are pending.

The case is placed before the Board for decision please.

CASE NO.5.

M/S AMSON VACCINES AND PHARMA(PVT.) LTD, V/S DG/ CHAIRMAN DRUGS
REGISTRATION BOARD

The firm M/s Amson Vaccines & Pharma (Pvt.) Ltd, Islamabad filed civil petition against Registration Board in
the Civil Court, Islamabad. The petitioner has submitted that they have the registration of Inventive Syrup and
Drops containing Dimemorfan Phosphate for local manufacturing used for treatment of cough of children up to 6
years age. They have spent a huge amount of money and time on the research, development, manufacturing and
quality control protocols before the product was introduced in the market. According to them the said product is
their own intellectual property right and they have filed an application for the patent registration before
Registrar, Patent Office, Karachi. They have prayed that a decree of declaration may be granted in favor of the
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Plaintiff and against the defendant to the effect, the acts of the Defendant of granting registration of the product
(Dimemorfan Phosphate) to other manufacturer / importers and allowing them to sell and market the said
product be declared illegal, unfair and misuse of authority on the part of Defendant and a decree for permanent
injection for restraining the Defendant from registration the said product in favor of other manufacturer /

importers.

Para wise comments were filed in the court wherein is it was explained that the registration of drug is granted
under section 7 of the Drugs Act, 1976 keeping in view of safety, efficacy and quality of the product. Further the
firm has right to appeal against any decision of Registration Board in the Drugs Appellate Board under the Drugs
Act, 1976.

Now the firm has served legal notice to Drugs Regulatory Agency of Pakistan that the Federal Government is
pleased to order that the firm M/s Amson Pharma shall subject to the provision of patent ordinance 2000 as
patentee have the exclusive privilege of making selling and using invention through out Pakistan for term of 20
years from 12-10-2009. Keeping in view the said position the Drugs Regulatory Agency of Pakistan should halt
the processing of registration application of said salt till expiry of patent right in the best entrust of justice. The
firm has also filed an application in the civil court to prohibit the DRAP from granting registration of
Dimemorfan Phosphate. On the last hearing the Civil Court has decided to pass orders on the case on 02-06-

2012.

The case is placed before the registration board for decision please.

CASE NO.6.

TRANSFER OF REGISTRATION OF M/S GRAY'S PHARMACEUTICALS,
ISLAMABAD TO M/S GRAY’S PHARMACEUTICALS, RAWAT

The firm M/s Gray’s Pharmaceuticals, Islamabad has requested to shift their registered products from the
existing facility at plot No. 442, Street No. 7, Sector 1-9/2, Industrial Area Islamabad to new facility at Gray’s
Pharmaceuticals, Plot No. 2, Street N-3, National Industrial Zone, Rawat. The firm was granted Drug
Manufacturing License by the Licensing section on 22™ June, 2011 along with condition of shifting of facility
within a period of six months during which the firm was allowed to continue manufacturing at existing site and

shift at new facility in a phased and methodical manner. The list of drugs along with their status is placed

below:-
S. Reg. No. | Name of Products with Date of Date of | Renewal Status of
No. Composition Registration | Renewal registration
1. 030679 Anti-Sneeze 10mg Tab. 26-07-2003 26-07- 26-07- Valid Fee
(Loratadine 10mg) 2008 2013 Rs.8000/=
2: 033331 Aviant 5mg Tab. 06-08-2009 05-08- Valid Fee
(Amlodipine (as Besylate Smg) 2014 Rs.8000/=
3. 033332 Aviant 10mg Tab 06-08-2009 05-08- Valid Fee
(Amlodipine (as Besylate 10mg) 2014
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Rs.8000/=
4. 030685 Axodine 120mg Tab. 26-07-2003 26-07- 26-07- Valid Fee
(Fexofenadine HCI 120mg) 2008 2013 Rs.8000/=
5. 033330 Axodine 180mg Tab 26-07-2004 25-07- 25-07- Valid Fee
(Fnadinexofee HCI 180mg) 2009 2014 Rs.8000/=
6. 037677 Axodine-D Tab. 19-05-2005 18-05- 18-05- Valid
(Fexofenadine HC] 60mg , 2010 2015
Pseudoephedrine HCI 120mg)
T 034479 Baccidal 400mg Tab 22-11-2004 21-11- 21-11- Valid
(Norfloxacin 400mg) 2009 2014
8. 052614 Basimox 400mg Tab 07-10-2008 07-10- Valid Fee
(Moxifloxacin as HCL 400mg) 2013 Rs.8000/=
9. 041715 Breath 4mg Tab 07-12-2005 06-12- 06-12- Valid
(Montelukast Sodium 4mg) 2010 2015
10, 041716 Breath 5mg Tab 07-12-2005 06-12- 06-12- Valid
(Montelukast Sodium Smg) 2010 2015
11, 041714 Breath 10mg Tab 07-12-20035 06-12- 06-12- Valid Fee
(Montelukast Sodium 10mg) 2010 2015 Rs.8000/=
2. 056942 Boneheel 0.5mg Tab 29-07-2009 28-07- Valid Fee
(Alfacalcidol .........0.5mcg) 2014 Rs.8000/=
13. 030655 Ciprogray 250mg Tab. 26-07-2003 26-07- 26-07- Valid Fee
(Ciprofloxacin 250mg) 2008 2013 Rs.8000/=
14. 030654 Ciprogray 500mg Tab. 26-07-2003 26-07- 26-07- Valid Fee
(Ciprofloxacin 500mg) 2008 2013 Rs.8000/=
15. 052617 Co-Artesinate Tab. 07-10-2008 07-10- Valid
(Artemether 20mg, 2013
Lumefantrine..120mg)
16. 056937 Co-Artesinate DS Tab 29-07-2009 29-07- Valid
(Artemether 40mg, 2014
Lumefantrine..240mg)
17. 030661 Clo-tassium 50mg Tab. 26-07-2003 26-07- 26-07- Valid
(Diclofenac Potassium 50mg) 2008 2013
18. 065240 Cloplate 75mg Tablets 28-07-2010 28-07- Valid
(Clopidogrel as Hydrogen Sulphate 2015
75mg)
19. 034484 Coniuren Smg Tab. 22-11-2004 21-11- 21-11- Valid
(Enalapril Maleate Smg) 2009 2014
20, 033342 Coniuren 10mg Tab. 27-08-2009 26-08- Valid
(Enalapril Maleate 10mg) 2014
21 063318 Chew-Artes Tablets 02-06-2010 02-06- Valid
(Artemether 20mg, 2015
Lumefantrine..120mg)
22. 068659 Cinocid 100mg Tablets 31-01-2011 31-01- Valid
(Minocycline (as HCL)100mg 2016
23, 063316 De-Asm Tab 30mg 02-06-2010 02-06- Valid
(Ephedrine HCL.....30mg.) 2015
24, 063319 Disp-Artes Tablets 02-06-2010 02-06- Valid Fee
(Artemether ....20mg, 2015 Rs.8000/=
Lumefantrine..120mg)
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