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Minutes for 241st meeting of Registration 

Board held on 23-12-2013. 
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Item No.II Evaluation of registration dossiers- Ropegra & Pak Cure 
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Item No.VI Miscellineous cases 76-193 

Item No.VII Biological Evaluation & Reserach 194-212 

Item No.VIII Quality Control Cases 213-218 

Item No.IX Medical Devices. 219-223 
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241st meeting  of  Registration  Board  was  held  on  23rd December, 2013 in the 

Committee Room, 2nd floor, Block C, Pak Secretariate, Islamabad. The meeting was chaired by 

Mr. Ghulam Rasool Dutani, Director, Pharmaceutical Evaluation & Registration Division. The 

meeting started with the recitation of Holy Verses. The meeting was attended by the following:-   

1.  Lt General (R) Karamat Ahmed Karamat. 

 

Member 

2.  Prof.Dr.Rafi-uz-Zaman Saeed-ul-Haq. Dean, 

University of Lahore, Islamabad 

Member 

 

3.  Brig (R). Dr. Muzammil Hasan Najmi, Associate 

Dean, Basic Sciences Division, Foundation 

Medical University, Rawalpindi. 

 

awalpindi. 

 

 

 

 

 

 

Member 

 

 

 

4.  Brig. Dr. Aslam Khan, Professor of Medicine, 

Military Hospital Rawalpindi 

Member 

5.  Dr. Muhammad Arshad, President, Pakistan 

Veterinary Medical Council 

 

Member 

6.  Dr. Muhammad Khalid Khan 

Director Drugs Testing Laboratory Government of 

Khyber Pakhtoonkhwa, Peshawar. 

Member 

7.  Muhammad Jamil Anwar 

Director Drugs Testing Laboratory Government of 

Punjab, Lahore.   

Member 

8.  Dr.Amanullah Khan 

Director Drugs Testing Laboratory Government of 

Baluchistan, Quetta. 

Member 

9.  Mr.Abdul Razak 

Director Drugs Testing Laboratory Government of 

Sind, Karachi. 

Member 

10.  Dr. Noor us Saba Director, Biological Drug, 

DRAP 

Member 

11.  Dr. Obaidullah, Deputy Director General (Reg.I).  Secretary/Member 

 

Abdul Samad Khan, Director NCL, Mr.Akhter Abbas Khan (DDG R.I), Dr. Tariq 

Siddique (DDC R.III/IV), Mr.Muhammad Arif (DDC R.I), Mr. Babar Khan (Incharge, PEC), 

Dr.Obaid Ali (DDC Biological), Ms. Tehreem Sara (DDC MD&MC) and Mr. Zaheer ud Din M 

Babar (DDC QC) assisted Secretary of the Board with agenda.  
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Mr. Hamid Raza & Khawja Javaid, Mr.Nadeem Alamgeer and Dr.M.Qasim Awan attended the 

meeting as observer on behalf of PPMA, Pharma Beauru and PVPMA respectively. Meeting 

started at 09:30 AM and concluded at 07:30 PM. 

During meeting members deliberated on the agenda and also discussed various matters for 

efficient working of the Board with aim to make easy availability of safe, effective and quality 

drugs. In addition to agenda item, the Board decided various issues as follows:   

 Registration Board in 238th meeting constituted a Review Committee for evaluation of 

various formulations with Mr.Babar Khan as convenier of the committee. As 

aforementioned officer has been posted as Incharge, Pharmaceutical Evaluation Cell, 

hence the Board re-constituted Review Committee as follows: 

o Brig (R). Dr. Muzammil Hasan Najmi, Associate Dean, Basic Sciences Division, 

Foundation Medical University, Rawalpindi. 

o Brig. Dr. Muhammad Aslam Khan, Professor of Medicine, Military Hospital 

Rawalpindi 

o Dr.Tariq Siddique, Deputy Drugs Controller. 

o Muhammad Arif Ch, Deputy Drugs Controller 

Muhammad Arif Ch will be convenier of the committee. Registration Board advised the 

committee to review the referred formulations in light of safety, efficacy, approval status 

by international regulatory bodies, therapeutic & scientific rational and domestic need. 

Review committee will submit its recommendations for consideration of Registration 

Board. 

 Registration Board in 237th meeting constituted a committee comprising of Dr.Tariq 

Siddique and Dr.Obaid Ali to discuss matter regarding manufacturing requirement for 

steroidal topical, ophthalmic and otic preparations. The committee also held its 

preliminary meeting with PPMA and Pharma Bureau. The Board advised the committee 

to finalize its recommendations at the earliest for consideration of already deferred 

registration applications by Registration Board.   

 Registration Board discussed ir-rational cough preparations and decided to discuss / 

review already registered cough formulations as some preparations have no therapeutic 

efficacy. Chairman, Registratiuon Board requested Brig. Dr. Muhammad Aslam Khan 
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(Member, Registration Board) to present position paper for consideration of Registration 

Board.    

 Registration Board also discussed matter of conduction of stability study of drugs. 

Members of the Board reiterated that all registrations approved by the Board are subject 

to conduction of accelerated stability studies before sale of drug (if not performed 

earlier), as approved by Registration Board in 240th meeting and all such conditions must 

be incorporated in conditions of registrations, as follows: 

 The manufacturer will perform pharmaceutical development, stability studies, 

validation of manufacturing process and method of analysis as per undertaking 

submitted in registration dossier. 

 DDC (Biological) apprised the Board that he was not part of committee constituted by 

Registration Board for recommendations on veterinary vaccines. Matter was discussed in 

detail and it was decided that as the Board has constituted a committee exclusively for 

veterinary vaccines for its recommendation including its member (Dr.Muhammad 

Arshad), thus Board is considering recommendation of this committee and will decide the 

case accordingly. Brig (R) Dr. Muzammil Hasan Najmi was of the view that Biological 

Drugs and Medical Devices are specialized preparations and there must be separate 

Boards for registrations of aforementioned therapeutic goods. After thread bare 

discussion and keeping in view nature of products, following proposals were made by the 

members of Registration Board for consideration of any one of them by DRAP. 

o Separate Boards for Biological Drugs and Medical Devices be constituted.  

o As Registration Board always considers the evaluation and recommendations of 

ECBD and ECMD for the respective products, therefore these committees may be 

strengthened and experts from all specialities must be included in the committee 

for proper evaluation and recommendations for consideration of Registration 

Board.   
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Item No I: Confirmation of minutes 240th meeting Registration Board.        

240th meeting of Registration Board was held on 07h November, 2013 and minutes were 

accordingly circulated to all members through e-mail. Dr.Amanullah Khan, Director DTL, Quetta 

forwarded his comments as follows, for consideration of registration Board:   

Following criteria needs further explanation:  

1.  In each panel, one officer from center and one officer from field office shall be nominated. 

Please explain what will be the status of the Registration Board members belonging from provinces? 

2.  Each panel shall consist of one senior and one junior officer. 

 Please explain the criteria for senior and junior officers, and again I request about the status of the 

registration board members belonging from various provinces. 

  3. Initially Directors of the Directorates namely Pharmaceutical Evaluation & Registration; 

Biological Drugs; Medical devices & Medicated Cosmetics will propose panels for inspections of 

manufacturer aborad, keeping in view above criteria for further approval. 

 Please elaborate on this point and also explain the criteria for their nomination in the panel.   

Decision: Minutes of 240th meeting approved by Registration Board.  

Chairman Registration Board briefed members that technical members of Registration 

Board will definitely be considered in panels constituted for inspection of manufacturing 

units abroad. 
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Item No:II. Evaluation of registration dossiers- Ropegra & Pak Cure Vaccines: 

In 240th Registration Board meeting, registration dossiers of Ropegra, M/s Roch and vaccines of 

M/s Pak cure, Rawat were handed over to Mr.A.Q. Javed Iqbal for evalution. The Board advised 

aforementioned member to submit its report for consideration of Registration Board in its next 

meeting. Accordingly, Mr.A.Q. Javed Iqbal submitted its report which is as follows for 

consideration of Registration Board:  

Ropegra (Pegylated Interferon Alpha 2 in vial) by M/S Roche Pakistan: 

I had an opportunity to scan through the product dossier of “Ropegra (Pegylated 

Interferon Alpha 2 in vial) by M/S Roche Pakistan. I was expecting a very comprehensive and 

complete dossier from M/S Roche, being the inventor and original patent holder of this product 

and being approved by the Stringent European Regulators. However, there are some 

observations, inconsistencies regarding this dossier as follows; 

According to our previous RB meeting, on the submission of Biological Directorate, it was 

allowed to give fast tract processing to molecules from Stringent Regulatory Authorities if they 

fulfill the following criteria, 

“2.1.3. RECOMMENDATION FOR APPROVAL OF MARKETING AUTHORIZATION OF 

FINISHED BIOLOGICAL 

DRUGS:  Recommendation: All applications which have gone through the rigorous review 

processes and already succeeded to get market authorization from the World Health 

Organization (WHO) defined Stringent Regulatory Authority (SRA), International Conference of 

Harmonization (ICH) countries are recommended for approval and will also be forwarded under 

default mechanism in future within shortest period of time, if applicant could: 

Submit summary of regulatory review report and approval,  

Submit Common Technical Documents both via CD in Electronic format and paper format  

Manage to arrange Process Verification and Inspection of manufacturing facility (s) 

Demonstrate that transportation, storage, handling will not impact on predefined attributes   
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However, there is only one Module 3 of “Quality” is attached out of the five modules of CTD. 

MODULE 1- ADMINISTRATIVE INFORMATION AND PRESCRIBING INFORMATION 

MODULE 2 - COMMON TECHNICAL DOCUMENT SUMMARIES 

MODULE 3 – QUALITY 

MODULE 4 – NONCLINICAL STUDY REPORTS 

MODULE 5 – CLINICAL STUDY REPORTS 

There are many inconsistencies in different dates as follows; 

·       First date of submission of dossier is Nov.06, 2012 (Page 2 of dossier) 

·       Form 5A submitted on Nov. 6, 2012 

·       While submitted fee challan is on Nov.14, 2012 (Page 3of dossier) 

All other documents in the dossier are of 30/11/2012, which means after the dossier submission 

(Fail to understand this inconsistency) 

There are many documents which are incomplete or missing as required in “Form 5 A” as 

follows 

No 24 .  Facility of water processing with specification (Missing) 

No 25 . Environmental control processing with complete detail, waste management etc. 

(Missing) 

No 27.  Clinical data and trails (Missing which is also part of module 5 of CTD) 

No 15. Proposed shelf life claimed is 3 Years  

While on page 55 of Pharmaceutical development is as follows, 

“Based on the available stability profile, it is anticipated that the Ropegra vials will have a shelf 

life of at least 24 months when stored at the recommended temperature of 2-8 degree centigrade” 

And also on Page 63 as follows; 
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“Ropegra vials are physically and chemically stable during 18 months at the recommended 

storage temperature of 2-8 degree centigrade as demonstrated by real time data. An expiry dating 

of at least 24 months is anticipated on the basis of these data.” 

While on page 287, the stability data was on batches manufactured in Sep, and Nov.2000 (13 

years old, when Ropegra brand was nonexistent) but the documentation date is 30/11/2012 while 

the graph is labelled with Ropegra (How can this be correlated?) and then based on these batches 

stability claimed is 3 years (in WHO climate zones 1 to IV) 

. Another important requirement is credentials of manufacture abroad which is also missing.  

The product dossier is one of the most important regulatory and legal document and need a very 

careful and thorough examination to make any decision to ensure the quality, safety and efficacy 

of local community and globally documentation is the mains take of product evaluation, audit 

and registrations. I shall request all our respected members to make it a practice to sample some 

of the representative product dossier as a regular policy being the custodian of drug regulation. 

Pak Cure Vaccines:  

As reproduced below, there are wide gaps between the guidelines defined and furnished by the 

Biological Directorate, Form 5 and product dossiers of “Pakcure”. The dossiers were submitted 

on 08-10-2013. Form 5 is incomplete with many deficiencies like stability studies, shelf life, 

analytical testing etc. along with many other requirements. Annexures though labelled but lacked 

the necessary documentations. An incoherent chapter from some book has been attached as 

annexure H-1 as the only document to substantiate the dossiers. 

I wonder why these product were submitted in our last meeting for registration as recommended, 

though remanded back for comments in this DRB meeting. . 

Secondly, in these days, the pharmacological and clinical benefits of such interventions have 

been questioned. A subcommittee of Pulmonologist, E.N.T., Allergy and Immunologist and 

Dermatologist should be involved to review its clinical justification after the complete product 

dossier has been evaluated and recommended. 

Here are reproduced the requirements as submitted in printed document 



 
 

  9 

“Excerpt of guidelines for local manufacturing of biological and vaccines from page 

6,7,8,9” 

4.5         Content of application packages for submission.        

4.5.1       Content of manufacturing establishment package.  

The manufacturer should provide sufficient information to demonstrate compliance with 

the principles of GMP according to WHO requirements including the existence of adequate 

quality assurance systems, plans, diagrams, flow charts and text may be used to convey the 

necessary information in relation to (but not limited to). 

The file submitted must include the following minimum detail 

Management,  

o    Personnel, qualifications and experience,  

o    Organization and reporting structure,  

o    Training schedules and recording systems,     

o    Health systems requirements for personnel. 

·    Location and construction of buildings used for manufacture and control. 

·    Flow of the following through the facility 

o   Raw materials, 

o   Personnel  

o   Manufactured products 

·    Animal facilities with complete detail and plans 

·    HVAC system detail with each component properly addressed like air, water and 

steam systems and power supply. 

·     Flow of material (clean, dirty, containment procedures, sterilization facilities) etc. 

·    Flow of staff (Entry, Exit, Dress rules, Access restriction). 

·    Waste Management with complete detail of drainage and effluent systems. 

·    Segregation of operations. 

·    Lists of major equipments with model, brand , country of origin and usage detail 

including capacity 

·    Maintenance schedules for equipment and building services. 

·    Cleaning schedules. 

·    Quality assurance and quality control procedures. 

·    Storage and quarantine facilities and procedures for raw materials, packing 

materials. (Container specification sterilization and handling), in-process and bulk 

materials, final product. 

·    Validation procedures with a complete master validation plan(Equipment and 

process validation). 

·    Documentation and record-keeping systems. 

·    Labeling and Packaging Facilities. 

·    Recall and retrieval procedures. 

                                

4.5.3.     Additional Information Related to Development and Licensing of Vaccine: 

  4.5.3.1. Vaccine strain(s): 

 Choice of appropriate strain(s). 
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 Establishment of vaccine seed lot system (master seed lot and working seed lot). 

 Prepared by passage of the selective strain(s) in the cell substrate used for 

production. 

 Establishment of number of passages and justification of limitation of number of 

passages from the parental virus strain to the master and working seed lot. 

 Production of the final lot of vaccine the number of passages of the vaccine virus 

from the working seed lot shall not exceed that used for the production of the vaccine 

shown in clinical trials to be satisfactory. 

 Production of the final lot of vaccine: 

 The number of passages of the vaccine virus from the working seed lot shall not 

preferably exceed that used for the production of the vaccine shown in clinical trials to 

be satisfactory. 

 Vaccine should be produced from the working seed with a minimum number of 

intervening passages. 

 History of parental strain. 

 Characterization of the master seed against the parental strain (antigenic, 

biological, genetic analysis, phenotypic and genotypic stability passage, non-reversion 

to virulence, immunological studies).  

 Testing for adventitious agents in cell culture, animals, PCR, Rt PCR  assays etc. 

 Sterility, mycobacteria and mycoplasma testing.     

4.5.3.2 Cell substrate: 

·     Choice of cell substrate. 

·     Use of established and characterized cell lines: vero, MRC05, W1-38  

·     Establishment of cell bank system (master cell bank and working cell bank). 

·     Characterization of cell banks: 

·     Genealogy- cell history. 

·     Genetic markers (Histocompitability leukocyte antigen (HLA), DNA fingerprinting. 

·     Tumorigenicity, karyology.  

·     Viability during storage. 

·     Growth characteristics at passage levels. 

·     Absence of contamination with other cell lines.  

·     Diploid cells: demonstration of diploidy.  

·     Absence of detectable contaminants (bacteria, fungi, viruses, mycoplasma, 

retrovirus….). 

·     To confirm identity, purity and suitability of the cell substrate for manufacturing 

use. 

·     Vaccine stage manufacturing. 

·     Sub-stage chemicals, raw materials 

·     Microorganism: (Virus, Bacteria, Parasite). 

·     Species specificity antigenicity, stability, growth requirements, attenuation or 

inactivation. 

·     Fermentation Methodology Parameters. 

o    Biological vectors. 
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o    Filtration. 

o    Centrifugation. 

o    Column purification. 

o    Equipment. 

 

4.5.3.3    Safety Issues 

·     Material of bovine origin used in the preparation of seeds (media, reagents, 

excipients) requires risk assessment to be from BSE free countries. 

·      Alternatives: defined media, serum – free media, plant derived or synthetic 

components. 

·     Contaminants: 

o    Nucleic acids. 

o    Host cell protein. 

o    Viral/ Bacterial contaminants. 

4.5.3.4 Biological Safety Level  

·     Requirements of laboratory bio safety (BSL-3) facilities to manipulate live virus. 

·     Animal testing facilities (level III) will be required (challenge experiments, 

reversion to wild type shedding). 

·     For manufacturing of a killed (inactivated           

Level III:       Original seed characterization. 

·     Master seed production. 

·     Working seed expansion. 

·     Vaccine production. 

·     Single harvest. 

·     Pooling 

·     Concentration. 

·     Purification. 

·     Inactivation. 

Level II:-  Final Bulk 

 

Decsion: The Board after thorough discussion decided that ECBD will review evaluation 

report of Mr.A Q Javed Iqbal on Ropegra vials and Pakcure vaccines. ECBD will frame 

its recommendations about registration status of aforementioned products for 

consideration of Registration Board. 

   



 
 

  12 

Item No:III. Registration of Drugs for export purpose-Not me too Drugs. 

Registration Board in 238th meeting authorized its Chairman to grant registration for 

export purpose. However, various manufacturers have applied formulations which are not 

registered in Pakistan and some formulations are also not approved in USFDA, EMA, Japan, 

Australia etc. Following cases are pending for decision.  

1.  M/s Elko 

Organization, 

Karachi 

 

Heptaminol Oral Drop 

Each ml contains:- 

Heptaminol as HCl …………305mg 

 

04-10-2013 

560 

Form-5 

Rs.20,000/- 

2.  M/s Getz Pharma, 

Karachi 

Montizal Tablets 10mg + 5mg 

Each tablet contains:- 

Montelukast Sodium eq. to 

Montelukast…………………..10mg 

Levocetirizine Dihydrochloride..5mg 

24-05-2011 

224 

Form-5 

Rs.8000/- 

 

3.  -do- Montigetzine Tablets 10mg + 5mg  

Each tablet contains:- 

Montelukast Sodium eq. to 

Montelukast……………….…..10mg 

Levocetirizine Dihydrochloride…5mg 

28-12-2012 

364 

Form-5 

Rs.20,000/- 

 

4.  M/s Amarant 

Pharma, Karachi 

Acxim Soap 

Each soap contains:- 

Benzoyl Peroxide ………….5% w/w 

 

04-04-2013 

425 

Form-5 

Rs.20,000/- 

5.  -do- Giloba Syrup 

Each 5ml contains:- 

Ginkgo Biloba extract …….120mg 

 

04-04-2013 

424 

Form-5 

Rs.20,000/- 

6.  -do- Giloba Tablet 

Each tablet contains:- 

Ginkgo Biloba extract …….120mg 

 

04-04-2013 

422 

Form-5 

Rs.20,000/- 

7.  M/s Pharmatec 

Pakistan, Karachi 

 

Hypobase Shower Gel 

Each 100gm contains:- 

Isopropyl Myristate …………..15.0gm 

Liquid Parafin ………………...15.0gm 

28-11-2013 

603 

Form-5 

Rs.20,000/- 

8.  -do- Hypobase Cream 

Each 100gm contains:- 

White Soft Paraffin ………….14.5 fm 

Light Liquid Parafin ………...12.6gm 

Hypoallergenic Anhydrous 

Lanolin……………………...15.0gm 

28-11-2013 

602 

Form-5 

Rs.20,000/- 

 

 



 
 

  13 

Decision: Chairman, Registration Board briefed that inorder to boost export, the Board 

has already taken various steps, including disposal of export registration within 15 days 

etc. But at the same time, we must also consider that permissions granted for export 

purpose must be in line with international practices. The Board after thorough discussion 

decided as follows: 

 If formulation is already registered in Pakistan, then Board authorized its 

Chairman to dispose off the application. 

 If formulation is not registered in Pakistan, but has been approved by USFDA, 

EMA, Australian TGA, regulatory body of Japan or western Europe as drug, then 

Registration Board will decide the application keeping in view status of the 

product in aforementioned countries / regulatory authorities. 

 If formulation does not fall in above two categories, then applicant will be asked to 

provide import order from the importing country duly approved by the regulatory 

authority of importing country. Case will be then presented before Registation 

Board for decision. 

Keeping in view above criteria, Registration Board decided above applications as follows: 

 For products at S.No.1-3, Registration Board advised applicants to provide import 

order from the importing country duly approved by the regulatory authority of 

importing country. 

 Product at S.No.4 rejected as firm does not have manufacturing facility. 

 Products at S.No.5 and 6, referred to Health and OTC Directorate. 

 Products at S.No.7 and 8, rejected as these are non-drug formulations.    

Item No:IV. Grant of Registration (Human Drugs). 

Following registration applications were included in agenda of 240th meeting of Registration 

Board but could not discussed due to paucity of time. 

Decision: Registration Board considered these registration applications and decided as 

recorded in last column. 
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S. 

No. 

Name of 

firm(s) 

Name of Drug & 

Composition 

Pack Demande

d MRP 

 

Date of 

application, 

Diary No. & 

Form 

Decision 

1.  M/s Hilton  

Pharma, 

Karachi 

Doqaz 10mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq. to Atomoxetine..10 mg 

(Attention-Deficit/ 

Hyperactivity disorder 

(ADHD) 

14’s 

28’s 

As per 

PRC 

15-7-2010 

Dy.No.1337 

Form-5  

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

2.  -do- Doqaz 18mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq to Atomoxetine….18mg 

(attention 

deficit/hyperactivity disorder 

(ADHD) 

14’s 

28’s 

As per 

PRC 

15/07/2010 

Dy. No. 1339 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

3.  -do- Doqaz 25mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq. to Atomoxetine..25 mg 

(Attention-Deficit/ 

Hyperactivity disorder 

(ADHD) 

14’s 

28’s 

As per 

PRC 

15-7-2010 

Dy.No.1338 

Form-5  

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

4.  -do- Doqaz 40mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq to Atomoxetine….40mg 

(attention 

deficit/hyperactivity disorder 

(ADHD) 

 

14’s 

28’s 

As per 

PRC 

15/07/2010 

Dy. No. 1342 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

5.  -do- Doqaz 60mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq. to Atomoxetine...60 mg 

(Attention-Deficit/ 

Hyperactivity disorder 

(ADHD)  

14’s 

28’s 

As per 

PRC 

15-7-2010 

Dy.No.1334 

Form-5  

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Approved 
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6.  -do- Doqaz 80mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq to Atomoxetine….80mg 

(attention 

deficit/hyperactivity disorder 

(ADHD) 

14’s 

28’s 

As per 

PRC 

15/07/2010 

Dy. No. 1340 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

7.  -do- Doqaz 100mg Capsule 

Each capsule contains: 

Atomoxetine Hydrochloride 

eq. to Atomoxetine..100mg 

(Attention-Deficit/ 

Hyperactivity disorder 

(ADHD) 

14’s 

28’s 

As per 

PRC 

15-7-2010 

Dy.No.1335 

Form-5  

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

8.  -do- Zopent-ITO 40/150 Capsules 

Each capsule conatins:- 

Pantaprazole as Sodium 

Sesquihydrate………40mg 

Itopride HCl sustained release 

pellets……150mg 

(For GERD) 

10’s 

14’s 

Rs.900/- 

Rs.1260/- 

11-08-2010 

1549 

Form-5 

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Referred to 

review 

committee 

for review of 

formulation  

9.  --do- Xink-D 10mg Tab. 

Each dispersible tablet 

contains: 

Zinc Sulphate Monohydrate 

eq. to Elemental Zinc.10mg 

(Anti Diarrheal) 

10’s 

20’s 

30’ 

As Per 

PAC 

11-08-2010 

1550 

Form-5 

Rs.8000/- 

Rs.12,000/- 

15-5-2013 

Approved 

10.  M/s OBS 

Pakisan, 

Karachi 

Vicopin 500mcg/ml Injection  

Each 5ml ampoule contains: 

Mecobalamin….500 mcg 

(Vitamin B12) 

 

 

10’s Rs.900/- 21-07-2010 

Dy.No.1365 

Form-5  

Rs.8000/- 

Rs.12,000/- 

14-5-2013 

Approved 

11.  M/s Searle 

Karachi 

Ropion 100mg Tablet  

Each tablet contains: 

Bupropion HCl …100 mg 

(Anti depressant) 

 

30’s Rs.550/- 14-07-2010 

Dy.No.1328 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

12.  -do- Ropion SR 150mg Tablet  30’s Rs.750/- 14-07-2010 Approved 
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Each sustained release tablet 

contains: 

Bupropion HCl …..150 mg 

(Anti depressant) 

 

Dy.No.1330 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

13.  -do- Ropion SR 300mg Tablet  

Each sustained release tablet 

contains: 

Bupropion HCl …..300 mg 

(Anti depressant) 

30’s Rs.1300/- 14-07-2010 

Dy.No.1329 

Form-5  

Rs.8000/- 

Rs.12,000/- 

10-5-2013 

Approved 

14.  

-do- 

Vascar Tablets 

Each film coated tablet 

contains:-  

Amlodipine as 

Besylate………….5mg 

Olmesartan  

Medoxomil ……...20mg 

(Anti Hypertensive) 

14’s Rs.550.00 03-08-2010 

1531 

Form-5  

Rs.8000 

Rs.12,000/- 

13-5-2013 

Approved 

15.  

-do- 

Vascar Tablet 5mg+40mg 

Each film coated tablet 

contains: 

Amlodipine besylate eq to 

amlodipine USP…..5mg 

Olmesartan 

medoxomil………40mg 

(anti hypertensive) 

14’s Rs. 500/- 

02/07/2010 

Dy. No. 1266 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

16.  

-do- 

Vascar Tablet 10mg+20mg 

Each film coated tablet 

contains: 

Amlodipine besylate eq to 

amlodipine USP…..10mg 

Olmesartan 

medoxomil………20mg 

(anti hypertensive) 

 

14’s Rs. 550/- 

02/07/2010 

Dy. No. 1265 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

17.  

-do- 

Vascar Tablet 10mg+40mg 

Each film coated tablet 

contains: 

Amlodipine besylate eq to 

amlodipine USP…..10mg 

14’s Rs. 650/- 

02/07/2010 

Dy. No. 1264 

Form 5 

Rs. 8000/- 

Rs.12,000/- 

Approved 
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Olmesartan  

medoxomil………40mg 

(anti hypertensive) 

13-5-2013 

18.  

-do- 

Beslol Tablet 

Each film coated tablet 

contains: 

Bisoprolol 

Fumarate…………...2.5mg 

(CSS/ Beta blocking agent) 

20’s Rs.85.75 31-08-2010 

1626 

Form-5 

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

19.  

-do- 

Beslol Tablet 

Each film coated tablet 

contains: 

Bisoprolol Fumarate…..10mg 

(CSS/ Beta blocking agent) 

20’s Rs.340.00 31-08-2010 

1627 

Form-5 

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

20.  M/s Getz 

Pharma, 

Karachi 

Orpic 500mg/5ml Suspension 

Each 5ml contains:- 

Ciprofloxacin …..500mg 

(Anti biotics) 

  

60ml 

120ml 

Rs.400.00 

Rs.800.00 

11/08/2010 

Dy. No. 1559 

Form 5-D 

Rs. 15000/- 

Rs.5,000/- 

13-5-2013 

Deferred for 

clarification 

whether firm 

will use 

granules or 

powder and 

fee 

21.  Macter 

International 

Pvt. Ltd. 

Karachi 

Telsitan-H Forte 12.5mg 

Tablet 

Each film coated tablet 

contains: 

Telmisartan…..80mg 

Hydrochlorothiazide………

……………...12.5mg 

As Per 

PAC 

As Per 

PAC 

31-08-2010 

1629 

Form-5 

Rs.8000/- 

Rs.12,000/- 

22-5-2013 

Approved 

22.  -do- Telsitan-H Forte 25mg Tab. 

Each film coated tablet 

contains: 

Telmisartan……..80mg 

Hydrochlorothiazide..25mg 

 

As Per 

PAC 

As Per 

PAC 

31-08-2010 

1628 

Form-5 

Rs.8000/- 

Rs.12,000/- 

22-5-2013 

 

Approved 

23.  -do- Mclevo 500mg/100ml 

Infusion  

Each 100ml contains: 

Levofloxacin …500 mg 

100ml Rs.700/- 21-07-2010 

Dy.No.1374 

Form-5  

Rs.8000/- 

Approved 
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(Broad spectrum antibacterial 

agent) 

Rs.12,000/- 

22-5-2013 

24.  -do- Inspirol Nebulizing Solution 

Each 5ml contains: 

Salbutamol…………..5mg 

(Beta 2-adrenergic receptor 

agonist) 

20ml As per 

PRC   

24-08-2010 

Dy.No.1599 

Form-5  

Rs.8000/- 

Rs.12,000/- 

22-5-2013 

Deferred for 

PSI by 

Director 

DTL, 

Karachi, 

DDG 

(E&M) & 

area FID 

25.  -do- Trupium Nebulizing solution 

Each 2ml contains: 

Ipratropium bromide…0.5 

(Anticholinergic 

Bronchodilator) 

10ml 

20ml 

As per 

PRC   

24-08-2010 

Dy.No.1600 

Form-5  

Rs.8000/- 

Rs.12,000/- 

22-5-2013 

-Do- 

26.  M/s Helix 

Pharma 

Karachi 

Asap-81 Tablet 

Each t enteric coated tablet 

contains: 

Aspirin ………81 mg 

(NSAID) 

10’s 

20’s 

30’s 

As per 

PRC 

01-04-2013 

Dy. No.201 

Form 5 

Rs.60,000/- 

Approved 

27.  M/s Novartis 

Pharma Pak. 

Ltd. Petaro 

Road, 

Jamshoro 

Rimactal INH 150mg Tablet 

Each film coated tablet 

contains: 

Rifampicin ………..150 mg 

Isoniazid ………….75 mg 

(Anti tuberculosis) 

30’s 

100’s 

Rs.144/- 

Rs.482/- 

26-04-2013 

Dy.No.271 

Form-5 

Rs.60,000/- 

 

Approved, 

as applied 

formulation 

is WHO 

approved 

28.  -do- Tegral 100mg Tablet 

Each tablet contains: 

Carbamazepine….100 mg 

(Anti Rhematic, Anti 

inflammatory, and Analgesic) 

50’s Rs.100/- 17-04-2013 

Dy.No.236 

Form-5 

Rs.60,000/- 

 

Approved 

29.  -do- Tegral 400mg Tablet 

Each tablet contains: 

Carbamazepine….400 mg 

(Anti Rhematic, Anti 

inflammatory, and Analgesic) 

 

50’s Rs.330/- 17-04-2013 

Dy.No.236 

Form-5 

Rs.60,000/- 

 

Approved 

30.  -do- CaC-1000 Plus 

Each effervescent tablet 

10’s 

20’s 

Rs.190/- 

Rs.350/- 

28-06-2013 

Dy.No.676 

Deferred till 

finalization 
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contains: 

Calcium lactate  

Gluconate……….1000 mg 

Calcium carbonate…327mg 

Vitamin C (Ascorbic 

Acid)……………500 mg 

Vitamin B6…………10 mg 

Vitamin D3 

100i.u./1mg……...4 mg 

(Calcium Therapy)  

Form-5 

Rs.60,000/- 

 

of vitamin 

policy 

31.  M/s 

PharmEvo 

Karachi 

Evorox 500mg Tablet 

Each tablet contains: 

Cefuroxime Axetil ..500 mg 

(Antibiotic) 

 

14’s Rs.1740/- 06-07-2010 

Dy.No.1295 

Form-5  

Rs.8000/- 

Rs.12,000/- 

22-5-2013 

Rejected as 

firm does 

not have 

dedicated 

manufacturi

ng facility 

32.  M/s Tabros 

Karachi 

Predheal Ointment 0.1% 

Each gram contains: 

Methyl Prednisolone 

Aceponate………..0.1 % 

(Corticosteroid) 

 

5gm 

10gm 

 

Rs.122/- 

Rs.230/- 

14-07-2010 

Dy.No.1310 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Deferred till 

decision of 

separate 

section 

requirement 

for topical 

steroids 

33.  -do- Valtec High 320mg Tablet 

Each film coated tablet 

contains: 

Valsartan …….320 mg 

(Antagonist) 

 

28’s Rs.2880/- 22-07-2010 

Dy.No.1399 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Approved 

34.  -do- Lodis HCT 10/160/12.5 

Tablet 

Each film coated tablet 

contains: 

Amlodipine Besylate eq. to 

amlodipine……..10 mg 

Valsartan ………160 mg 

Hydrochlorothiazide12.50 mg 

(Antihypertensive) 

 

28’s Rs.2600/- 22-07-2010 

Dy.No.1398 

Form-5  

Rs.8000/- 

Rs.12,000/- 

 

Approved 

35.  -do- Lodis HCT 10/320/25 Tablet 

Each film coated tablet 

28’s Rs.4510/- 22-07-2010 

Dy.No.1402 

Approved 
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contains: 

Amlodipine Besylate eq. to 

amlodipine……..10 mg 

Valsartan …………320 mg 

Hydrochlorothiazide..25mg 

(Antihypertensive) 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

 

36.  -do- Lodis HCT 10/160/25 Tablet 

Each film coated tablet 

contains: 

Amlodipine Besylate eq. to 

amlodipine……..10 mg 

Valsartan ………160 mg 

Hydrochlorothiazide..25mg 

(Antihypertensive) 

28’s Rs.2800/- 22-07-2010 

Dy.No.1401 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

 

Approved 

37.  -do- Lodis HCT 5/160/25 Tablet 

Each film coated tablet 

contains: 

Amlodipine Besylate eq. to 

amlodipine……..5 mg 

Valsartan ………160 mg 

Hydrochlorothiazide..25mg 

(Antihypertensive) 

28’s Rs.2400/- 22-07-2010 

Dy.No.1400 

Form-5  

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

 

Approved 

38.  M/s Atco 

Karachi 

Combinol-E Cough 

Expectorant Sugar Free 

Each 5ml Contains: 

Aminophylline ……..32mg 

Diphenhydramine 

Hydrochloride……8 mg 

Ammonium Chloride.30mg 

(Aminophyllin Compound) 

120ml Rs.34/- 06-7-2010 

Dy.No.1300 

Form-5 

Rs.8000/- 

Rs.12,000/- 

21-5-2013 

Approved 

39.  -do- Zincat-MV Mama Syrup 

Each 5ml Contains: 

Vitamin A as 

Palmitate……....800mcg 

Vitamin D3  

Cholecalciferol …...5mcg 

Vitamin E as alpha tocopheryl 

acetate….15 mg 

Vitamin C ….. ……55 mg 

Vitamin B1Thiamine 

Hydrochloride…...1.4 mg 

60ml 

120ml 

Rs.95/- 

Rs.190/- 

30-7-2010 

Dy.No.1497 

Form-5  D 

Rs.15000/- 

Rs.35,000/- 

21-5-2013 

Deferred till 

finalization 

of vitamin 

policy 
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Vitamin B2 (as riboflavin 5 

phosphate sodium) .1.4 mg 

Vitamin B3 (Niacin)18 mg 

(Vitamin B6 (Pyridoxine 

Hydrochloride…1.9 mg 

Vitamnim B12 

(Cyanocobalamin)2.6 mcg 

Folic Acid ………600 mg 

Iron (as ferrous  

Sulphate) ……….27 mg 

Zinc (as zinc sulphate 

monohydrate………10 mg 

Copper (as cupric 

gluconate)……….1.15mg 

Selenium (as Selenium 

Dioxide)…………30 mcg 

Iodine (as Potassium 

Iodide)………...250mg 

(Micronutrients) 

 

40.  M/s Sami 

Pharmaceuti

cal Pvt. Ltd. 

Karachi 

Novidat XR 1000mg Tab. 

Each tablet contains: 

Ciprofloxacin …1000mg 

(Syntehtic broad-spectrum 

antimicrobial) 

 

As per 

PAC 

As Per 

Pac 

26-08-2010 

1613 

Form-5 

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

Deferred for 

evaluation of 

comparative 

dissolution 

profile data 

by Directors 

DTL 

Peshawar, 

Lahore and 

Karachi  

41.  -do- Novidat XR 500mg Tab. 

Each tablet contains: 

Ciprofloxacin XR ..500mg 

(Syntehtic broad-spectrum 

antimicrobial) 

As per 

PAC 

As Per 

Pac 

24-08-2010 

1597 

Form-5 

Rs.8000/- 

Rs.12,000/- 

13-5-2013 

-Do- 

42.  -do- Actim-H 10/12.5mg Tab. 

Each film coated tablet 

contains: 

Bisoprolol Fumarate 10mg 

Hydrochlorothiazide 12.5mg  

As per 

PAC 

As Per 

PAC 

31-08-2010 

1634 

Form-5 

Rs.8000/- 

Rs.12,000/- 

Approved  
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(Anti-Hypertensive) 13-5-2013 
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1. Fast Track Cases 

a) Fast Track Cases (left-over agenda of last meeting) 

S/N Name and 

address of 

manufacturer/

Applicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4. Pharmacological  

    group 

 

 

1.Type of Form 

2. Type of  

    application 

3. Demanded  

    Price / Pack  

     Size 

1. Initial date, 

diary.  

2. Date on 

which fee 

becomes 

complete 

according to 

type of 

application /or 

Form 

1.Finished 

Product 

Specifica-

tion 

  

 

Decision 

 

 

 

1.  M/s Getz  

Pharma (Pvt) 

Limited 

Karachi-

74900 

 

Xalto Tablets 

Each film coated 

tablet  

contains: 

 Rivaroxaban 

(M.S)…15mg 

(Anticoagulant) 

Form 5 

Fast Track 

Rs.15,000/- for 

10’s 

Rs.45,000/- for 

30’s 

 

1.22-04-2013 

692 

Rs.20,000/- 

 

2.13-05-2013 

Rs.40,000/- 

(Photocopy of 

Challan) 

Manufact

urer’s. 

Deferred being 

new drug. RB 

advised to apply 

on Form 5-D with 

differential fee of 

Rs.90,000/- 

2.  M/s Getz 

Pharma (Pvt) 

Limited 

Karachi-

74900 

 

Xalto Tablets 

Each film coated 

tablet  

contains: 

Rivaroxaban 

(M.S)…....…20mg 

(Anticoagulant) 

 

Form 5 

Fast Track 

Rs.20,000/- for 

10’s 

Rs.60,000/- for 

30’s 

 

1.22-04-2013 

693 

Rs.20,000/- 

 

2.13-05-2013 

Rs.40,000/- 

 

Manufact

urer’s. 

-do- 

 

3.  M/s Opal 

Laboratories 

(Pvt) Ltd. 

Karachi 

Nsad Tablet 

Each film coated 

tablet contain: 

Tramadol 

Hydrochloride 

(U.S.P) … 37.5mg 

Paracetamol 

(U.S.P)…….325mg 

(NSAID) 

 

Form 5 

Fast Track 

10’s/As per 

PRC 

17-06-2013 

1241 

Rs.60000/- 

U.S.P Approved. 
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4.  -do- Febutab Tablets 

Each film coated 

tablet contains: 

Febuxostat (M.S)… 

40mg 

(Xanthine Oxidase 

Inhibitor) 

Form 5 

Fast Track 

10’s, 20’s, 30’s 

/As per PRC 

03-06-2013 

1156 

Rs.60,000/- 

Manufact

urer’s 

Approved. 

5.  M/s Kaizen 

Pharmaceutic

als (Pvt) Ltd 

Karachi 

75020 

Offpain plus Tablets 

Each film coated 

tablet contains: 

Diclofenac sodium (in 

enteric coated core) 

(USP) ...50mg 

Misoprostol(B.P)……

…..200mcg 

(NSAID with 

Synthetic 

Prostaglandin E1 

analog) 

 

Form 5 

Fast Track 

10’s/As per 

PRC 

 

13-05-2013 

842 

Rs.60,000 

Manufact

urer’s 

Deferred for 

confirmation of 

manufacturing and 

storage facilities of 

misoprostol by 

area FID and 

Director DTL, 

Karachi 

6.  -do- Uniclin Capsule 

Each capsule 

contains: 

Clindamycin 

Hydrochloride 

(U.S.P) eq to 

clindamycin…………

……. 300.00mg 

(Anti infective) 

 

Form 5 

Fast Track 

16’s/As per 

PRC 

13-05-2013 

843 

Rs.60000 

U.S.P Approved. 

7.  -do- Ecox Tablets 

Each film coated 

tablet contains: 

Etoricoxib (M.S) …. 

60mg 

(Analgesic/NSAID) 

Form 5 

Fast Track 

7’s, 10’s, 14’s, 

20’s, 30’s/PRC 

20-05-2013 

995 

Rs.60,000/- 

Manufact

urer’s 

Approved. 

8.  -do- Tinida Tablets 

Each film coated 

tablet contains:  

Tinidazole 

(USP)...500mg 

(Antibacterial agent) 

Form 5 

Fast Track 

10’s, 20’s, 30’s, 

40’s / PRC 

13-05-2013 

839 

Rs.60,000/- 

 

 

Manufact

urer’s 

Approved. 
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9.  -do- Prodex Tablets 

Each film coated 

tablet contain: 

Dexibuprofen 

(M.S) ………300mg 

(NSAID) 

 

Form 5 

Fast Track 

10’s, 20’s, 30’s, 

/ PRC 

13-05-2013 

838 

Rs.60,000 

 

Manufact

urer’s 

Approved. 

10.  -do- Prodex Tablets 

Each film coated 

tablet contain: 

Dexibuprofen  

(M.S) …400mg 

(NSAID) 

 

Form 5 

Fast Track 

10’s, 20’s, 30’s, 

/ PRC 

13-05-2013 

837 

Rs.60,000 

 

Manufact

urer’s 

Approved. 

11.  -do- Bencet Gel 

Contains: 

Benzydamine 

hydrochloride 

(B.P)……..… 1% 

w/w 

Cetylpyridinium 

chloride 

(B.P)…….….0.1% 

w/w 

(Analgesic/Dentifrice

s) 

 

Form 5 

Fast Track 

10gm,  20gm,  

30gm, 40gm, / 

PRC 

13-05-2013 

840 

Rs.60000 

 

Manufact

urer’s 

Approved. 

12.  -do- Inofer-F Chewable 

Tablets 

Each chewable Tablet 

contains: 

Iron (III) Hydroxide 

Polymaltose Complex 

eq. to Elemental Iron 

(M.S)….100mg   

Folic Acid 

(U.S.P)…0.35mg 

(Anti anaemic agent) 

 

Form 5 

Fast Track 

10gm,  20gm,  

30gm, 40gm, / 

PRC 

13-05-2013 

841 

Rs.60,000/- 

 

Manufact

urer’s 

Deferred for PSI 

for confirmation of 

manufacturing and 

testing facility by 

Director CDL, 

Karachi and area 

FID. 

13.  M/s Swiss 

Pharmaceutic

als (Pvt) Ltd. 

Karachi. 

BV-Clar DS  

Suspension 

Each 5ml contain: 

Clarithromycin 

(U.S.P)….250mg 

(Macrolide) 

Form 5 

Fast Track 

Rs.365/-for 

60ml 

 

15-05-2013 

926 

Rs.60000/- 

U.S.P Approved. 
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14.  M/s Reliance 

Pharma. Plot 

Rawat 

Fungirel Tablets 

Each tablet contains: 

Terbinafine as HCl 

(U.S.P)… 250mg 

(Antifungal 

Allylamine) 

Form 5 

Fast Track 

10’s 

As per SRO 

09-05-2013 

2825 

Rs.60,000/- 

U.S.P Approved. 

15.  M/s Well & 

Well Pharma 

(Pvt) Ltd, 

Rawat 

Linzovel Tablets 

Each film coated 

tablet contains: 

Linezolid (M.S)… 

600mg 

Form 5 

Fast Track 

As per SRO 

 

1.30-10-2013 

6784 

Rs.60,000/- 

 

2.14-03-2013 

Manufact

urer’s. 

Approved. 

16.  -do- Moxivel Tablets 

Each film coated 

tablet contains: 

Moxifloxacin as HCl 

(U.S.P)…..400mg 

(Fluroquiolone Anti-

bacterial agent) 

Form 5 

Fast Track 

As per SRO 

 

1.18-10-2011 

1387 (Dy No. 

of  DDC R-

III) 

Rs.8000/- 

 

2.14-03-2013 

Rs.52,000/- 

U.S.P Approved. 

 

b) Fast track cases  

 

S/N Name and 

address of 

manufacturer/Ap

plicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4. Pharmacological  

    group 

 

 

1.Type of Form 

2. Type of  

    application 

3. Demanded Price / 

Pack size  

4. Initial date, diary.  

5. Date on which fee 

becomes complete 

according to type of 

application /or Form 

(total Fee) 

1. Finished Product 

Specification 

 

Decision 

 

 

Registration-II 

1.  M/s Semos 

Pharmaceutical

s (Pvt.) Ltd. 

Plot No. 11, 

Sector 12-A 

North Karachi, 

1.Semorfen Ds 

2.Suspension 

3. Each 5ml 

contains. 

Ibuprofen B.P… 

200mg 

1.Form-5 

2.Fast Track 

3.Unit carton, Pet 

bottle and packed in 

a cardboard carton 

4.As per PAC 

1. Not mentioned 

2.  

3 10 & 13-09-12 

GMP compliance 

satisfactory 

Deferred for 

Product 

specific 

inspection by 

Director, DTL 

Karachi and 
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Karachi-75850. 4.Anti-Rheumatic 

Systemic 

5.15-05-2013/951 

Rs.60,000/- 

area FID. 

2.  M/s Espoir 

Pharmaceutical

s (Pvt) Limited 

Plot: No: 

TBIC-II PCSIR 

Laboratory 

Complex 

Shahrah-e-Dr 

Salim-uz-

Zaman Siddiqui 

off University 

Road Karachi-

72480 

1. Hemel 

2. Tablet 

3. Each film 

coated tablet 

contains: 

Ciprofloxcin HCl 

eq.to 

Ciprofloxacin 

USP ...500mg 

4. Quinolones 

Antibiotics. 

1.Form-5 

2.Fast Track 

3.10’s 

4.As per PRC 

5.11-06-2013/1198.  

Rs.60,000/- 

1. USP 

 

Deferred for 

GMP 

inspection as 

last inspection 

report is not 

satisfactory 

 

3.  M/s Espoir 

Pharmaceutical

s (Pvt) Limited 

Plot: No: 

TBIC-II PCSIR 

Laboratory 

Complex 

Shahrah-e-Dr 

Salim-uz-

Zaman Siddiqui 

off University 

Road Karachi-

72480 

1.Letob 

2.Tablet 

3. Each f/c tablet 

contains. 

Levofloxcin (as 

Hemihydrate) 

USP eq. to 

Levofloxcin.750

mg  

4.Quinolones 

Antibiotics. 

1.Form-5 

2.Fast Track 

3.10’s 

4.As per PRC 

5.13-06-2013/1236.  

Rs.60,000/-  

1. USP 

 

-Do- 

4.  M/s Espoir 

Pharmaceutical

s (Pvt) Limited 

Plot: No: 

TBIC-II PCSIR 

Laboratory 

Complex 

Shahrah-e-Dr 

Salim-uz-

Zaman Siddiqui 

off University 

Road Karachi-

72480 

1.Hemel 

2.Tablet 

3. Each film 

coated tablet 

contains. 

Ciprofloxacin 

Hcl eq.to 

Ciprofloxacin 

usp...750 mg 

4. Quinolones 

Antibiotics. 

1.Form-5 

2.Fast Track 

3.10’s 

4.As per PRC 

5.11-06-2013/1200.  

Rs.60,000/- 

1. USP 

 

-Do- 
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5.  M/s Espoir 

Pharmaceutical

s (Pvt) Limited 

Plot: No: 

TBIC-II PCSIR 

Laboratory 

Complex 

Shahrah-e-Dr 

Salim-uz-

Zaman Siddiqui 

off University 

Road Karachi-

72480 

1.Hemel 

2.Tablet 

3. Each film 

coated tablet 

contains. 

Ciprofloxacin 

Hydrochloride 

eq.to 

Ciprofloxacin 

USP... 250 mg 

4. Quinolones 

Antibiotics. 

1.Form-5 

2.Fast Track 

3.10’s 

4.As per PRC 

5.11-06-2013/1199.  

Rs.60,000/- 

1. USP 

 

-Do- 

6.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Lacolep 

2. Syrup 

3.Each ml  

contains: 

Lacosamide…10

mg 

4.Antiepileptic 

1. Form-5 

2.Fast Track 

3.60ml,120ml  

Rs.1800/-, 

Rs.3,600/- 

4.17-05-2013/989 

5. 09-12-2013/7787 

Rs.150,000/- 

 Deferred for 

submission of 

Form 5-D. 

7.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Infixa 

2. tablet 

3.Each  tablet 

contains: 

Rivaroxaban.…..

15mg 

4. Antithrombotic 

1. Form-5 

2. Fast Track 

3.7’s,10’s,14’s 

 Rs.5,670/- 

Rs.8,100/- 

Rs.11,340/- 

4.25-04-2013/719 

5. 16-05-2013/439 

Rs.60,000/- 

 Deferred being 

new drug. The 

firm has to 

apply on Form 

5-D with 

differential fee 

of Rs.90,000/- 

8.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Nocitol 

2. tablet 

3.Each  tablet 

contains: 

Paracetamol……

…….650mg 

Orphenadrine…

…….50mg 

4. Muscle 

relaxant and 

Analgesic 

1. Form-5 

2.Fast Track 

3.30’s 

 Rs.170/- 

4.25-04-2013/717 

5. 16-05-2013/450 

Rs.60,000/- 

 The Board  

referred to 

review 

committee for 

review of 

formulation. 
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9.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Nocitol Plus 

2. tablet 

3.Each  tablet 

contains: 

Paracetamol……

…...450mg 

Orphenadrine…

…..35mg 

Caffeine……….

….60mg 

4. Muscle 

relaxant and 

Analgesic 

1. Form-5 

2. Fast Track 

3.30’s,100’s 

 Rs.180/-, Rs.600/- 

4.25-04-2013/718 

5. 16-05-2013/447 

Rs.60,000/- 

 Rejected being  

irrational 

formulation 

and is not 

approved by 

any stringent 

Drug 

regulatory 

authority. Also 

Not applied on 

proper form 5-

D alongwith 

requisite fee.  
10.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Nocitol 

2. tablet 

3.Each  tablet 

contains: 

Paracetamol……

…..450mg 

Orphenadrine…

…..35mg 

4. Muscle 

relaxant and 

Analgesic 

1. Form-5 

2. Fast Track 

3.30’s,100’s 

 Rs.150/-, Rs.500/- 

4.25-04-2013/720 

5. 16-05-2013/444 

Rs.60,000/- 

 The Board  

referred to 

review 

committee for 

review of 

formulation. 

11.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Rifax 

2. tablet 

3.Each film 

coated  tablet 

contains: 

Rifaximin….550

mg 

4. Anti-biotics 

1. Form-5 

2. Fast Track 

3.10’s,14’s,30’s, 

 Rs.2,750/-, 

Rs.3,850/-

Rs.8,250/- 

4.16-05-2013/457 

5. 16-05-2013/457 

Rs.60,000/- 

 Approved. 

12.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Rifax 

2. tablet 

3.Each film 

coated tablet 

contains: 

Rifaximin….200

mg 

4. Anti-biotics 

1. Form-5 

2. Fast Track 

3.10’s,14’s,30’s, 

 Rs.1,000/-, 

Rs.1,400/-

Rs.3,000/- 

4.16-05-2013/456 

5. 16-05-2013/456 

Rs.60,000/- 

 Approved. 

13.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

1. Infixa 

2. tablet 

3.Each  tablet 

contains: 

1. Form-5 

2. Fast Track 

3.7’s,10’s,14’s 

 Rs.7,560/- 

 Deferred for 

application on 

Form 5-D with 

differential fee 
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Western 

Industrial Zone 

Port Qasim 

Karachi. 

Rivaroxaban……

…....20mg 

4. Antithrombotic 

Rs.10,800/- 

Rs.15,120/- 

4.25-04-2013/719 

5. 16-05-2013/445 

Rs.60,000/- 

of Rs.90,000/- 

14.  M/s Amarant 

Pharmaceutical

s Pvt. Ltd.  158-

D, Tore, Gadap 

Road, Super 

High way 

Karachi 

1.Sulpirant  

2.Capsule 

3.Each capsule 

contains: 

Levosulpiride…

…..25 mg 

4.Psychotherapeu

tic Drugs 

1. Form-5 

2.Fast Track 

3.10’s As per      

PRC 

4.15-05-2013 

Dy.No.443 

Rs.60,000/- 

(Original) 

 

1.Manufacturer’s 

2.General 

Capsule  

3. Not attached. 

Referred to 

review 

committee for 

review of 

formulation 

15.  -do- 1.Sulpirant  

2.Capsule 

3.Each capsule 

contains: 

Levosulpiride…

…..50 mg 

4.Psychotherapeu

tic Drugs 

1. Form-5 

2.Fast Track 

3.10’s As per      

PRC 

4.15-05-2013 

Dy.No.442 

Rs.60,000/- 

(Original) 

 Referred to 

review 

committee for 

review of 

formulation 

16.  -do- 1.Amro  

2.Tablet 

3.Each  film 

coated tablet 

contains: 

Rosuvastatin 

Calcium……….

…..5 mg 

4.Cardiovascular 

Drugs 

1. Form-5 

2.Fast Track 

3. 10’s As per PRC 

4.15-05-2013 

Dy.No.441 

Rs.60,000/- 

(Original) 

 

 

 Approved. 

17.  -do- 1.Amtra  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Paracetamol……

325 mg 

Tramadol 

HCl….37.5 mg 

1. Form-5 

2.Fast Track 

3. As per PRC 

4.20-05-2013 

Dy.No.516 

Rs.60,000/- 

(Original) 

 

 

 Approved. 
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4.Analgesic 

18.  M/s Sante Pvt. 

Ltd.  

245/2-Z, Block 

6, PECHS, 

Karachi 

1.Cipromax  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Ciprofloxacin 

HCl eq. to 

Ciprofloxacin…

…..500 mg 

4.Fluoroquino-

lone 

1. Form-5 

2.Fat Track 

3. 10’s  

As per PRC 

14-05-2013 

Dy.No.370 

Rs.60,000/- 

(Original) 

 

 

 Approved. 

19.  M/s High-Q 

Pharmaceutical

s, Plot No. 224, 

Sector 23, 

Korangi 

Industrial Area 

Karachi. 

1.Velker Plus  

2.Tablet 

3. Each film 

coated tablet 

Valsartan 

…….160 mg 

Hydrochlorothiaz

ide……………

………….25 mg 

4.ARB+Thiazide 

diuretics 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.480 

Rs.60,000/- 

(Original) 

 

 Approved. 

20.  -do- 1.Velker  

2.Tablet  

3.Each film 

coated tablet 

contains: 

Valsartan...80 mg 

4. ARB 

1. Form-5 

2.Fast Track 

3.As per PRC 

3.16-05-2013 

Dy.No.478 

Rs.60,000/- 

(Original) 

 Approved. 

21.  -do- 1.Tri-Velker  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine……

…..10 mg 

Valsartan………

….….160 mg 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.460 

Rs.60,000/- 

(Original) 

 

 Approved. 
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Hydrochlorothiaz

ide…....12.5mg 

4.Calcium 

Channel blocker 

dihydropyridine, 

ARB, Thiazide 

diurectics 

 

22.  -do- 1.Tri-Velker  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine……

…..5 mg 

Valsartan………

…...160 mg 

Hydrochlorothiaz

ide……..12.5mg 

4.Calcium 

Channel blocker 

dihydropyridine, 

ARB, Thiazide 

diuretics 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.454 

Rs.60,000/- 

(Original) 

 

 Approved. 

 

 

 

 

 

 

 

23.  -do- 1.Co-Velker  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine 

……..10 mg 

Valsartan 

………160 mg 

4.Calcium 

Channel Blocker 

dihydrophyridine

+ARB 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.458 

Rs.60,000/- 

(Original) 

 

 Approved. 
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24.  -do- 1.Co-Velker  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine 

……..5 mg 

Valsartan 

…….160 mg 

4.Calcium 

Channel Blocker 

dihydrophyridine

+ACE inhibitor 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.457 

Rs.60,000/ 

(Original) 

 

 Approved. 

25.  -do- 1.Velker Plus  

2.Tablet 

3.Each  film 

coated tablet 

contains: 

Valsartan 

…….80 mg 

Hydrochlorothiaz

ide……………

……….12.5 mg 

4.ARB + 

Thiazide diuretics 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.484 

Rs.60,000/- 

(Original) 

 Approved. 

26.  -do- 1.Co-Velker  

2.Tablet 

3.Each  film 

coated tablet 

contains: 

Amlodipine 

……..5 mg 

Valsartan 

……….80 mg 

4.Calcium 

Channel Blocker 

dihydrophyridine

+ ARB 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.481 

Rs.60,000/- 

(Original) 

 Approved. 
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27.  -do- 1.Velker  

2.Tablet 

3.Each  film 

coated  tablet 

contains: 

Valsartan………

160 mg 

4.ACE Inhibitor 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.468 

Rs.60,000/- 

(Original) 

 Approved. 

28.  -do- 1.Velker Plus  

2.Tablet 

3.Each  film 

coated Tablet 

contains: 

Valsartan 

…….160 mg 

Hydrochlorothiaz

ide……………

…………..12.5m

g 

4. ARB+Thiazide 

diuretics 

1. Form-5 

2.Fast Track 

3.As per PRC 

4.16-05-2013 

Dy.No.479 

Rs.60,000/- 

(Orignal) 

 

 Approved. 

 

Registration-III 

29.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

Zone,Rawat-

Islamabad.  

 

1. Ciplo 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Ciprofloxacin 

HCL eq. to 

Ciprofloxacin 

…….250mg   

4.Flouroquinolon

e/ Antibiotics 

1. Form-5 

2. Fast Track 

3.10’s 

 As per SRO 

4.25-05-2011/302 

5.09-05-2013/2811  

Rs. 60,000/-  

 Approved 

30.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

1. Pentorel 

2. Tablet 

3. Each enteric 

coated Tablet 

contains:  

1. Form-5 

2. Fast Track 

3.14’s 

 As per SRO 

4.09-05-2013/2823 

 Approved. 
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Zone,Rawat-

Islamabad.  

Pantoprazole.. 

40mg 

4.Antipeptic 

ulcerant (Proton 

pump inhibitor) 

5. 5.09-05-

2013/2823  

Rs. 60,000/-  

31.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

Zone,Rawat-

Islamabad.  

1.Relicin-V 

Cream 

2. Semisolid 

3. Each tube 

contains:  

Clindamycin 2% 

4. Antibacterial 

1. Form-5 

2. Fast Track 

3. 40gm 

 As per SRO 

4.09-05-2013/2822  

5. 09-05-2013/2822   

Rs. 60,000/-  

 Approved. 

32.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

Zone,Rawat-

Islamabad.  

1. Relnate-D 

2. Tablet 

3. Each Tablet 

contains:  

Alendronate 

Sodium 

equivalent to 

70mg Alendronic 

acid + 

Cholecalciferol 

70mcg 

4. 

Biphosphonate 

1. Form-5 

2. Fast Track 

3. 4’s,7’s.  

 As per SRO 

4. 09-05-2013/2827  

5. 09-05-2013/2827   

Rs. 60,000/-  

 Deferred for 

PSI by Brig (R) 

Najmi, DDG 

(E&M) DRAP 

and area FID 

for 

confirmation of 

manufacturing 

and QC facility 

of product. 

33.  M/s.Reliance 

Pharma, Plot#8, 

Street#S-8 

National 

Industries 

Zone, Rawat-

Islamabad.  

1. Betanec 

2. Tablet 

3. Each Tablet 

contains:  

Piroxicam-beta-

cyclodextrin 

equivalent to 

Piroxicam 20mg 

4. Anti 

inflammatory 

analgesic 

1. Form-5 

2. Fast Track 

3. 10’s, 20’s.  

 As per SRO 

4. 09-05-2013/2826  

5. 09-05-2013/2826   

Rs. 60,000/-  

 Approved. The 

Board advised 

to provide 

GMP of 

manufacturer 

of material 

along with 

COA. 

34.  M/s.Reliance 

Pharma, Plot#8, 

Street#S-8 

National 

Industries 

Zone, Rawat-

Islamabad.  

1. Relfer-F 

Chewable 

2. Tablet 

3. Each Tablet 

contains:  Iron III 

hydroxide 

polymaltose 

complex eq. to 

elemental Iron 

100mg and Folic 

acid 0.35mg 

1. Form-5 

2. Fast Track 

3. 10’s&30’s.  

 As per SRO 

4. 09-05-2013/2817  

5. 09-05-2013/2817   

Rs. 60,000/-  

 Deferred for 

PSI by Brig (R) 

Najmi, DDG 

(E&M) DRAP 

and area FID 

for 

confirmation of 

manufacturing 

and QC facility 

of product. 
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4. Haematinic 

35.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

Zone,Rawat-

Islamabad.  

1. Monterel  

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Montelukast 

…10mg (as 

Montelukast 

Sodium) 

4.Leukotrie 

receptor 

1. Form-5 

2. Fast Track 

3. 14’s.  

 As per SRO 

4. 09-05-2013/2824  

5. 09-05-2013/2824   

Rs. 60,000/-  

 Approved. 

36.  M/s.Reliance 

Pharma,Plot#8, 

Street#S-8 

National 

Industries 

Zone,Rawat-

Islamabad.  

1. Riamet 

2. Tablet 

3. Each Tablet 

contains:  

Artemether 

….80mg 

Lumefantrine…

…..480mg 

4.Antimalarials 

Agent 

1. Form-5 

2. Fast Track 

3.16’s 

 As per SRO 

4.25-05-2011/369 

5.09-05-2013/2812  

Rs. 60,000/-  

USP SALMOUS Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 

37.  M/s 

Well&Well 

Pharma (Pvt) 

Limited Plot 7, 

Street S-8, 

RCCI National 

Industrial 

Zone, Rawat, 

Islamabad. 

1. Cipnolone-

125mg/5ml  

2. Suspension 

3. Each 5ml  

contains: 

Ciprofloxacin as 

(HCL)…125mg  

4. Fluroquinolone 

Anti- Infective 

Agent 

1. Form-5 

2. Fast Track 

3.60ml packed in a 

unit carton with 

leaflet inside.  

As per SRO 

4. 11-10-2010/9430  

5. 

Rs.8000/- 

Rs.52,000/-  

 

 Approved 

38.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Line-Z 

2. Tablets 

3. Each flim 

coated tablet 

contain: 

Linezolid…600m

g 

4. Oxazolidinone, 

Anti-infective 

1. Form-5 

2. Fast Track 

3. 12’s 

 As per SRO 

4.20-05-2013/3154 

5.20-05-2013/3154  

Rs. 60,000/- 

 Approved 
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39.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1.Piogmet 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Pioglitazon as 

HCL (USP) 

…..15mg 

Metformin HCL 

(B.P)….500mg 

4. Antidiabetic 

1. Form-5 

2. Fast Track 

3. 14’s 

 As per SRO 

4.18-01-2013/303 

5.20-05-2013/3156  

Rs. 60,000/- 

 Approved with 

black box 

warning as 

approved by 

USFDA. 

40.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Like/Ecam 

2. Tablets 

3. Each tablet 

contain: 

Meloxicam (B.P) 

…7.5mg 

4. Anti 

Rheumatic, 

Systemic 

1. Form-5 

2. Fast Track 

3. 1x10’s  

Alu-Alu 

blister 

packing   

As per SRO 

4.13-07-2012/7055 

5.15-07-2013/4261  

Rs. 60,000/- 

 Approved 

41.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Like/Ecam 

2. Tablets 

3. Each tablet 

contain: 

Meloxicam (B.P) 

…15mg 

4. Anti 

Rheumatic, 

Systemic 

1. Form-5 

2. Fast Track 

3. 1x10’s  

Alu-Alu 

blister 

packing   

As per SRO 

4.13-07-2012/7060 

5.15-07-2013/4262  

Rs. 60,000/- 

 Approved. 

42.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Moxyken 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Moxifloxacin as 

HCL…..400mg 

4. 

Fluoroquinolone 

antibiotic 

1. Form-5 

2. Fast Track 

3. 5’s    

As per SRO 

4.20-05-2013/3155 

5. 20-05-2013/3155  

Rs. 60,000/- 

 Approved. 
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43.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Loxicam 

2. Tablets 

3. Each tablet 

contain: 

Lornoxicam……

…….8mg 

4. Musculo-

Skeletal 

Disorders 

NSAIDS 

1. Form-5 

2. Fast Track 

3. 10’s    

As per SRO 

4.20-05-2013/3157 

5. 20-05-2013/3157  

Rs. 60,000/- 

 Approved. 

44.  M/s Kanel 

Pharma Plot 

No. 6, Road 

SS3, National 

Industrial Zone 

Rawat 

Rawalpindi. 

1. Atoropine 

2. Tablets 

3. Each tablet 

contain: 

Amlodipine as 

Besylate 

USP….10mg 

Atorvastatin as 

calcium  

H2O…..10mg 

4. Calcium 

Antagonist/statin 

1. Form-5 

2. Fast Track 

3. 14’s    

As per SRO 

4.18-01-2013/304 

5. 20-05-2013/3156  

Rs. 60,000/- 

 Approved. 

45.  M/s Warafana 

Pharmaceutical

s 

Plot # 125-126-

127, industrial 

triangle, kahuta 

road, Islamabad 

1. Cefe- 1 G 

2. Injection 

3. Cefepime as 

HCl with l-

arginine……. 1 

G 

4. Antibiotic 4th 

Generation 

Cephalosporin 

 

1.Form 5 

2. Fast track 

3. Cefe-500 mg 

injection in 1 vial.  

Price as per SOR 

4. 01-06-2011 

5. 25-02-13 Rs. 

60,000 

USP 

 

Approved. 

46.  M/s Warafana 

Pharmaceutical

s 

Plot # 125-126-

127, industrial 

triangle, kahuta 

road, Islamabad 

1. Cefe- 500MG 

2. Injection 

3. Cefepime HCL 

500  MG 

4. Antibiotic 4th 

Generation 

Cephalosporin 

 

1.Form 5 

2. Fast track 

3 Cefe-500 mg 

injection in 1 vial. 

Price as per SOR 

4. 01-06-2011 

5. 25-02-13 Rs. 

60,000 

USP 

  

Approved. 

47.  M/s Warafana 

Pharmaceutical

s 

Plot # 125-126-

127, industrial 

triangle, kahuta 

road, Islamabad 

1. Alfacalci 

2. Film coated 

tablets 

3. Alfacalcidol 

0.5 mcg 

4. Vitamin D 

1.Form 5 

2. Fast track 

3. 1 × 10’s blister 

packed in unit 

carton. Price as per 

SRO 

4. 01-06-12 

Manufacturer  Deferred for 

PSI for 

confirmation of 

manufacturing 

and QC facility 

by Prof. Rafi uz 

Zaman, DDG 
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5. 25-02-13 Rs. 

60,000 

(E&M) & FID. 

48.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Valsar 

2. Tablet 

3. Each  film 

coated Tablet 

contains. 

Valsartan USP 

160mg   

4. (Anti 

hypertensive) 

1. Form-5 

2. Fast Track 

3.7’s, 10’s, 14’s, 

20’s, 28’s, 30’s & 

56’s. 

4. As per SRO 

5. 20-05-2013/3159  

Rs.60,000/- 

1. Manufacturer 

2. 

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

49.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Valsar 

2. Tablet 

3. Each film 

coated Tablet 

contains. 

Valsartan USP 80 

mg   

4. (Anti 

hypertensive) 

1. Form-5 

2. Fast Track 

3. 7’s, 10’s, 14’s, 

20’s, 28’s, 30’s & 

56’s. 

4. As per SRO 

5. 20-05-2013/3160  

Rs.60,000/- 

1. Manufacturer 

2. 

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

50.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Valsar 

2. Tablet 

3. Each film 

coated Tablet 

contains. 

Valsartan USP  

40 mg   

4. (Anti 

hypertensive) 

1. Form-5 

2. Fast Track 

3. 7’s, 10’s, 14’s, 

20’s, 28’s, 30’s & 

56’s. 

4. As per SRO 

5. 20-05-2013/3161 

Rs.60,000/- 

1. Manufacturer 

2. 

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

51.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Nobu 

2. Tablet 

3. Each Tablet  

Nebivolol  MS 5 

mg   

4. (Anti 

hypertensive) 

1. Form 5-D 

2. Fast Track 

3. 10’s, 30’s. 

4. 172/Tablet 

5. 13-05-2013/2868 

Rs.60,000/- 

1. Manufacturer 

2.  

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

52.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Nobu 

2. Tablet 

3. Each Tablet   

Nebivolol MS 2.5 

mg   

4. (Anti 

1. Form 5-D 

2. Fast Track 

3. 10’s, 30’s. 

4. 172/Tablet 

5. 13-05-2013/2868 

Rs.60,000/- 

1. Manufacturer 

2.  

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 
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hypertensive) 

53.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Prim 

2. Tablet 

3. Each Tablet 

contains.  

Lumefantrine MS 

120mg 

Artemether MS 

20mg   

4. Anti-Malarial 

1. Form 5 

2. Fast Track 

3. 8’s, 16’s. 

4. As per SRO 

5. 13-05-2013/2868 

Rs.60,000/- 

USP SALMOUS 

Standards  

 

Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 
54.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Prim DS 

2. Tablet 

3. Each Tablet 

contains.  

Lumefantrine MS 

240mg 

Artemether MS 

40mg   

4. Anti-Malarial 

1. Form 5 

2. Fast Track 

3. 8’s, 16’s. 

4. As per SRO 

5. 13-05-2013/2868 

Rs.60,000/- 

USP SALMOUS 

Standards  

 

Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 
55.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Glavin-Met 

2. Tablet 

3. Each film 

coated Tablet 

contains. 

Vildagliptin MS 

….50mg 

Metformin HCl 

MS                      

….1000mg 

4. Anti-Diabetic 

1. Form 5 

2. Fast Track 

3. 7’s, 10’s, 14’s,  

20’s 28’s, 30’s, & 

40’s. 

4. As per SRO 

5. 17-05-2013/3136 

Rs.60,000/- 

1. Manufacturer 

2.  

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

56.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

1. Glavin 

2. Tablet 

3. Each Tablet 

contains. 

Vildagliptin……

50mg 

4. Anti-Diabetic 

1. Form 5 

2. Fast Track 

3. 7’s, 10’s, 14’s,  

20’s 28’s, 30’s, & 

40’s. 

4. As per SRO 

5. 17-05-2013/3134 

Rs.60,000/- 

1. Manufacturer 

2.  

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 
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57.  M/s Scotmann 

Pharmaceutical

s, 5-D, I-10/3, 

Industrial Area, 

Islamabad. 

  

1. Glavin-Met 

2. Tablet 

3. Each film 

coated Tablet 

contains. 

Vildagliptin MS 

50mg 

Metformin Hcl 

MS 850mg 

4. Anti-Diabetic 

1. Form 5 

2. Fast Track 

3. 7’s, 10’s, 14’s, 

20’s 28’s, 30’s, & 

40’s. 

4. As per SRO 

5. 17-05-2013/3135 

Rs.60,000/- 

1. Manufacturer 

2.  

3. 12-04-13  

Good level of 

compliance with 

GMP guidelines 

Approved. 

58.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Diagesic Extra 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Paracetamol BP 

325mg   

Tramadol Hcl  

USP 37.5mg   

4.Analgesic 

 Opioid 

Analgesic 

1. Form-5 

2. Fast Track 

3.10’s, 20’s & 30’s  

 As per SRO 

4. 15-05-2013/2976 

5. 15-05-2013/2976 

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

59.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Diagesic 

Capsule 

2. Capsule 

3. Each Capsule 

contains:   

Tramadol Hcl 

USP  50 mg   

4. Opioid 

Analgesic 

1. Form-5 

2. Fast Track 

3.10’s,20’s & 30’s  

 As per SRO 

4. 15-05-2013/2966 

5. 15-05-2013/2966 

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved, as 

firm provided 

an undertaking 

of analytical 

method 

validation. 

60.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

 

1. Cardio-Pace 

2. Tablet 

3. Each Tablet 

contains:   

Nebivolol 

Hcl....2.5mg  

 4.Anti 

hypertensive 

1. Form-5 

2. Fast Track 

3.10’s&30’s  

 As per SRO 

4. 15-05-2013/2967 

5. 15-05-2013/2967 

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

61.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Cardio-Pace 

2. Tablet 

3. Each Tablet 

contains:   

Nebivolol 

Hcl...5mg  

 

4.Antihypertensiv

1. Form-5 

2. Fast Track 

3.10’s,20’s&30’s  

 As per SRO 

4. 15-05-2013/2968 

5. 15-05-2013/2968 

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 
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62.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Sofvasc HCT 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Amlodipine 

besylate e. q to 

Amlodipine  BP 

10mg  Valsartan 

USP 160mg 

Hydrochlorothiaz

ide BP  12.5mg  

 4. Anti 

Hypertensive 

agent Diuretic 

1. Form-5 

2. Fast Track 

3.10’s,14’s, 

20’s&30’s   

 As per SRO 

4. 20-05-2013/3140 

5. 20-05-2013/3140  

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

63.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Diagesic SR  

2. Tablet 

3. Each film 

coated Tablet 

contains:   

Tramadol Hcl 

USP 100mg  

 4. Opioid 

Analgesic 

1. Form-5 

2. Fast Track 

3.10’s,20’s & 30’s  

 As per SRO 

4. 15-05-2013/2965 

5. 15-05-2013/2965 

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

64.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Sofvasc HCT 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Amlodipine 

besylate e. q to 

Amlodipine  BP 

10mg  Valsartan 

USP 160mg 

Hydrochlorothiaz

ide BP  25mg  

 4. Anti 

Hypertensive 

agent Diuretic 

1. Form-5 

2. Fast Track 

3.10’s,14’s, 

20’s&30’s   

 As per SRO 

4. 17-05-2013/3132 

5. 17-05-2013/3132  

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 
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65.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Sofvasc HCT 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Amlodipine 

besylate eq to 

Amlodipine  BP 

5mg  Valsartan 

USP 160mg 

Hydrochlorothiaz

ide BP  12.5mg  

 4. Anti 

Hypertensive 

agent Diuretic 

1. Form-5 

2. Fast Track 

3.10’s,14’s, 

20’s&30’s   

 As per SRO 

4. 20-05-2013/3139 

5. 20-05-2013/3139  

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

66.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Sofvasc HCT 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Amlodipine 

besylate eq to 

Amlodipine BP 

10mg  Valsartan 

USP 320mg 

Hydrochlorothiaz

ide BP 25mg  

 4. Anti 

Hypertensive 

agent Diuretic 

1. Form-5 

2. Fast Track 

3.10’s,14’s, 

20’s&30’s   

 As per SRO 

4.17-05-2013/3133. 

5.17-05-2013/3133  

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 

67.  M/s Wilson’s 

Pharmaceutical

s, I-9, Industrial 

Area 

Islamabad. 

1. Sofvasc HCT 

2. Tablet 

3. Each film 

coated Tablet 

contains:  

Amlodipine 

besylate eq to 

Amlodipine  BP 

5mg  Valsartan 

USP 160mg 

Hydrochlorothiaz

ide BP 25mg  

 4. Anti 

Hypertensive 

agent Diuretic 

1. Form-5 

2. Fast Track 

3.10’s,14’s, 

20’s&30’s   

 As per SRO 

4.20-05-2013/3138 

5.20-05-2013/3138  

Rs. 60,000/- 

1. Manufacturer 

2.  

3. 25- 4- 13 

Good level of 

GMP compliance 

Approved. 



 
 

  44 

68.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Betanorm  

2. Tablet 

3.Each tablet 

contains: 

Nebivolol HCl 

…2.5mg 

4. 

Antihypertensive 

1. Form-5 

2. Fast track 

3. As per SRO / 

10’s, 20’s, 30’s. 

4.15/05/2013/2986  

5. 15/05/2013/2986 

Rs.60,000/- 

1.  Manufacturers 

specifications 

2.GMP 

inspection report 

dated 

29/05/2013. 

GMP compliance 

reported as very 

good 

Approved. 

69.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Betanorm  

2. Tablet 

3.Each tablet 

contains: 

Nebivolol HCl … 

5mg 

4.Antihypertensiv

e 

1. Form-5 

2. Fast track 

3. As per SRO / 

10’s, 30’s. 

4.15/05/2013/2983  

5. 15/05/2013/2983 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP 

inspection report 

dated 

29/05/2013. 

GMP compliance 

reported as very 

good 

Approved. 

 

70.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Sartan 40mg 

tablets 

2. Film Coated 

tablet 

3.Each tablet 

contains: 

Valsartan … 

40mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 7’s, 

14’s, 28’s, 30’s & 

56’s. 

4.07/05/2011/5148 

5. 28/05/2013/3430 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 

71.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Sartan 80mg 

tablets 

2. Film coated 

tablet 

3.Each tablet 

contains: 

Valsartan … 

80mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 7’s, 

14’s, 28’s, 30’s & 

56’s. 

4.07/05/2011/5147 

5. 13/05/2013/2869 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2. GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 
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72.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1.Sartan160mg 

tablets 

2. Film coated 

tablet 

3.Each tablet 

contains: 

Valsartan … 

160mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 7’s, 

14’s, 28’s, 30’s & 

56’s. 

4.07/05/2011/5146 

5. 13/05/2013/2869 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 

73.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1.Sartan 320mg 

tablets 

2. Film coated 

tablet 

3.Each tablet 

contains: 

Valsartan … 

320mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 7’s, 

14’s, 28’s, 30’s & 

56’s. 

4.07/05/2011/5151 

5. 13/05/2013/2869 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 

74.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Newday HCT 

tablets 5/160/12.5 

2. Film coated 

tablet 

3.Each tablet 

contains: 

Amlodipine 

besylate eq. to 

Amlodipine 

……… 5mg 

Valsartan… 

160mg 

Hydrochlorothiaz

ide… 12.5mg 

4. Angiotensin II 

 

 Antagonist  

(Antihypertensiv

e) 

1. Form-5Rs 

2. Fast track 

3. As per SRO / 

10’s, 14’s, 20’s, 

30’s. 

4.17/05/2013/3131 

5.  17/05/2013/3131 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2. GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 
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75.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Newday HCT 

tablets 

10/160/12.5 

2. Film coated 

tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine 

besylate eq. to 

Amlodipine 

……………… 

10mg 

Valsartan … 

160mg 

Hydrochlorothiaz

ide………… 

12.5mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 

10’s, 14’s, 20’s, 

30’s. 

4.17/05/2013/3128 

5. 17/05/2013/3128 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 

76.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Newday HCT 

tablets 10/160/25 

2. Film coated 

tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine 

besylate eq. to 

Amlodipine 

……………… 

10mg 

Valsartan … 

160mg 

Hydrochlorothiaz

ide………… 

25mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 

10’s, 14’s, 20’s, 

30’s. 

4.17/05/2013/3129 

5. 17/05/2013/3129 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 
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77.  Werrick 

Pharmaceutical

s, I-10/3, 

Industrial Area, 

Islamabad. 

1. Newday HCT 

tablets 10/320/25 

2. Film coated 

tablet 

3.Each film 

coated tablet 

contains: 

Amlodipine 

besylate eq. to 

Amlodipine 

……………… 

10mg 

Valsartan … 

320mg 

Hydrochlorothiaz

ide………… 

25mg 

4. Angiotensin II 

Antagonist 

(Antihypertensiv

e) 

1. Form-5 

2. Fast track 

3. As per SRO / 

10’s, 14’s, 20’s, 

30’s. 

4.17/05/2013/3127 

5. 17/05/2013/3127 

Rs.60,000/- 

1.  Manufacturers 

specifications. 

2.GMP report of 

09/02/2011 

attached 

however, as per 

available record 

GMP inspection 

report dated 

29/05/2013 

shows GMP 

compliance as 

very good 

Approved. 

78.  M/s Global 

Pharmaceutical

s Pvt. Ltd. Plot 

No.204-205, 

industrial 

Triangle, 

Kahuta Road 

Islamabad. 

1.Glact  

2.Tablets 

3.Each 

Dispersible tablet 

contains:- 

Artemether 

……… 40mg 

Lumefantrine…

….240mg 

4.Antimalarials, 

Artemisininins 

and derivatives 

 

1.Form5 

2.Fast Track 

3.As per PRC 

4.17-05-2013 

Dy.No.1470 

Fee Rs.60,000 

(Original) 

 

 Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 

79.  -do- 1.Glact  

2.Tablets 

3.Each 

Dispersible tablet 

contains:- 

Artemether 

……… 20mg 

Lumefantrine…

….120mg 

4.Antimalarials, 

Artemisininins 

and derivatives 

 

1.Form5 

2.Fast Track 

3.As per PRC 

4.17-05-2013 

Dy.No.1479 

Fee Rs.60,000 

(Original) 

 

 Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 
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80.  M/s Siam 

Pharmaceutical

s plot No.217, 

Industrial 

triangle, Kahuta 

Road Islamabad 

Sespa 40mg 

Tablets 

Each tablet 

contains:- 

Drotaverine 

HCl…….40mg 

(Antispasmodic) 

 

1.Form5 

2.Fast Track  

3. 20’s 

As per PRC 

4.21-05-2013 

Dy.No.1617 

Fee Rs.60,000 

(Original) 

 Approved. 

81.  -do- 1.Tramacet  

2.Tablets 

3.Each film 

coated tablet 

contains:- 

Tramadol 

HCl…….37.5mg 

Paracetamol……

……..325mg 

4.Opiate 

analogue (non-

narcotic 

analgesics 

Analgesic. 

1.Form5 

2.Fast Track 

3. 20’s 

As per PRC 

4.21-05-2013 

Dy.No.1618 

Fee Rs.60,000 

(Original) 

 

 

 Approved. 

82.  -do- 1.Sitose  

2Tablets 

3.Each tablet 

contains:- 

Iron (III) 

Hydroxide 

Polymaltose 

Complex eq. to 

Elemental 

Iron………… 

100mg 

Folic Acid .. 

0.35mg 

4.Haematinic 

 

1.Form5 

2.Fast Track 

3. 10’s 

As per SRO 

20-05-2011 

Dy.No.2898 

Fee Rs.60,000 

(Original) 

 

 

 Deferred for 

PSI for 

confirmation of 

manufacturing 

and QC 

facilities by 

Director DTL, 

Quetta, DDG 

(E&M), and 

area FID 

83.  -do- 1.Sita  

2.Tablets 

3.Each film 

coated tablet 

contains:- 

Escitalopram as 

oxalate…………

…10mg 

4.Anti 

1.Form 

2.Fast Track 

3. 10’s 

As per SRO 

4.20-05-2011 

Dy.No. 

Fee Rs.60,000 

(Original) 

 

 Approved. 
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Depressent 

 

 

84.  -do- 1.Rusiam  

2.Tablets 

3.Each film 

coated tablet 

contains:- 

Rosuvastatin as 

Calcium…..20mg 

4.Hypolipaemice, 

Antiatheroma 

 

1.Form5 

2.Fast Track 

3. 10’s As per SRO 

4.15-05-2013 

Dy.No.1400 

Fee Rs.60,000 

(Original) 

 

 Approved. 

85.  -do- 1.Rusiam  

2.Tablets 

3.Each film 

coated tablet 

contains:- 

Rosuvastatin as 

Calcium…..10mg 

4.Hypolipaemice, 

Antiatheroma 

 

1.Form5 

2.Fast Track 

3. 10’s As per SRO 

4.15-05-2013 

Dy.No.1401 

Fee Rs.60,000 

(Original) 

 

 Approved. 

86.  M/s Bio-Labs 

Pvt. Ltd. Plot 

No.145, 

Industrial 

Triangle 

Islamabad 

1.Straline  

2.Tablets 

3.Each film 

coated tablet 

contains:- 

Sertraline as 

HCl……..100mg 

4.Selective 

Serotonin Re-

uptake Inhibitors 

(SSRIs) 

 

1.Form5 

2.Fast Track 

3. 3x10’s 

As per SRO 

4.21-05-2013 

Dy.No.1607 

Fee Rs.60,000 

(Original) 

 

 Approved. 

87.  -do- 1.Straline  

2.Tablets 

3.Each tablet 

contains:- 

Sertraline as 

HCl…….. 50 mg 

4.Selective 

Serotonin Re-

1.Form5 

2.Fast Track 

3. 3x10’s 

As per SRO 

4.21-05-2013 

Dy.No.1608 

Fee Rs.60,000 

(Original) 

 Approved. 
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uptake Inhibitors 

(SSRIs) 

 

 

88.  -do- E-Cital 10mg 

Tablets 

Each Dispersible 

tablet contains:- 

Escitalopram (as 

Oxalate)…10mg 

(Antidepressant 

Reuptake 

Inhibitors 

(SSRIs). 

 

1.Form5 

2.Fast Tack 

3.14’s As per SRO 

4.21-05-2013 

Dy.No.1606 

Fee Rs.60,000 

(Original) 

 

 Deferred as the 

formulation in 

dispersible 

dosage form is 

not me-too. 

The firm has to 

apply on form 

5-D alongwith 

differential fee 

of Rs.90,000/-  

89.  M/s Saibins 

Pharmaceutical

s Plot No.316 

Industrial 

Triangle, 

Kahuta Road 

Islamabad. 

1.Saimether  

2.Tablets 

3.Each tablet 

contains:- 

Artemether 

………… 40mg 

Lumefantrine…

…….240mg 

4.Anti Malarial 

 

1.Form5 

2.Fast Track 

3. 8’s As per SRO 

4.13-05-2013 

Dy.No.1405 

Fee Rs.60,000 

(Original) 

 

 Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 

90.  -do- 1.Saimether  

2.Tablets 

3.Each tablet 

contains:- 

Artemether 

………… 80mg 

Lumefantrine…

…….480mg 

4.Anti Malarial 

 

1.Form5 

2.Fast Track 

3. 8’s As per SRO 

4.13-05-2013 

Dy.No.1403 

Fee Rs.60,000 

(Original) 

 

 Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 

91.  M/s Medizan 

Laboratories 

Pvt. Ltd. Plot 

No.313, 

Industrial 

Triangle 

Kahuta Road 

1.Reflux  

2.Capsules 

3.Each capsule 

contains:- 

Omeprazole 

enteric coated 

Pellets…………

………40mg 

1.Form5  

2.Fast Track  

3. 2x7’s 

As per SRO 

4.18-04-2013 

Dy.No.1366 

Fee.Rs.60,000 

(Original) 

 Deferred for 

submission of 

following 

informations by 

the firm: 

1.  GMP of 

Source 
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Islamabad. 4.Proton Pump 

Inhibitors (PPI) 

 

 2. COA 

3. Stability 

4. Fee (in case 

of import) 

92.  -do- 1.Lumeart Forte  

2.Tablets 

3.Each tablet 

contains:- 

Artemether 

………. 80mg 

Lumefantrine 

….480mg 

4.Antimalarial 

 

1.Form5  

2.Fast Track  

3. 6’s As per SRO 

4.18-04-2013 

Dy.No.1367 

Fee.Rs.60,000 

(Original) 

 

 Approved.  

(The firm shall 

follow USP 

SALMOUS 

Standard 

specifications 

as finished 

product 

specification). 
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2. Routine Cases 

a) Routine Cases (left-over agenda of last meeting) 

 

S/N 

Name and 

address of 

manufacturer/

Applicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4. Pharmacological  

    group 

 

 

1.Type of Form 

2. Type of  

    application 

3. Demanded  

    Price / Pack  

     Size 

1. Initial date, 

diary.  

2. Date on 

which fee 

becomes 

complete 

according to 

type of 

application /or 

Form 

1.Finished 

Product 

Specifica-

tion 

  

 

Comments / 

observation on the 

product  

 

 

 

Registration-II 

1.  M/s Barrett 

Hodgson 

Pakistan (Pvt) 

Karachi. 

Urobar Tablets 

Each film coated 

tablet contains: 

Alfuzosin 

hydrochloride 

(U.S.P)………...10m

g 

(Alpha1- 

Adrenorecptor 

Blockers) 

Form 5 

Routine 

Rs.700/- for 

2x10’s 

1.26-07-2010 

280 

(Rs.8000/-) 

 

2.21-05-2013 

Rs.12,000/-   

B.P Approved. 

2.  -do- Mobikare plus Tablets 

200/75 

Each film coated 

tablet contains: 

Misoprostol 

(B.P)………200 mcg 

Diclofenac sodium (in 

enteric coated core) 

(U.S.P)…75mg 

(NSAID with 

Synthetic 

Prostaglandin E1 

analog) 

Form 5 

Routine 

Rs.450/- for 

2x10’s 

 

1.15-07-2010 

159 

Rs.8000/- 

 

2.21-05-2013 

Rs.12,000/-  

 

Manufact

urer’s. 

Deferred for PSI 

by Director DTL, 

Karachi, DDG 

(E&M) and area 

FID for 

confirmation of 

manufacturing,  

QC facility and 

storage facility of 

misoprostol. 
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3.  -do- Mobikare plus Tablets 

200/50 

Each film coated 

tablet contains: 

Misoprostol 

(B.P)………200 mcg 

Diclofenac sodium (in 

enteric coated core) 

(U.S.P)…50mg 

(NSAID with 

Synthetic 

Prostaglandin E1 

analog) 

 

Form 5 

Routine 

Rs.300/- for 

2x10’s 

 

1.15-07-2010 

160 

Rs.8000/- 

 

2.21-05-2013 

Rs.12,000/-  

Manufact

urer’s. 

Deferred for PSI 

by Director DTL, 

Karachi, DDG 

(E&M) and area 

FID for 

confirmation of 

manufacturing,  

QC facility and 

storage facility of 

misoprostol. 

4.  -do- Diaset plus Tablets 

Each film coated 

tablet contain:  

Pioglitazone as HCl 

(U.S.P)… 15mg 

Metformin 

Hydrochloride 

(U.S.P)…500mg 

(Oral antidiabetic 

agent) 

Form 5 

Routine 

Rs.150/- for 

14’s 

 

1.26-07-2010 

278 

Rs.8000/- 

 

2.21-05-2013 

Rs.12,000/-  

Manufact

urer’s. 

Approved with 

black box warning 

as approved by 

USFDA. 

5.  M/s Pakistan 

Pharaceutical 

Products 

(Pvt) Ltd. 

Karachi. 

 

Pioglit Tablets 

(30mg/4mg) 

Each tablet contains: 

Pioglitazone as HCl 

(U.S.P)… 30mg 

Glimepiride 

(U.S.P)…….….4mg 

(Antihyperglycemic) 

 

Form 5 

Routine 

As per SRO 

 

1.23-07-2010 

260 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

Manufact

urer’s. 

Approved with 

black box warning 

as approved by 

USFDA. 

6.  -do- 

 

Piojet Tablets 45 mg 

Each tablet contains: 

Pioglitazone  as HCl 

(U.S.P)...45mg 

(Antidiabetic) 

 

Form 5 

Routine 

As per SRO 

 

1.21-07-2010 

204 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/- is 

copy of 

challan fee 

U.S.P Approved with 

black box warning 

as approved by 

USFDA. 
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7.  -do- 

 

O-Zole Capsule 

Each Capsule  

Contains : 

Olanzapine 

(U.S.P)…….… 10mg 

(Anti-psychotic) 

 

Form 5 

Routine 

As per SRO 

 

21-07-2010 

206 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

Manufact

urer’s. 

Referred to review 

committee for 

review of 

formulation in 

capsule dosage 

form  

8.  -do- 

 

O-Zole Capsule 

Each Capsule  

Contains: 

Olanzapine 

(U.S.P)……… 5mg 

(Anti-psychotic) 

 

Form 5 

Routine 

 

As per SRO 

 

1.21-07-2010 

205 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

Manufact

urer’s. 

Referred to review 

committee for 

review of 

formulation in 

capsule dosage 

form  

9.  -do- Piojet Tablets 30mg 

Each tablet  

contains:  

Pioglitazone  as HCl 

(U.S.P).…30mg 

 

Form 5 

Routine 

As per SRO 

 

1. 21-07-2010 

203 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

U.S.P Approved. 

10.  -do- Piojet Tablets 15mg 

Each tablet  

contains:  

Pioglitazone  as HCl 

(U.S.P).…15mg 

 

Form 5 

Routine 

As per SRO 

 

1.21-07-2010 

207 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

U.S.P Approved. 

11.  -do- Pioglit Tablets 

(30mg/2mg) 

Each tablet contains: 

Pioglitazone as HCl 

(U.S.P)… 30mg 

Glimepiride  

(U.S.P) ….2mg 

(Antihyperglycemic) 

 

Form 5 

Routine 

As per SRO 

 

1.23-07-2010 

259 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

 

Manufact

urer’s. 

Approved. 

12.  -do- Piomet Tablets 

(15mg/850mg) 

Each film coated 

tablet  

contains:  

Pioglitazone as HCl 

(U.S.P)…15mg 

Metformin as HCl 

(U.S.P)…850mg 

(Antihyperglycemic) 

 

Form 5 

Routine 

As per SRO 

 

1.23-07-2010 

262 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

Manufact

urer’s. 

Approved. 
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13.  -do- Piomet Tablets 

(15mg/500mg) 

Each film coated 

tablet  

contains:  

Pioglitazone as HCl 

(U.S.P)…15mg 

Metformin as HCl 

(U.S.P)…500mg 

(Antihyperglycemic) 

 

Form 5 

Routine 

As per SRO 

 

1.23-07-2010 

261 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/-  

Manufact

urer’s. 

Approved. 

14.  M/s Genix  

Pharma 

Private 

Limted.44,45

-B, Korangi 

Creek Road, 

Karachi 

Estrol Tablets 

Each film coated 

tablet Contains: 

Letrozole (U.S.P). 

2.5mg 

(Non Steroidal 

Aromatase Inhibitor) 

 

Form 5 

Routine 

10’s /As per 

PRC 

1.14-09-2010 

66 

Rs.8000/- 

 

2.Rs.12000/- 

 

U.S.P Deferred for 

clarification 

regarding 

requirement of 

separate 

manufacturing 

facility. 

15.  -do- RBC Oral Drops 

Each ml contains: 

Iron (III) Hydroxide 

Polymaltose Complex 

eq. to elemental Iron 

(M.S)………50mg 

Form 5 

Routine 

10ml, 30ml / 

As per PRC 

1.14-09-2010 

68 

Rs.8000/- 

 

2.Rs.12000/- 

 

Manufact

urer’s 

Approved. 

16.  M/s Macter 

International 

(Pvt.) Ltd, 

Karachi -

75700. 

 

Mazole Tablets 

Each Chewable  

tablet contains:  

Omeprazole 

(B.P)…... 20mg 

Sodium 

Bicarbonate(B.P)……

……. .600mg 

mg (7 mEq) 

(equivalent to 164 mg 

of Na+) Magnesium 

Hydroxide (B.P)… 

700mg (24mEq) 

(equivalent to 290 mg 

of Mg++). 

(Proton Pump 

Inhibitor, Antacid) 

Form 5 

Routine 

30 / As per 

PRC 

1.22-07-2010 

253 

Rs.8000/- 

 

2.22-05-2013 

Rs.12,000/- is  

Manufact

urer’s 

Referred to review 

committee for 

review of 

formulation. 

17.  M/s Macter 

International 

(PVT) Ltd. 

Karachi -

Mazole Tablet 

Each Chewable  

tablet contains:  

Omeprazole 

Form 5 

Routine 

30 / As per 

PRC 

1.22-07-2010 

254 

Rs.8000/- 

2.22-05-2013 

Manufact

urer’s 

Referred to review 

committee for 

review of 

formulation. 
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75700 (B.P)…40mg 

Sodium Bicarbonate 

(B.P)..600mg 

mg (7 mEq) 

(equivalent to 164 mg 

of Na+) Magnesium 

Hydroxide 

(B.P)…700mg 

(24mEq) (equivalent 

to 292 mg of Mg++). 

(Proton Pump 

Inhibitor, Antacid) 

Rs.12,000/-   

 

 

 

 

 

 

18.  -do- 

 

 

 

 

Kirin Tablets 

Each film coated 

tablet  

contains: 

Aliskirin 

Hemifumarate 

(M.S)…300mg 

Hydrochlorothiazide 

(U.S.P)…..12.5mg 

(Nonpeptide, Direct 

Renin inhibitor) 

 

Form 5 

1x14’s / As per 

PRC 

1.31-08-2010 

192 

Rs.8000/- 

2.Rs.12000/- 

 

Manufact

urer’s 

Approved with 

warning as 

approved by 

CHMP 

19.  M/s Hilton 

Pharma (Pvt). 

Ltd. Karachi. 

Dipip Dry Suspension 

Each 5ml contains: 

Dihydroartemisinin 

(M.S)…..15mg 

Piperaquine 

phosphate(M.S)…120

mg 

(Fixed combination 

antimalarial agent) 

 

Form 5 

Routine 

30ml,60ml, 

80ml /Rs.120/-, 

Rs.228/- 

Rs.304/- 

 

1.16-09-2010 

100 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/- 

 

Manufact

urer’s 

Approved. 

20.  -do- Dipip Tablets 

Each tablet contains: 

Dihydroartemisinin 

(M.S)…..40mg 

Piperaquine 

Phosphate (M.S)… 

320 mg 

(Fixed combination 

antimalarial agent) 

 

Form 5 

Routine 

Rs.380/- for 8’s 

1.16-09-2010 

101 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/- 

 

Manufact

urer’s 

Approved. 
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21.  -do- Dicer Capsule 

Each capsule 

contains: Diacerein 

(M.S) …. 50mg 

(for Treatment of 

Osteoarthritis) 

Form 5 

Routine 

Rs.30/Capsule 

1.21-09-2010 

133 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/- 

. 

Manufact

urer’s 

Referred to review 

committee for 

review of 

formulation. 

22.  -do- Etiri Tablets 

Each film coated 

tablet contains: 

Etoricoxib 

(M.S)…60mg 

(Anti inflammatory) 

Form 5 

Routine 

10’s, 14’s, 20’s, 

28’s, 30’s /- 

Rs.350,490,700

,980,1050/- 

 

1.03-09-2010 

36 

Rs.8000/- 

 

2.15-05-2013 

Rs.12000/- 

 

Manufact

urer’s 

Approved. 

23.  M/s Sami 

Pharmaceutic

als (Pvt) Ltd. 

Karachi 

Arceva-DS 

Suspension 

Each 5ml contains: 

Artemether(M.S) 

…30mg 

Lumenfantrine 

(M.S).............180mg 

(Antimalarial) 

Form 5 

Routine 

30ml, 60ml / 

As per SRO 

1.15-07-2010 

163 

Rs.8000/- 

 

2.Rs.12000/- 

. 

Manufact

urer’s 

Approved. 

24.  -do- Pregy Capsule 

Each capsule 

contains: 

Pregabalin 

(M.S)…25mg 

(Anticonvulsant) 

Form 5 

Alu-Alu/ As 

per SRO 

1.07-09-2010 

55 

Rs.8000/ 

 

2.Rs.12000/- 

Manufact

urer’s 

Deferred till 

decision of M/o 

Law, Justice & 

HR. 
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25.  -do- Sitip Tablets 

Each tablet contains: 

Cinitapride (M.S)… 

1mg 

(Gastroprokinetic) 

Form 5 

Alu-Alu/ As 

per SRO 

1.15-07-2010 

162 

Rs.8000/- 

 

2.Rs.12000/- 

 

Manufact

urer’s 

Approved. 

26.  -do- Actim-H Tablets 

Each tablet contains: 

Bisoprolol fumarate 

(U.S.P)…10mg 

Hydrochlorothiazide 

(U.S.P)….25mg 

(Beta Blocker, 

Antihypertensive, 

Anti angina) 

 

Rs.180/-for 

14’s 

1.06-09-2010 

54 

Rs.8000/- 

 

2.Rs.12000/- 

 

U.S.P Deferred for 

application on  

Form 5-D with 

differential fee of 

Rs.90,000/-, being 

new formulation 

27.  M/s Tabros 

Pharma (Pvt) 

Ltd., Karachi. 

Mupiderm Ointment 

Contains: 

Mupirocin 

(U.S.P)…….… 2% 

w/w. 

Form 5 

Routine 

10g, 15g / 

Rs.180/- 

Rs.270/- 

1.21-09-2010 

131 

Rs.8000/- 

 

2.29/07/2013 

Rs.12000/- 

U.S.P Approved. 

 

Registration-V 

28.  Highnoon 

Laboratories 

Ltd. 17.5 km, 

Multan Road 

Lahore 

Irbest Plus Tablets 

Each film coated 

tablet contains: 

Irbesartan 

(U.S.P)…150mg 

Hydrochlorothiazide 

(B.P)…12.5mg 

(Anti-Hypertensive) 

Form 5 

Routine 

Rs.528/- for 

20’s 

Rs.370/- for 

14’s 

 

 

1.21-07-2010 

6909/ 

Rs.8000/- 

 

2.13-05-2013/ 

Rs.12000 

 

U.S.P Approved. 
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29.  M/s 

Remington  

Pharmaceutic

als Industries 

18-km 

Multan Road 

Lahore. 

 

Rilon Opthalmic 

Suspension 

Each ml contains: 

Rimexolone 

(U.S.P)……..10.0mg 

(Corticosteroid) 

 

Form 5 

Routine 

Rs.600/-per 

5ml 

 

 

1.9/9/2010 

8369 

Rs.8000/- 

 

2.20-05-2013 

Rs.12000 

 

U.S.P 

 

 

 

 

Deferred for 

confirmation of me 

too status and 

confirmation of 

segregated facility 

30.  -do- 

 

Secool 

Ophthalmic Solution 

Each ml contain: 

Polyethylene Glycol 

400 (B.P)….4.0mg 

Propylene glycol 

(B.P)…3.0mg 

(Lubricant) 

Form 5 

Routine 

Rs.215/-

per10ml 

Rs.300/-

per15m 

Rs.428/-

per30ml 

1.09/09/2010 

8367 

Rs.8000/- 

 

2.20-05-2013 

Rs.12000 

 

 

Manufact

urer’s. 

Deferred for 

confirmation of me 

too status 

31.  -do- 

 

Opcare 

Ophthalmic Solution 

Each ml contains: 

Potassium Iodide 

(U.S.P)….3.0mg 

Sodium Iodide 

(U.S.P)…3.0mg 

(Anti Cataractic)  

 

Form 5 

Routine 

Rs.145/per5ml 

Rs.200/per10ml 

1.09-09-2010 

8366 

Rs.8000/- 

 

2.20-05-2013 

Rs.12000 

Manufact

urer’s. 

Approved. 

32.  M/s CCL 

Pharmaceutic

al 

(Pvt.) Ltd. 

Lahore-

54770. 

 

Urocon Tablets 10mg 

Each film coated 

tablet contain: 

Solifenacin Succinat 

(M.S)...10mg 

Form 5 

Routine 

10’s, 20’s / As 

per brand 

leader 

1.27-08-2010 

8032 

Rs.8000/- 

 

2.20-05-2013 

Rs.12000/- 

Manufact

urer’s 

Approved. 

33.  -do- 

 

Urocon Tablets 5mg 

Each film coated 

tablet contain: 

Solifenacin Succinat 

(M.S)...5mg 

Form 5 

Routine 

10’s, 20’s / As 

per brand 

leader 

1.27-08-2010 

8033 

Rs.8000/- 

 

2.20-05-2013 

Rs.12000/- 

 

Manufact

urer’s 

Approved. 

 



 
 

  60 

b) Routine cases added to this agenda 

S/

N 

Name and 

address of 

manufacturer/Ap

plicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4. Pharmacological  

    group 

 

 

1.Type of Form 

2. Type of  

    application 

3. Demanded Price / 

Pack size  

4. Initial date, diary.  

5. Date on which fee 

becomes complete 

according to type of 

application /or Form 

(total Fee) 

1. Finished Product 

Specification 

2. Me-too status 

Comments / 

observation on 

the product (if 

any) 

 

 

 

Registration-II 

1.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Etiri 

2. tablet 

3.Each film 

coated  tablet 

contains: 

Etoricoxib….120

mg 

4.Anti-

inflammatory 

(Use for the 

symptomatic 

relief of 

osteoarthritis 

(OA), rheumatoid 

arthritis (RA) 

1. Form-5 

2. Routine 

3. Blister pack of 

Aluminium foil 

PVDC packed in 

printed carton along 

with leaflet . 

Rs.80/tablet 

4.09-09-2010/…. 

5. 09-12-2013/7783 

Rs.50,000/- 

 Deferred till 

decision of 

Appellate 

Board on 

formulation. 

2.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Etiri 

2. tablet 

3.Each film 

coated  tablet 

contains: 

Etoricoxib….30m

g 

4.Anti-

inflammatory 

(Use for the 

symptomatic 

relief of 

osteoarthritis 

(OA), rheumatoid 

arthritis (RA) 

1. Form-5 

2. Routine 

3. Blister pack of 

Aluminium foil 

PVDC packed in 

printed carton along 

with leaflet. 

Rs.25/tablet 

4.03-09-2010/35 

5. 09-12-2013/7784 

Rs.50,000/- 

 Deferred till 

decision of 

Appellate 

Board on 

formulation. 
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3.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Etiri 

2. tablet 

3.Each film 

coated  tablet 

contains: 

Etoricoxib….90m

g 

4.Anti-

inflammatory 

(Use for the 

symptomatic 

relief of 

osteoarthritis 

(OA), rheumatoid 

arthritis (RA) 

1. Form-5 

2. Routine 

3. Blister pack of 

Aluminium foil 

PVDC packed in 

printed carton along 

with leaflet . 

Rs.25/tablet 

4.03-09-2010/37 

5. 09-12-2013/7788 

Rs.50,000/- 

 Deferred till 

decision of 

Appellate 

Board on 

formulation. 

4.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Esorid-N 

2. tablet 

3.Each  tablet 

contains: 

Naproxen…500m

g 

Esomeprazole 

magnesium 

trihydrate eq.to 

Esomeprazole 

……..20mg 

4. Combination 

product of  

NSAID and 

proton Pump 

Inhibitor (PPI) 

1. Form-5D 

2. Routine 

3.10’s,14’s,20’s,28’

s 

 As per PRC 

4.21-09-2010/134 

5. 09-12-2013/7785 

Rs.50,000/- 

 Deferred till 

expert opinion 

on the 

formulation. 

5.  Hilton Pharma 

Pvt Ltd. 13, 

Sector 15, 

Korangi 

Industrial Area, 

Karachi, 

Pakistan. 

1. Esorid-N 

2. tablet 

3.Each  tablet 

contains: 

Naproxen…375m

g 

Esomeprazole 

magnesium 

trihydrate eq.to 

Esomeprazole 

……..20mg 

4.Combination 

product of  

NSAID and 

proton Pump 

Inhibitor (PPI) 

1. Form-5D 

2. Routine 

3.10’s,14’s,20’s,28’

s 

 As per PRC 

4.21-09-2010/132 

5. 09-12-2013/7786 

Rs.50,000/- 

 Deferred till 

expert opinion 

on the 

formulation. 
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6.  M/s. Pharmevo 

(Private) 

Limited Plot # 

A-29, North 

Western 

Industrial Zone 

Port Qasim 

Karachi. 

1. Sprino Sachet 

2. Sachet 

3.Each  tablet or 

5ml  contains: 

Iron Sprinkles 

Material 1g (Iron 

12.5mg + Zinc 

5mg + Folic Acid 

150 ug + Vitamin 

A 300 ug RE + 

Vitamin C 30mg) 

4. Multi-Nutrient 

1. Form-5 

2 Routine 

3.20’s,30’s,60’s, 

 Rs.725/-, 

Rs.1,087/-

Rs.2,175/- 

4.03-09-2010/644 

5. Rs.8,000/- 

22.05.2013 

Rs.12,000/- 

 Referred to 

Health & OTC 

Directorate. 

 

Registration-III 

7.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Valcozone 

2. Tablet 

3. Each Tablet 

contains:  

Valaciclovir 

Hcl…..500mg   

4. Antiviral 

(DNA 

polymerase 

inhibitor) 

1. Form-5 

2. Routine 

3.42’s. 

 As per SRO 

4.19-07-2010/6774. 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

clarification 

regarding 

measures taken 

by the firm for 

personnel 

safety. 

8.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Cloaine Gel  

2. Gel 

3. Each gram 

contains:  

Clindamycin (as 

phosphate)… 

1%w/w 

Benzoyl 

Peroxide… 5% 

w/w 

4.Antibacterial/ 

Antacne 

1. Form-5 

2. Routine 

3.Collapsible 

Aluminium Tubes 

 As per SRO 

4.16-07-2010/6626 

5.i20-05-2013/3153  

Rs. 20,000/-   

 Approved. 

9.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

1. Benzokin Gel  

2. Gel 

3. Each gram 

contains: Benzoyl 

Peroxide 4%. 

4.Anti.acne 

1. Form-5 

2. Routine 

3.Collapsible 

Aluminium Tubes 

 As per SRO 

4.19-07-2010/6784 

5.20-05-2013/3153  

Rs. 20,000/-   

 Referred to 

review 

committee for 

review of 

formulation 
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Rawat, 

Islamabad,  

10.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Dicway Gel  

2. Gel 

3. Each 100 gram 

contains: 

Diclofenac 

Dihylammonium 

salt 1.16gm eq.to 

Diclofenac 

Sodium ….1gm  

4.NSAID 

1. Form-5 

2. Routine 

3.Collapsible 

Aluminium Tubes 

 As per SRO 

4.19-07-2010/6783 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

11.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Zipsidone  

2. Capsule 

3. Each Capsule 

contains: 

Ziprasidone 

HCl…..60mg  

4.Benzylisothiazo

lylperazine. 

(atypical 

antipsychotic) 

1. Form-5 

2. Routine 

3. 14’s 

 As per SRO 

4.16-07-2010/6632 

5.20-05-2013/3153  

Rs. 20,000/-   

 Approved. 

12.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Odenil  

2. Injection 

3. Each 2ml 

Ampoule 

contains: 

Frusemide… 20 

mg per 2ml amp.  

4. Loop Diuretic 

1. Form-5 

2. Routine 

3. Type I USP glass 

ampoules 

 As per SRO 

4.16-07-2010/6630 

5.20-05-2013/3153  

Rs. 20,000/-   

 Approved. 

13.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Clopidol 

2. Tablet 

3. Each enteric 

coated Tablet 

contains: 

Clopidogrel (as 

bisulphate)…. 

75mg  

Aspirin …..75mg  

4. Antplatelet 

1. Form-5 

2. Routine 

3. 10’s 

 As per SRO 

4.16-07-2010/6628 

5.20-05-2013/3153  

Rs. 20,000/-   

 Deferred for 

product 

specific 

inspection for 

confirmation of 

manufacturing 

and QC facility 

by DDG 

(E&M) and 

FID. 
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14.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Caracal  

2. Injection 

3. Each 1ml 

Ampoule 

contains: 

Alfacalcidol 

…..2mcg  

4. Vit-D analogue 

1. Form-5 

2. Routine 

3. 2mlx10’s 

 As per SRO 

4.16-07-2010/6642 

5.20-05-2013/3153  

Rs. 20,000/-   

 Deferred for 

product 

specific 

inspection for 

confirmation of 

manufacturing 

and QC facility 

by DDG 

(E&M) and 

FID. 
15.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Caracerin 

2. Tablets 

3. Each tablet 

contain: 

Diacerien …… 

50mg 

4. Anti-

Inflammatory 

Agent 

1. Form-5 

2. Routine 

3. 10’s 

 As per SRO 

4.16-07-2010/6639 

5.20-05-2013/3153  

Rs. 20,000/-    

 Referred to 

review 

committee for 

review of 

formulation. 

16.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Actiprolol 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Bisoprolol 

Fumarate.. 

…5mg 

4. Cardioselective 

Beta Blocker 

1. Form-5 

2. Routine 

3. As per SRO  

 As per SRO 

4.19-07-2010/6673 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved.  

17.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Superplat 

2. Tablets 

3. Each tablet 

contain: 

Prasugrel (as 

Hydrochloride) 

…..10 mg 

4. Anti-Platelet 

1. Form-5 

2. Routine 

3. As per SRO  

 As per SRO 

4.19-07-2010/6674 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

18.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

1. Ascor-Ca 

2. Tablets 

3. Each tablet 

contain: Calcium 

Lactate 

Gluconat…. 1gm 

Calcium 

1. Form-5 

2. Routine 

3. Bottle Pack  

 As per SRO 

4.16-07-2010/6627 

5.20-05-2013/3153  

Rs. 20,000/-  

 Referred to 

Health & OTC 

Directorate. 
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Zone,(RCCI), 

Rawat, 

Islamabad,  

Carbonate… 

327mg  

Ascorbic Acid 

(Vit.C) ….. 

0.5gm 

Sodium 

Bicarbonate…….

...1gm 

Saccharose……

…..2gm  

4. Vitamin 
19.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1. Losafast 

2. Tablets 

3. Each film 

coated tablet 

contain: Losartan 

Potassium 

USP….. 50mg  

4. Cardiovascular 

Angiotensin II 

Receptor 

Antagonist 

1. Form-5 

2. Routine 

3. As per SRO  

 As per SRO 

4.19-07-2010/6676 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

20.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Dulox  

2. Capsule 

3. Each Capsule 

contain:  

Duloxetine HCL 

……..30mg  

4. 

Antidepressants 

1. Form-5 

2. Routine 

3. 14’s 

As per SRO  

4.16-07-2010/6641 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

submission of 

following 

informations by 

the firm: 

1.  GMP of 

Source 

2. COA 

3. Stability 

4. Fee (in case 

of import) 
21.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Odenil 

2. Tablet 

3. Each Tablet 

contain:  

Frusemide……

…20mg 

4. Loop diuretic 

1. Form-5 

2. Routine 

3. 10’s 

As per SRO  

4.16-07-2010/6631 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 
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22.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Carafos 

2. Suspension 

3. Each 5ml 

contain:  

Fosfomycin 

……..200 mg  

4. Antibiotic 

1. Form-5 

2. Routine 

3. 5ml 

As per SRO  

4.19-07-2010/6781 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

application on 

Form 5-D with 

differential fee 

of Rs.90,000/- 

23.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Bone Vita 

2. Tablet 

3. Each film 

coated Tablet 

contain:  

Risedronate 

Sodium…..5mg  

4. 

Bisphosphonate 

1. Form-5 

2. Routine 

3. 30’s 

As per SRO  

4.16-07-2010/6629 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

Firm will 

change brand 

name 

24.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Actiplat  

2. Tablet 

3. Each film 

coated Tablet 

contain:  

Clopidogrel (as 

Bisulphate) USP 

…….75mg 

4. Anti-Platelet 

1. Form-5 

2. Routine 

3. As per SRO 

As per SRO  

4.16-07-2010/6638 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

25.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Carafos  

2. Injection 

3. Each Vial 

contain:  

Fosfomycin….1g

m 

4. Antibiotec 

1. Form-5 

2. Routine 

3. Type I USP 

Glass Ampoules 

As per SRO  

4.19-07-2010/6782 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

confirmation of 

section by 

Directorate of 

Licensing, 

DRAP. 

26.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

1.Dulox  

2. Capsule 

3. Each Capsule 

contain:  

Duloxetine HCL 

……..60mg  

4. 

1. Form-5 

2. Routine 

3. 14’s 

As per SRO  

4.16-07-2010/6640 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

submission of 

following 

informations by 

the firm: 

1.  GMP of 
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Zone,(RCCI), 

Rawat, 

Islamabad,  

Antidepressants Source 

2. COA 

3. Stability 

4. Fee (in case 

of import) 

27.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.M. Tazapine  

2. Tablet 

3. Each film 

coated Tablet 

contain:  

Mirtazapine...15

mg  

4. Noradrenergic/ 

serotonergic 

enhancer 

1. Form-5 

2. Routine 

3. 20’s 

As per SRO  

4.16-07-2010/6635 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

28.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Schizonil 

2. Tfablet 

3. Each film 

coated Tablet 

contain:  

Quetiapine……

……...100mg 

4. 

Dibenzothiazepin

e 

1. Form-5 

2. Routine 

3. 14’s 

As per SRO  

4.19-07-2010/6775 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

29.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Carafos  

2. Capsule 

3. Each Capsule 

contain:  

Fosfomycin……

…....500 mg 

4. Antibiotec 

1. Form-5 

2. Routine 

3. 10’s 

As per SRO  

4.19-07-2010/6780 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

 

 

 

30.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Moxizone  

2. Infusion 

3. Each Vial 

(250ml) contain:  

Moxifloxacin 

….400mg 

4.Quinolone 

1. Form-5 

2. Routine 

3. Type I USP 

Glass Vials 250ml 

As per SRO  

4.19-07-2010/6778 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 
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31.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Movit 0.1%  

2. Cream 

3. Each 100gram 

contain: 

Mometasone 

Furoate …..0.1 % 

4. Anti- 

Inflammatory 

1. Form-5 

2. Routine 

3. 14’s 

As per SRO  

4.19-07-2010/6777 

5.20-05-2013/3153  

Rs. 20,000/-  

 Deferred for 

segregated 

manufacturing 

area. 

32.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.Actiprolol 

2. Tablet 

3. Each film 

coated Tablet 

contain:  

Bisoprolol 

Fumarate USP 

……….2.5mg 

4. 

Cardioselective 

1. Form-5 

2. Routine 

3. As per SRO 

As per SRO  

4.16-07-2010/6633 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

33.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad, 

1. Rosuvast 20mg  

2. Tablets 

3. Each film 

coated tablet 

contains:- 

Rosuvastatin..20

mg 

4.Statin 

1. Form-5 

2. Routine 

3. As per SRO  

 As per SRO 

4.16-07-2010/6634 

5.20-05-2013/3153  

Rs. 20,000/- 

 Approved. 

34.  M/s.Caraway 

Pharmaceutical

s, 

Plant:Plot#12, 

Street#N-3, 

National 

Industrial 

Zone,(RCCI), 

Rawat, 

Islamabad,  

1.My skin  

2. Cream 

3. Each gram 

contain:  

Mupirocin 2.0%  

4. Board 

Spectrum 

Antibiotec 

1. Form-5 

2. Routine 

3.Collapsible 

Aluminium Tubes 

As per SRO  

4.19-07-2010/6779 

5.20-05-2013/3153  

Rs. 20,000/-  

 Approved. 

35.  M/s Max 

Pharmaceutical

s, Plot. No.705, 

Str.07, Sector I-

10/2, 

Islamabad. 

1.Flucocid 

2.Capsule 

3.Each capsule 

contains: 

Fluconazole……

………150mg 

4.Antifungals 

1.Form5 

2.Routine 

3.As per SRO 

4.23-12-2009 

Rs.8000/- 

(Original) 

Rs.12,000/- 

 Approved. 
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15-5-2013 

(Original) 

36.  -do- 1.Aloft  

2.Tablet 

3.Each tablet 

contains: 

Levosulpiride…

………50mg 

4.Gastroprokineti

c/ antidepressant 

1.Form5 

2.Routine 

3.As per SRO 

4.04-11-2009 

Rs.8000/- 

(Original) 

15-05-2013 

Rs.12,000/- 

(Original) 

 Referred to 

review 

committee for 

review of 

formulation. 

37.  -do- 1.Aloft  

2.Tablet 

3.Each tablet 

contains: 

Levosulpiride…

………25mg 

4.Gastroprokineti

c/ antidepressant 

1.Form5 

2.Routine 

3.As per SRO 

4.29-12-2009 

Rs.8000/- 

(Original) 

15-05-2013 

Rs.12,000/- 

(Original) 

 Referred to 

review 

committee for 

review of 

formulation. 

38.  -do- 1.Gain  

2. Capsule 

3.Each capsule 

contains: 

Gabapentin……

……..300 mg 

4.Gaba Analogue 

1.Form5 

2.Routine 

3.As per SRO 

4.29-12-2009 

Rs.8000/- 

(Original) 

15-05-2013 

Rs.12,000/- 

(Original) 

 Approved. 

 

Registration-V 

39.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Fenpro 

2. Tablets 

3. Flurbiprofen  

BP  

    100 mg 

4. NSAID 

1. Form-5 

2. Routine 

3. 3 × 10’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/-  

1. BP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  
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40.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Zecon capsules 

2. Capsules 

3. Each capsule 

contains: 

Fluconazole  

USP ……150 mg 

4. Antifungal 

1. Form-5 

2. Routine 

3. 1 × 1’s as per 

SRO 

4. 21-09-10 

5. Rs.8000/- + 

Rs.12,000/-  

1. USP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

41.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Lekast 

2. Tablets 

3. Each film 

coated tablet 

contains: 

Montelukast  MS  

……. 10 mg 

4. Antiasthma 

1. Form-5 

2. Routine 

3. 2 × 7’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. Manufacturer 

2. 

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

42.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Loxicam 

2. Tablets 

3. Each tablet 

contains: 

Meloxicam BP  

…….. 7.5  mg 

4. Antirheumatics  

1. Form-5 

2. Routine 

3. 1 × 10’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. BP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

43.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Lekast 

2. Tablets 

3. Each tablet 

contains: 

Montelukast  BP 

    10 mg 

4. Antirheumatics 

1. Form-5 

2. Routine 

3. 21× 10’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. BP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

44.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Dermin 

2. Tablets 

3. Each tablet 

contains: 

Minocycline Hcl     

     USP 100 mg 

4. Tetracyclines 

1. Form-5 

2. Routine 

3. 2 × 5’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. BP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

45.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Isotane 

2. Capsule 

3. Each capsule 

contains: 

Isotretinoin    BP       

    ……..20 mg 

4. Anti acne 

1. Form-5 

2. Routine 

3. Alu-alu blister 

pack 

    2 × 5’s as per 

SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. BP 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  
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46.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Artimal Forte  

2. Tablets 

3. Each tablet 

contains: 

Artemether  MS 

   …. 80 mg 

Lumefantrine MS      

……480 mg 

4. Anti –Maria 

1. Form-5 

2. Routine 

3. Alu-PVC blister 

in unit carton of 1× 

8’ as per SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. Manufacturer 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

47.  M/s Aptcure 

Pvt. Ltd 

30- km Multan 

Road, Lahore 

1. Feromal  

2. Tablets 

3. Iron (III) 

hydroxide 

polymaltose 

complex eq to 

elemental iron 

MS 100 mg & 

Folic acid USP 

0.35 mg 

4. Anti –Anemia 

1. Form-5 

2. Routine 

3. Alu-alu blister 

unit carton of 1× 

10’s per SRO 

4. 21-09-10 

5.  Rs.8000/- + 

Rs.12,000/- 

1. Manufacturer 

2.  

3. 17-06-09 

     Satisfactory 

Deferred till 

decision on  

show cause by 

CLB.  

 

48.  M/s Highnoon 

Laboratories 

Ltd.  

17.5 km, 

Multan road, 

Lahore. 

1. Irbest Plus 

2. Tablets 

3. Irbesartan USP  

    300 mg 

    

Hydrochlorthiazi

de BP 12.5 mg 

4. Anti-

hypertensive 

1. 1. Form-5 

2. Routine 

3. PVDC/ Alu 

blister in carton  

Rs. 788/ 20 tablets 

Rs. 552/ 14 tablets 

4. 21-07-10 

5.  13-05-13 

Rs. 20.000/- 

 

1. Not given 

2.  

3. 24-09-12 

GMP compliant 

 

Approved. 

49.  M/s Highnoon 

Laboratories 

Ltd.  

17.5 km, 

Multan road, 

Lahore. 

1. Irbest Plus 

2. Tablets 

3. Irbesartan USP  

    ….300 mg 

    

Hydrochlorthiazi

de BP ….25 mg 

4. Anti-

hypertensive 

1. 1. Form-5 

2. Routine 

3. PVDC/ Alu 

blister in carton  

Rs. 900/ 20 tablets 

Rs. 650/ 14 tablets 

4.   21-07-10 

5.  13-05-13 

Rs. 20.000/- 

 

1. Not given 

2.  

3. 24-09-12 

GMP compliant 

 

Approved. 

50.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Meloxicam 

2. Tablets 

3. Each tablet 

contain: 

Meloxicam 

(BP)….7.5mg 

4. NSAID 

1. Form-5 

2. Routine 

3. 10’s 

Rs.80/- 

4.25-08-2010/7993 

5.16-05-2013/3119  

Rs. 20,000/-  

 Approved. 
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51.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Mexam 

2. Tablets 

3. Each tablet 

contain: 

Meloxicam 

(BP)….15mg 

4. NSAID 

1. Form-5 

2. Routine 

3. 10’s 

Rs.150/- 

4.25-08-2010/7994 

5.16-05-2013/3118 

Rs. 20,000/-  

 Approved. 

52.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Drovin-Forte 

2. Tablets 

3. Each tablet 

contain: 

Drotaverine HCL 

(MS) ….80mg 

4. Anti-

Spasmodic 

1. Form-5 

2. Routine 

3. 2x10’s 

Rs.90/- 

4.25-08-2010/7996 

5.16-05-2013/3116 

Rs. 20,000/-  

 Approved. 

53.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Silimarin 

2. Tablets 

3. Each tablet 

contain: 

Silymarin 

(MS)…..200mg 

4. 

Hepatoprotector 

1. Form-5 

2. Routine 

3. 2x10’s 

Rs.186/- 

4.25-08-2010/7998 

5.16-05-2013/3114 

Rs. 20,000/-  

 Referred to 

review 

committee for 

review of 

formulation. 

54.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Rosta 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Rosuvastatin (as 

calcium salt) 

…….5mg 

4. Anti-

Hyperlipidimics 

1. Form-5 

2. Routine 

3. 10’s 

Rs.130/- 

4.25-08-2010/7990 

5.16-05-2013/3121 

Rs. 20,000/-  

 Approved. 

55.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Drovin 

2. Tablets 

3. Each tablet 

contain: 

Drotaverine HCl 

(MS) ….40mg 

4. Anti-

Spasmodic 

1. Form-5 

2. Routine 

3. 2x10’s 

Rs.55/- 

4.25-08-2010/7995 

5.16-05-2013/3117 

Rs. 20,000/-  

 Approved. 
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56.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Rosta 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Rosuvastatin (as 

calcium salt) 

…….10mg 

4. Anti-

Hyperlipidimics 

1. Form-5 

2. Routine 

3. 10’s 

Rs.240/- 

4.25-08-2010/7991 

5.16-05-2013/3120 

Rs. 20,000/-  

 Approved. 

57.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Livrin  

2. Suspension 

3. Each 5ml 

contain: 

Silymarin 

(MS)…  

100mg 

4. 

Hepatoprotector 

1. Form-5 

2. Routine 

3. 60ml & 120ml 

Rs.74/-, Rs.132/- 

4.25-08-2010/7999 

5.16-05-2013/3113 

Rs. 20,000/-  

 Referred to 

review 

committee for 

review of 

formulation. 

58.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Drovin  

2. Injection 

3. Each 2ml 

contain: 

Drotaverine HCl 

(MS)……40mg 

4. Anti-

Spasmodic 

1. Form-5 

2. Routine 

3. 2ml x 25’s 

Rs.375/- 

4.25-08-2010/7997 

5.16-05-2013/3116 

Rs. 20,000/-  

 Approved. 

59.  M/s.Star 

Laboratories 

(Pvt) Ltd.,23-

Km, Multan 

Road , 

Lahore. 

1. Rosta 

2. Tablets 

3. Each film 

coated tablet 

contain: 

Rosuvastatin (as 

calcium salt) 

…….20mg 

4. Anti-

Hyperlipidimics 

1. Form-5 

2. Routine 

3. 10’s 

Rs.350/- 

4.25-08-2010/7992 

5.16-05-2013/3119 

Rs. 20,000/-  

 Approved. 

60.  M/s Harmann 

Pharmaceutical

s Laboratories 

Pvt. Ltd. 16-

Km Multan 

Road, Lahore 

1.Amicin 

2.Injection 

3.Each 2ml 

contains: 

Amikacin as 

Sulphate .250mg 

4.Aminoglycosid

e. 

1.Form5 

2Routine 

3.Per Ampoule 

Rs.75/- 

4.03-09-2010 

Dy.No.3013 

Rs.8000/- 

(Original) 

Rs.12,000/- 

(Original) 

 Deferred till 

decision on  

show cause. 
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61.  -do- 1.Amicin 

2.Injection 

3.Each 2ml 

contains: 

Amikacin as 

Sulphate .500mg 

4.Aminoglycosid

e. 

1.Form5 

2Routine 

3.Per Ampoule 

Rs.150/- 

4.03-09-2010 

Dy.No.3014 

Rs.8000/- 

(Original) 

Rs.12,000/- 

(Original) 

 Deferred till 

decision on  

show cause. 

62.  -do- 1.Methoriz Plus 

2.Tablet 

3.Each tablet 

contains: 

Artemether.40mg 

Lumefantrine…

….….240mg 

4.Antimalarial 

1.Form5 

2.Routine 

3.8’s / Rs.264/- 

4.03-09-2010 

Dy.No.3003 

Rs.8000/- 

(Original) 

Rs.12,000/- 

(Original) 

 Deferred till 

decision on  

show cause. 

  

 

63.  -do- 1.Moxiflox  

2.Tablet 

3.Each film 

coated tablet 

contains: 

Moxifloxacin as 

HCl…….400mg 

4.Quinolone. 

1.Form5 

2.Routine 

3.5’s / Rs.475/- 

4.03-09-2010 

Rs.8000/- 

(Original) 

Rs.12,000/- 

(Original) 

 Deferred till 

decision on  

show cause. 
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Item No:V. Grant of Registration Locally Manufactured Drugs (Vetrinary Drugs). 

These cases were discussed in 240th meeting of Drug Registration Board and were approved but 

same were not mentioned in the minutes. The same is placed before the board for ratification. 

Decision: Registration Board thoroughly discussed the following cases and decided the cases as 

mentioned against each. 

S. # Name of 

Applicant 

Name of 

Drug(s)/Composition 

Price/Pack 

Size 

Shelf Life Date of 

application 

receiving & 

Fee 

Decision 

1.  M/s. Elegance 

Pharmaceuticals, 

Chak Belli, Pandori 

Road, 

Rawalpindi. 

 

IB Frusa-M Water Soluble 

Powder  

Each 1000g contains:- 

Frusemide ………………..20g 

Sodium Chloride…………35g 

Magnesium Sulphate……..35g 

Calcium Carbonate……….45g 

(Diuretic, Flusher). 

Decontrolle

d 

100g 

250g 

500g 

1 Kg 

5 Kg 

10 Kg 

02 years 18-04-2013 

Rs.20,000 + 

Rs.40,000 = 

Rs.60,000/- 

(Mee-Too 

Drug) 

Approved 

2.  M/s. Elegance 

Pharmaceuticals, 

Chak Belli, Pandori 

Road, 

Rawalpindi. 

 

IB C-Prin  Water Soluble 

Powder  

Each 100g contains:- 

Vitamin 

C………………….20gm 

Acetyl Salicylic 

Acid……..6.7gm 

(Analgesic, Anti-pyretic, Vit. 

C Deficiency). 

 

Decontrolle

d 

30g 

50g 

100g 

250g 

500g 

1 Kg 

5 Kg 

10 Kg 

02 years 18-04-2013 

Rs.20,000 + 

Rs.40,000 = 

Rs.60,000/- 

(Mee-Too 

Drug) 

Approved 

3.  M/s. Elegance 

Pharmaceuticals, 

Chak Belli, Pandori 

Road, 

Rawalpindi. 

 

IB Worm Kill Water Soluble 

Powder  

Each 100g contains:- 

Levamisole HCI……50gm 

(Anthelmentics). 

Decontrolle

d 

100g 

250g 

500g 

1 Kg 

5 Kg 

10 Kg 

02 years 18-04-2013 

Rs.20,000 + 

Rs.40,000 = 

Rs.60,000/- 

(Mee-Too 

Drug) 

Approved 

4.  Noble Pharma 

Mirpur Azad 

Kashmir. 

ONC Forte Powder  

Each 1000gm powder 

contains:- 

Oxytetracycline 

Hydrochloride………..250gm 

Neomycin Sulphate…..250gm 

Decontrolle

d 

100gm 

200gm 

500gm 

1000gm 

02 years 20-08-2013 

Rs.60,000/- 

(Me-Too) 

 

Approved 
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Colistin Sulphate……..300 

M.I.U 

(Antibacterial). 

 

5.  Noble Pharma 

Mirpur Azad 

Kashmir. 

Complimax CRD Solution  

Each 1000ml solution 

contains:- 

Tylosine Tartrate……..50gm 

Sulphamethoxypyridazine 

Sodium………………50gm 

Trimethoprim………...10gm 

Bromhexine HCL……..5gm 

(Antibacterial). 

Decontrolle

d 

50ml 

100ml 

500ml 

 

02 years 20-08-2013 

Rs.60,000/- 

(Me-Too) 

 

Approved 

 

 

 

 

Item No.VI: Miscellineous cases. 

Registration-I. 

Case No.01: De-registration of Tarceva 25mg Tablets. 

 M/s. Roche Pakistan Limited, Karachi have applied for change of manufacturing site of their 

following registered imported drugs from M/s. F. Hoffmann-La Roche Ltd., Basel, Switzerland to M/s. 

Roche S.p.A., Segrate (Milano), Italy:-  

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

1. 043002 Tarceva 100mg Tablets. 

Each film coated tablet contains:- 

Erlotinib hydrochloride corresponding to 

100mg of Erlotinib. 

2. 043003 Tarceva 150mg Tablets. 

Each film coated tablet contains:- 

Erlotinib hydrochloride corresponding to 

150mg of Erlotinib. 
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 M/s. Roche Pakistan Limited, Karachi have deposited fee Rs.50000x2=100000/- and submitted 

following supporting documents:- 

 i) Copy of initial registration letter. 

 ii) Copy of change of manufacturing site. 

iii) Copy of last renewal of drugs. 

iv) Original CPP of drugs issued by EMA.   

  

 M/s. Roche Pakistan Limited, Karachi was advised to confirm about status of Tarceva 25mg 

Tablets (Reg. No.043001) whether it will be supplied from previous manufacturing site. 

 In response, M/s. Roche Pakistan Limited, Karachi have submitted that “Tarceva 25mg Tablets” 

strength is not prescribed by specialist doctors, which leaves it with no place in the market; therefore they 

do not intend to continue marketing this strength. 

Decsion: Registration Board discussed the case and decided to get opinion of following 

experts regarding de-registration of Tarceva 25mg. Views / recommendations of experts will be 

placed before Registration Board for decision. 

 Brig.Dr.Naeem Naqi, CMH, Lahore 

 Brig.Dr.Iftakhar, CMH, Rawalpindi 

 Dr.Faisal Sultan, SKMH, lahore 

 

Case No:02. Change in Address of Company. 

 

 M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore have requested for change of address on 

the registration letter of their registered imported drug “OMP 20mg Tablets (Omeprazole) (Reg. 

No.017807)” from M/s. Genesis Pharmaceuticals (Pvt) Ltd., 1047-Blue Area, Rana Plaza, Fazal-

E-Haq Road, Islamabad to M/s. Genesis Pharmaceuticals (Pvt) Ltd., 71-A, Street No. 2, Cavalry 

Ground, Lahore Cantt.  

  M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore have deposited the required fee 

Rs.100000/- for this change and submitted following supporting documents:- 

 i) Copies of Drug Sale Licence. 

 ii) Copies of updated renewals. 

 iii) Copy of registration letter of OMP Tablets. 
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 M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore was advised to clarify that from where 

consignment of the product “OMP 20mg Tablets (Reg. No.017807)” was cleared for this period. Also 

provide NOC / Sole Agency Agreement with manufacturer and deposit required fee as per revised 

“Schedule-F”.  

 In response, M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore have submitted as follows:- 

1. The Drug Sales License on Form 10 & 11 firstly issued to us in 1996 vide Form 

No.2395/10 & 2395/11 dated 12/02/1996 by EDO, Health, Lahore (Copy 

enclosed) and subsequently got renewed regularly till to date as per the 

requirement of Drug Act (Copies are enclosed). 

2. At the time of renewal in 2012, they applied for the change in Manager and a 

New License by the EDO, Health, Lahore on Form 9 in continuation with their 

License on Form 10 & 11 was issued (Copy enclosed). 

3. The consignments of their product OMP Tablets 20mg Reg. No.017807 since its 

registration are being cleared from Lahore after the due approval of ADC on 

Commercial Invoices (The few of available copies of approved commercial 

invoices are enclosed). 

4. A valid letter of authorization in respect of their registered products and under 

registration product is enclosed as desired. 

5. A copy of deposit slip of required fees as per revised “Schedule-F” S.No.VIII, 

Miscellaneous applications, Any other applications having commercial 

significance for Rs.5,000/- vide S.R.O. 1117 (I)/2012 dated September 10, 2012 is 

enclosed. 

 M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore was advised to clarify about transfer of 

remaining products and submit balance fee as per revised SRO for all the products and also advised to 

provide a copy of Drug Sale Licence of present registration holder facility i.e. M/s. Genesis 

Pharmaceuticals (Pvt) Ltd, 1047-Blue Area, Rana Plaza, Fazal-e-Haq Road, Islamabad for taking further 

action in the matter.  

 In response, M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore have deposited the balance 

fee Rs.95,000/- and submitted copies of Drug Sale License at the time of product registrations 

and at present. The firm have further informed that the first ever registration applications were 

applied from their Islamabad office and the import & distributional operations were carried out 

from Lahore office and also submitted status of import of other products registered from 

Islamabad’s address and requested for de-registration of these products:- 
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S. No. Reg. No. Name of Products. Remarks 

1. 017421 Hepavax-gene 10mcg / dose. 

(HBs Ag. 10mcg). 

Discontinued by manufacturer. May 

be de-registered. 

2. 017422 Hepavax-gene 20mcg / dose. 

(HBs Ag. 20mcg). 

Discontinued by manufacturer. May 

be de-registered. 

3. 017882 Green Alpha Injection. 

(Interferon 2 Alpha). 

Discontinued by manufacturer. May 

be de-registered. 

4. 017884 Cefacron 250mg Injection 

(Cefotaxime Sodium 250mg). 

Not under import due to unfeasible 

price. May be de-registered. 

5. 017885 Cefacron 500mg Injection 

(Cefotaxime Sodium 500mg). 

Not under import due to unfeasible 

price. May be de-registered. 

6. 017886 Cefacron 1gm Injection 

(Cefotaxime Sodium 1gm). 

Not under import due to unfeasible 

price. May be de-registered. 

7. 018278 C-Zol 500mg Injection. 

(Cefazolin Sodium 500mg). 

Not under import due to unfeasible 

price. May be de-registered. 

8. 018277 C-Zol 1gm Injection. 

(Cefazolin Sodium 1gm). 

Not under import due to unfeasible 

price. May be de-registered. 

 M/s. Genesis Pharmaceuticals (Pvt) Ltd., Lahore have therefore requested to grant them 

the approval for change in address of “OMP 20mg Tablets (Omeprazole) (Reg. No.017807)” 

as requested enabling them to get their consignment released for sale and to avoid of market 

shortage of their aforementioned product. The firm further requested to de-register their above 

products as they are not economically feisable for them. 

Decsion: Request of the firm was acceded to by Registration Board. 
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Case No:03. Change of Company Name & Transfer of Registration of Products. 

 

 M/s. Angelini Pharmaceuticals (Pvt) Ltd., Lahore have requested for transfer of 

registration of their following registered imported drugs in their new name M/s. Angelini 

Pharmaceuticals (Pvt) Ltd., 221-Block CCA, Phase 4, DHA, Lahore. Lahore from the old name 

M/s. Angelini Scharper Pakistan (Pvt) Ltd., 221-Block CCA, Phase 4, DHA, Lahore. They have 

further informed that in line with the decision of Board of Directors and to truly reflect the nature 

of their business operations the name of the company has been changed from M/s. Angelini 

Scharper Pakistan (Pvt) Ltd., Lahore to M/s. Angelini Pharmaceuticals (Pvt) Ltd., Lahore. The 

Securities & Exchange Commission of Pakistan (SECP) has approved the change and address. 

The firm have deposited the fee as follows:-  

 

S. No. Reg. No. Name of Drug (s). Fee deposited. 

1. 022663 Monurol Sachets. Rs.50,000 

2. 014048 Ipertrofan Enteric Coated Tablets. Rs.50,000 

3. 043074 Brumixol Cream. Rs.50,000 

4. 043075 Brumixol Ovules. Rs.50,000 

5. 018229 Lantigen B Suspension. Rs.50,000 

6. 021174 Fluimucil 200mg Sachets. Rs.100,000 

7. 021929 Spasmex IM/IV Injection. Rs.100,000 

8. 021930 Spasmex Tablets. Rs.100,000 

9 023664 Ledoren 100mg Tablets. Rs.100,000 

10. 018516 Ketoflex Retard Tablets. Rs.100,000 

11 018518 Ketoflex Gel. Rs.100,000 

 

 The firm has also submitted following supporting documents: - 

 i) Form-29 Company Ordinance. 

 ii) SECP Certificate. 

 iii) Drug Sales License after name change. 

iv) Drug Sales License before name change. 

v) Copies of authorizations from Principal’s abroad. 

   

 Registration of all the drugs is valid as transfer of registration is approved in 2009. 

 Initially M/s. Angelini Pharmaceuticals (Pvt) Ltd., Lahore have applied for transfer of 

registration of 18 products but now they have submitted balance fee for 11 products out of 18 
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products. The firm was advised to confirm the status of remaining products for which they have 

not deposit the fee. 

 In response, M/s. Angelini Pharmaceuticals (Pvt) Ltd., Lahore submitted that they have 

reevaluated their product portfolio and due to poor economic feasibility they are no longer 

interested to market the following products in Pakistan and may be de-registered:- 

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

1 021175 Fluimucil 100mg Sachets. 

2 021177 Rinofluimucil Nasal Spray Solution. 

3 017899 Ecafast Crions 12,500 I.U. Injection. 

4 017900 Ikestatina Crions 3mg Injection. 

5 018202 Urokinase Crions 100,000 I.U. Injection. 

6 018201 Supero 750mg IM/IV Injection. 

7 018517 Ketoflex Injection. 

 

Decsion: The Board approved request of firm for transfer of 11 products as mentioned above. 

However, request for de-registration was deferred for opinion of relevant experts regarding de-

registration of drugs. 

 1 017899 Ecafast Crions 12,500 I.U. Injection. 

2 017900 Ikestatina Crions 3mg Injection. 

3  018202 Urokinase Crions 100,000 I.U. Injection. 
 

Case No:04. Change of Manufacturing Site of Drug “Pulmotil AC” (Reg. No.029658). 

 M/s. Eli Lilly Pakistan (Private) Limited, Karachi had applied for change of 

manufacturing site of their registered imported veterinary drug “Pulmotil AC (Tilmicosin (as 

phosphate 250mg) (Reg. No.029658)” from M/s. Eli Lilly Italia Sesto Fiorentino (FI), Italy to 

M/s. Eli Lilly and Company, Speke Operations, Fleming Road, Liverpool, United Kingdom. 

They have deposited required fee Rs.100000/- and submitted the following supporting 

documents:-  

i) GMP Certificate of new source country attested by the Pakistan Embassy. 

ii) Free Sale Certificate attested by the Pakistan Embassy. 

iii) Colored artwork of proposed packaging material. 

iv) Copy of registration letter. 

v) Copy of transfer letter. 

vi) Copy of last renewal application. 
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M/s. Eli Lilly Pakistan (Private) Limited, Karachi was advised to submit legalized proof of 

registration of “Pulmotil AC” manufactured by M/s. Eli Lilly and Company, Speke Operations, Fleming 

Road, Liverpool, United Kingdom from “EMA, US-FDA, Australia or Japan.  

 In response, they have submitted legalized copy of registration issued by Veterinary Medicines 

Directorate-VMD which is also attested by UK Embassy of Pakistan mentioning M/s. Eli Lilly and 

Company, Speke Operations, Fleming Road, Liverpool, United Kingdom as manufacturer and batch 

releaser for this product. They have also submitted original clarification letter about EU registration for 

ready reference with all valid and technical reasons that why Pulmotil AC cannot approved by EMA.  

Decision:  Registration Board approved change in manufacturing site of Pulmotil AC 

(Tilmicosin as phosphate 250mg), Reg. No.029658 from M/s. Eli Lilly Italia Sesto Fiorentino (FI), 

Italy to M/s. Eli Lilly and Company, Speke Operations, Fleming Road, Liverpool, United Kingdom,  

Case No:05. Exemption for Urdu Text on Survanta Suspension 8ml (Reg. No.015532) and 

Survanta Suspension 4ml (Reg. No.059025).  

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have applied for grant exemption 

for Urdu Labeling and at the same time allow them to paste sticker/stamp for MRP & 

Registration Number on the outer pack at the licensed premises of M/s. Abbott Laboratories 

(Pakistan) Limited, Karachi on their following registered imported drugs due to small volumes of 

the products. The projected volume for the year 2014 is as follows:- 

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

1. 015532 Survanta Suspension 8ml. 1000 Vials 

2. 059025 Survanta Suspension 4ml. 5000 Vials 

 

 The firm have disclosed that the product is heat sensitive and should be stored at 2oC to 8oC along 

with strict prohibition of not shaking the vial, hence the option of inject printing will not be possible as 

the product may get exposed to elevated temperature and get shaken during the process.  

 They have further disclosed that “Survanta” is used in life threatening induction for prevention 

and treatment of Respiratory Distress Syndrome (RDS) in premature infants, and can only be 

administered in a hospital environment by a duly qualified Health Care Professional. 

 The firm have deposited required fee. The Drug Registration Board in its 238th meeting held on 

5th & 6th August, 2013 delegate the power to the Chairman, DRB, for relaxation / exemption in Urdu 



 
 

  83 

Version only for drugs to be imported in low volume by the firms having manufacturing facility in 

Pakistan subject to the condition that same shall be printed at any licensed premises prior to market.   

Decsion: Registration Board deliberated on the case and decided to call firm,s representatives 

in its next meeting for presentation of their case. 

Case No:06. Correction of Name of importer in minutes of Drug Registration Board. 

Drug Registration Board in its 226th meeting held on 20th & 21st July, 2010 considered and 

approved the registration of following drugs in the name of M/s. Novartis Pharma (Pakistan) Limited, 

Karachi manufactured by M/s. Eriochem S.A Ruta 12, Km 452-(3100) Colonia Avellaneda-Dpto Parana 

Entre Rios, Argentina subject to inspection of manufacturer abroad, verification of storage facilities and 

price fixation / calculation:- 

S. No. Name of Drugs. 

1. Goxyral 50mg Powder for Injection. 

Each vial contains: -  

Oxaliplatin Ph. Eur…..50mg. 

2. Goxyral 100mg Powder for Injection. 

Each vial contains: -  

Oxaliplatin Ph. Eur…..100mg. 

3. Eriox 20mg Injection Concentrate. 

Each vial contains:-  

Docetaxel (Anhydrous) MS….20mg. 

4. Diluent for Eriox 20mg Injection Concentrate. 

Each diluent vial contains:-  

Anhydrous…191.10mg. 

Water for Injection eq to …1.5ml. 

5. Eriox 80mg Injection Concentrate. 

Each vial contains:-  

Docetaxel (Anhydrous) MS….80mg. 

6. Diluent for Eriox 80mg Injection Concentrate. 

Each diluent vial contains:-  

Anhydrous…764.40mg. 

Water for Injection eq to …6ml. 

7. Vinorel 10mg Injectable Solution 

Each vial contains:- 

Vinorelbine Tartrate USP….10mg 

8. Vinorel 50mg Injectable Solution. 

Each vial contains:- 

Vinorelbine Tartrate USP….50mg. 



 
 

  84 

9. Eriogem 200mg Lyophilized Powder for Injection. 

Each vial contains: - 

Gemcitabine base (as Hydrochloride) USP….200mg. 

10. Eriogem 1000mg Lyophilized Powder for Injection. 

Each vial contains: - 

Gemcitabine base (as Hydrochloride) USP….1000mg. 

 

 

 In this regard it is submitted that the products refer above were considered and approved by the Drug 

Registration Board in its 226th meeting held on 20th & 21st July, 2010 but inadvertently the name of the 

applicant of these products has been written in the agenda and minutes of the meeting as M/s. Novartis 

Pharma (Pakistan) Limited, Karachi instead of M/s. Nawab Sons, Karachi. Therefore correction in the 

minutes of the meeting is required before taking further action i.e. inspection of manufacturer abroad, 

verification of storage facilities and price fixation / calculation. 

  M/s. Nawab Sons, Karachi was advised to deposit the balance fee as per revise 

“Schedule-F” for the above said products. In response, M/s. Nawab Sons, Karachi have 

deposited the balance fee and requested to expedite the registration process and issue the 

registration certificates. 

Decision: Registration Board corrected minutes of 226th meeting and approved above 

referred products in favor of M/s. Nawab Sons, Karachi instead of M/s. Novartis Pharma 

(Pakistan) Limited, Karachi. 

Case No:07. Transfer of Registration of “Mitocin Injection 10mg (Mitomycin) (Reg. No. 

047546)”.  

 M/s. Allmed Laboratories, Karachi have requested for transfer of registration of registered 

imported drug “Mitocin Injection 10mg (Mitomycin) (Reg. No. 047546)” in their name from the name 

of previous importer M/s. Universal Enterprises, Karachi as the manufacturer abroad M/s. Zhejiang Hisun 

Pharmaceutical Co., Ltd., China have terminated the previous agent and authorized them as new agent for 

import and sale of the drug in Pakistan. 

M/s. Allmed Laboratories, Karachi have deposited the required fee Rs.100000/- and submitted 

following supporting documents:- 

 i) Original NOC from Previous Agent M/s. Universal Enterprises, Karachi. 
ii) Original Termination of Agreement of the previous agent M/s. Universal Enterprises, 

Karachi duly attested by the Pakistan Embassy.  
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iii) Original Authorization letter from manufacturer abroad in favor of M/s. Allmed 
Laboratories, Karachi duly attested by the Pakistan Embassy. 

 iv) Copy of registration letter. 

 v). Copy of Drug Sale Licence. 

 

 M/s. Allmed Laboratories, Karachi have submitted as they have applied this case way back in 

2011 for the transfer and expecting that they may get transfer of marketing authorization in their name in 

some time. But is still pending at DRA end due to regular changes in authorities and systems. But the 

time its renewal time is arrived and if they get this transfer them will get an extension in registration with 

the transfer of marketing authorization.  

 M/s. Allmed Laboratories, Karachi have further submitted that they have already paid Rs.100,000 

for this job and waiting positive response from DRA, they would appreciate if case of transfer of 

marketing authorization on earliest so it will help them in getting extension in product registration.  

 Original inspection report of M/s. Zhejiang Hisun Pharmaceutical Co., Ltd., China conducted at 

the time of grant of registration “Mitocin Injection 10mg (Mitomycin) (Reg. No. 047546)” is also 

submitted.  

Decsion: Registration Board approved transfer of “Mitocin Injection 10mg (Mitomycin), 

Reg. No. 047546 from M/s. Universal Enterprises, Karachi to M/s. Allmed Laboratories, Karachi. 

This transfer is subject to inspection of manufacturing facility abroad. The Board also discussed 

that as the firm applied for transfer of registration before expiry of registration and application is 

pending before Registration Board for decision, thus renewal application was not required. 

Case No:08. Correction of Composition of Registered Veterinary Drug. 

 

 M/s. Prix Pharmaceutica (Private) Limited, Lahore have pointed out that composition of 

their veterinary drug “Faraminovit Water Soluble Powder (Reg. No.018839)” has inadvertently 

been written in the transfer of registration letter as follows may be due to typographic mistake:- 

S. 

No. 

Reg. 

No. 

Name of Drug (s) & Composition. 

 

1. 018839 Faraminovit Water Soluble Powder. 

Vitamin A …………………………. 10, 000 IU. 

Vitamin D3 …………………………     1000 IU. 

Vitamin E …………………………..     10mg. 

Vitamin B1 ………………………….     2mg. 

Vitamin B2 …………………………… 4mg. 

Calcium Panthothenate ………………   10mg. 
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Vitamin B6 …………………………..   1.5mg. 

Vitamin C ……………………………     25mg. 

Vitamin K3 ……………………………. 1.5mg. 

Folic Acid ………………………………   500mcg. 

Nicotinamide …………………………..    20mg. 

Biotin ………………………………….   15mcg. 

Methionine …………………………….   50mg. 

Lysine …………………………………   50mg. 

Alanine ………………………………..  12.96mg. 

Arginine …………………………….   15.6mg. 

Aspartic acid …………………………    27.8mg. 

Cystine …………………………………..1.9mg. 

Glutamic acid ……………………………85mg. 

Glysine ……………………………………8mg. 

Histidine ………………………………..11.8mg. 

Isoleucine ……………………………….23.6mg. 

Leucine………………………………….34.4mg. 

Phenylalanine …………………………..19.0mg. 

Proline ………………………………….39.2mg. 

Serine …………………………………...24.0mg. 

Threonine ……………………………….18.6mg. 

Tryptophane……………………………… 6.4mg. 

Valine ……………………………………27.4mg.  

 
 

 Whereas the correct composition as they had applied for in their registration application is as 

follows:- 

S. 

No. 

Reg. 

No. 

Name of Drug (s) & Composition. 

 

1. 018839 Faraminovit Water Soluble Powder. 

Each gm contains:- 

Vitamin A …………………………. 10, 000 IU. 

Vitamin D3 …………………………     1000 IU. 

Vitamin E …………………………..     10mg. 

Vitamin B1 ………………………….     2mg. 

Vitamin B2 …………………………… 4mg. 

Calcium Panthothenate ………………   10mg. 

Vitamin B6 …………………………..   1.5mg. 

Vitamin C ……………………………     25mg. 

Vitamin K3 ……………………………. 1.5mg. 

Folic Acid ………………………………   500mcg. 

Nicotinamide …………………………..    20mg. 

Biotin ………………………………….   15mcg. 

Methionine …………………………….   50mg. 

Lysine …………………………………   50mg. 

Alanine ………………………………..  12.96mg. 

Arginine …………………………….   15.6mg. 

Aspartic acid …………………………    27.8mg. 

Cystine …………………………………..1.9mg. 

Glutamic acid ……………………………85mg. 

Glysine ……………………………………8mg. 



 
 

  87 

Histidine ………………………………..11.8mg. 

Isoleucine ……………………………….23.6mg. 

Leucine………………………………….34.4mg. 

Phenylalanine …………………………..19.0mg. 

Proline ………………………………….39.2mg. 

Serine …………………………………...24.0mg. 

Threonine ……………………………….18.6mg. 

Tryptophane……………………………… 6.4mg. 

Valine ……………………………………27.4mg.  

 
 Since the aforesaid mistake/omission has been verified from the registration dossier submitted by 

the firm at the time of transfer of registration. Therefore, their request for correction of composition of the 

drug may be acceded too. As per practice in vogue corrigendum would be issued for this purpose. 

Decision: Request of the firm for addition of words “Each gm contains” approved by the Board. 

Case No:09. Change of Brand Name. 

 M/s. S.J. & G. Fazul Ellahie (Pvt.) Ltd., Karachi have requested to approve the change of 

brand name of their registered veterinary drug from IMEC PLUS Injection (Reg. No.069639) to 

IMEC-SUPER Injection. As the have come to know through their marketing department that the 

other ivermectin combinations in the market bear the word SUPER and so it will be more 

beneficial for them if they change the name IMEC PLUS to IMEC-SUPER.   

 The firm have deposited the required Rs.20, 000/- and submitted the following supporting 

documents:- 

i) Copy of registration letter. 

ii) Original Undertaking on stamp paper. 

iii) Copy of NOC for CRF. 

 
 The proposed brand name is not similar as per available record. 

 Registration of the drug is valid. 

The Drug Registration Board in its 240th meeting held on 07-11-2013 considered and deferred the 

matter and advised to prepare list of all human and veterinary drugs having words in names like super, 

strong etc.  

As per decision of the Board list of veterinary drugs having words in names like super, strong etc. 

is as follows:-  
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S. No. REG # NAME OF DRUGS APPLICANT  

1.  001997 SUPER VIGOFAC FEED ADDITIVE PFIZER LABORATORIES LTD, 

KARACHI 

2.  002023 EPLAVIT SUPER POWDER EPLA LAB LTD KARACHI 

3.  002095 SUPER CROYOZOL INJECTION CROWN CHEMICAL 

4.  002103 TOTAVIT SUPER POWDER CONIMPEX MULTAN 

5.  003778 GAMETOX SUPER FLUID CONE DIP WOOD WORDS (PAKISTAN) 

LTD KARACHI 

6.  006423 HEXACHLORE SUPER 35.6% STAR LABS LAHORE 

7.  007209 SUPER PREMIX MIB POULTRY EASTERN AGEN CORP 

KARACHI 

8.  007210 SUPER PREMIX BROILER EASTERN AGEN CORP 

KARACHI 

9.  007358 TEEAM SUPER-50 N.H.SHAHANI 

10.  007371 VITASOL SUPER GSK KARACHI 

11.  007373 SUPERA VIT POWDER HILTON KARACHI 

12.  007374 SUPERA VIT FORTE HILTON KARACHI 

13.  011113 AVP SUPERBOLIN STERILE INJECTION WORLD WIDE TRADING 

KARACHI 

14.  013250 VITAMAX -SUPER WATER SOLUBLE MEDICURE LABS KARACHI 

15.  013254 VEFAMIN SUPER POWDER VETERINARY FARMS AIDS 

SHEIKHPURA 

16.  013681 SYMOVIT SUPER PREMIX (LAYERS) SYMANS PHARMACEUTICALS 

LAHORE 

17.  013682 SYMOVIT SUPER PREMIX (BROILERS) SYMANS PHARMACEUTICALS 

LAHORE 

18.  014522 SUPER PLUS PREMIX SHIFA LABS (PVT) LTD 

LAHORE 

19.  014576 PG-SUPER VIT POWDER PAK GENERAL PRODUCTS 

LAHORE 

20.  014582 PG-SUPER MIX POWDER PAK GENERAL PRODUCTS 

LAHORE 

21.  014600 BIOAGRO SUPER POWDER VIGILANT VETERINARY 

SERVICES (PVT) LTD LAHORE 

22.  016254 SUPERSEPT LIQUID FOR DISINFECTANT VETY CARE RAWALPINDI 

23.  016286 PG-AVIMIX SUPER POWDER PAK GENERAL PRODUCTS 

LAHORE 

24.  016298 VITA GOLD SUPER POWDER SELMORE AGENCIES LAHORE 

25.  017965 VITAKAIL SUPER WATER SOLUBLE 

POWDER 

KAILGON AGRO INDUSTRIES 

BALUCHISTAN 

26.  018803 KEPRO POULTRY VITAMIN / MINERAL 

PREMIX SUPER NO.1 

BETTER TRADERS 

FAISALABAD 
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27.  018890 SUPERCOC DS W/S POWDER VETY CARE RAWALPINDI 

28.  019047 SINOVITA SUPER POWDER MEHRAN INT KARACHI 

29.  019077 SUPER STOP SOLUTION TAROBINA CORP LAHORE 

30.  019945 SUPER TM-18 POWDER VETY-CARE ISLAMABAD 

31.  020109 ANTICOC SUPER POWDER SONIA PHARMA LAHORE 

32.  020847 VMD-SUPERVITAMINS SOLUBLE POWDER VMD PAKISTAN RAWALPINDI 

33.  022190 ELKOSOL SUPER POWDER ELKO ORGANISATION 

KARACHI 

34.  023431 SUPER VIGO VET POWDER EPLA LABORATORIES (PVT) 

LTD KARACHI 

35.  023445 SUPER-TRIMIX POWDER SYMANS PHARMACEUTICALS 

(PVT) LTD LAHORE 

36.  023446 CHOLIPOL SUPER FEED ADDITIVE SYMANS PHARMACEUTICALS 

(PVT) LTD LAHORE 

37.  025314 MILTONE SUPER POWDER SYAMANS 

PHARMACEUTICALS (PVT) 

LTD LAHORE 

38.  025351 MILFONE SUPER INJECTION STAR LABORATORIES (PVT) 

LTD LAHORE 

39.  025732 EMSOL SUPER POWDER  MANHATTAN PHARMA 

KARACHI 

40.  025784 NEOVIT SUPER POWDER STAR LABS LAHORE 

41.  025788 ELVOMEC SUPER INJECTION ELKO ORGANISATION 

KARACHI 

42.  026408 FURAZOL SUPER POWDER FARIM AID GROUP HAIRPUR 

43.  026411 POUL VIT SUPER POWDER FARIM AID GROUP HAIRPUR 

44.  026419 PAMEVIT SUPER POWDER NAWAN LABORATORIES (PVT) 

LTD, KARACHI 

45.  026538 SANNA VIT SUPER W/S POWDER SANNA LABORATORIES 

FAISALABAD 

46.  026565  

SUPERVIT FORTE POWDER 

DELUX CHEMICAL 

INDUSTRIES, KARACHI. 

47.  026569 NIL PARA-SUPER ORAL SUSPENSION FARM AID GROUP PAKISTAN 

HATTAR 

48.  027434 IVOTEK SUPER INJECTION STAR LABORATORIES (PVT) 

LTD., LAHORE. 

49.  028519 IVORON SUPER INJECTION. VETY-CARE 

PHARMACEUTICALS (PVT) 

LTD., ISLAMABAD. 

50.  029634 SUPER FLUMICOL 200 LIQUID. FARM AID GROUP PAKISTAN, 

HATTAR, HARIPUR, N.W.F.P. 
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51.  029636 SUPER TYLAN FEED PREMIX POWDER. FARM AID GROUP PAKISTAN, 

HATTAR, HARIPUR, N.W.F.P. 

52.  031598 FINE ANTICOXINE SUPER POWDER XENON PHARMA (PVT) LTD 

LAHORE 

53.  033281 SUPER TCF POWDER. LEEDS PHARMAS (PVT) LTD., 

ISLAMABAD. 

54.  041211 JFMEC-SUPER INJECTION. JFRIN PHARMACEUTICALS, 

HUB INDUSTRIAL ESTATE 

BALOCHISTAN. 

55.  041284 CLOMEB SUPER ORAL DRENCH. PRIX PHARMACEUTICA (PVT) 

LTD., LAHORE. 

56.  043589 VELLE SSP-SUPER LIQUID. K&K PHARMACEUTICALS, 

LAHORE 

57.  044923 AMMIX SPS-SUPER ORAL SOLUTION. HIVET ANIMAL HEALTH 

BUSINESS LAHORE 

58.  046569 VETAFENAC-SUPER INJECTION. S.J. & G. FAZUL ELLAHIE (PVT) 

LIMITED, KARACHI. 

59.  046586 OXAVET SUPER SUSPENSION. MEDI-VET (PVT) LTD., 

LAHORE.  

60.  046595 SUPER COXIN POWDER. INTERVAC (PVT) LTD., 

LAHORE. 

61.  046612 SUPER COOL WATER SOLUBLE POWDER. INTERVAC (PVT) LTD., 

LAHORE. 

62.  046615 LAWRMECTIN SUPER INJECTION. LAWRENCE PHARMA (PVT) 

LTD., LAHORE 

63.  046661 SOLUVIT SUPER. SELMORE 

PHARMACEUTICALS (PVT) 

LTD., LAHORE. 

64.  048114 FURANEC SUPER WATER SOLUBLE 

POWDER. 

ZUMARS PHARMA FTY (PVT) 

LTD., KARACHI. 

65.  048116 TYBRODOX SUPER WATER SOLUBLE 

POWDER. 

ZUMARS PHARMA FTY (PVT) 

LTD., KARACHI. 

66.  048229 SENSIDEC SUPER ORAL POWDER. BIOGEN PHARMA, CHAKBELE 

ROAD, RAWAT. 

67.  048238 ALBADEC SUPER ORAL LIQUID. BIOGEN PHARMA, CHAKBELE 

ROAD, RAWAT. 

68.  048240 TRIDECTIN SUPER ORAL LIQUID. BIOGEN PHARMA, CHAKBELE 

ROAD, RAWAT. 

69.  048265 POULCOCX SUPER ORAL SUSPENSION. INTERVAC (PVT) LTD., 

LAHORE. 

70.  049519 METAVIT SUPER WATER SOLUBLE 

POWDER. 

PRIX PHARMACEUTICA (PVT) 

LTD., LAHORE. 

71.  049590 INOMECTINE SUPER INJECTION POLVET ASSOCIATES 

KARACHI  
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72.  049629 SUPERTONE SOLUTION. SELMORE 

PHARMACEUTICALS (PVT) 

LTD., 

LAHORE. 

73.  049650 AS SUPERMED POWDER. LEADS PHARMA (PVT) LTD., 

ISLAMABAD. 

74.  049687 DOCTYL SUPER SOLUTION. ALINA COMBINE 

PHARMACEUTICALS (PVT) 

LTD., KARACHI. 

75.  049745 NORDCAP SSP-SUPER ORAL SOLUTION. PINE INTERNATIONAL, 

LAHORE 

76.  052379 OXA SUPER SUSPENSION MEDICURE LABORATORIES 

KARACHI 

77.  052394 MEDIMAX SUPER SOLUBLE POWDER. MEDICURE LABORATORIES, 

KARACHI  

78.  053957 DICLOSTAR SUPER INJECTION STAR LABORATORIES (PVT) 

LTD., LAHORE 

79.  053971 BIOAID SUPER POWDER A&K PHARMACEUTICAL 

FAISALABAD. 

80.  053984 I-VIT SUPER INJECTION INTERNATIONAL PHARMA 

LABS LAHORE 

81.  057110 ALBACOL SUPER SUSPENSION. INTERVAC (PVT) LTD., 

LAHORE. 

82.  058835 SUPER BIOVITONAL ORAL SOLUTION VETGRO PHARMACEUTICALS 

(PVT) LTD LAHORE 

83.  058907 SUPER E.CIDE WS POWDER ATTABAK PHARMACEUTICAL 

ISLAMABAD 

84.  058993 WORMEC-SUPER INJECITON NAWAN LABORATORIES (PVT) 

LTD, KARACHI 

85.  059127 IVORON SUPER INJECTION BREEZE PHARMA ISLAMABAD 

86.  062055 IVERGEN SUPER INJECTION. SYMANS PHARMACEUTICALS 

(PVT) LTD., 

10-KM SHEIKHUPURA ROAD, 

LAHORE 

87.  062066 I-VITAMIN SUPER INJECTION. INTERNATIONAL PHARMA 

LABS., 

RAIWIND ROAD, BOBHTAIN 

CHOWK, DEFENCE ROAD, 1 

KM. TOWARD KAHNA, 

LAHORE. 

88.  062143 TDC SUPER LIQUID. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  ISLAMABAD. 
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89.  062151 CRD SUPER INJECTION. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  ISLAMABAD. 

90.  063621 DR-MECTIN SUPER INJECTION.  INTERNATIONAL PHARMA 

LABS., 

RAIWIND ROAD, BOBHTAIN 

CHOWK, DEFENCE ROAD, 1 

KM. TOWARD KAHNA,  

LAHORE. 

91.  063631 NOBICOC SUPER  ORAL POWDER NOBLE PHARMA,  

INDUSTRIAL AREA, MIRPUR 

AZAD KASHMIR. 

92.  063769 EROVIT  SUPER POWDER  EROS  PHARMACEUTICAL 

(PVT) LTD., KARACHI. 

93.  063825 IVOBAK SUPER INJECTION. ATTABAK 

PHARMACEUTICALS 

ISLAMABAD 

94.  063834 NILZAMAAR SUPER DS SUSPENSION. ATTABAK 

PHARMACEUTICALS 

ISLAMABAD 

95.  063845 TOCOMYCIN SUPER INJECTION SYMANS PHARMACEUTICALS 

(PVT) LTD, LAHORE 

96.  069642 SOCOTEL SUPER INJECTION SYMANS PHARMACEUTICALS 

(PVT) LTD. 10-KM 

SHEIKHUPURA ROAD, 

LAHORE. 

97.  069664 SUPER COCXI POWDER  INTERVAC (PVT) LTD. 

SHEIKHUPURA. 

98.  073964 NAWA-SUPER Oral Powder  Nawal Pharmaceuticals, 

Plot No.11-A Punjab Small 

Industry Estate Taxila, 

Rawalpindi. 

99.  074055 SENSIDE SUPER WATER SOLUBLE 

POWDER  

M/S. DECENT PHARMA, 

PLOT # 30, STREET # SS-3, 

NATIONAL INDUSTRIAL 

ZONE,  

RAWAT, ISLAMABAD. 

100.  074071 EG SUPERTONIC SOLUTION  M/S. EVERGREEN 

PHARMACEUTICALS,  

69-70/B, MAIN GLAXO TOWN, 

INDUSTRIAL AREA,  

20TH KM FEROZPUR ROAD,  

LAHORE. 
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101.  074084 EN-C-SUPER WATER SOLUBLE POWDER M/S. D-MAARSON 

PHARMACEUTICALS,  

PLOT # 17, STREET SS-2, 

NATIONAL INDUSTRIAL 

ZONE, 

RAWAT, ISLAMABAD. 

102.  074086 ZERO-CRD SUPER INJECTION  M/S. NAWAL 

PHARMACEUTICALS, 

PLOT NO.11-A PUNJAB SMALL 

INDUSTRY ESTATE TAXILA, 

RAWALPINDI. 

103.  074089 SUPER SULF INJECTION  M/S. NAWAL 

PHARMACEUTICALS, 

PLOT NO.11-A PUNJAB SMALL 

INDUSTRY ESTATE TAXILA, 

RAWALPINDI. 

104.  075601 SUPERMEC INJECTION M/S. MYLAB (PVT) LTD.  

KHANQAH SHARIF,  

BAHAWALPUR 

105.  075658 SUPER LEVA WATER SOLUBLE POWDER  M/S. BREEZE PHARMA (PVT.) 

LTD., 

125,126,127-A, INDUSTRIAL 

TRIANGLE, 

KAHUTA ROAD,  

ISLAMABAD. 

106.  075672 SUPER  FLUSH WATER SOLUBLE POWDER M/S. BREEZE PHARMA (PVT.) 

LTD., 

125,126,127-A, INDUSTRIAL 

TRIANGLE, 

KAHUTA ROAD,  

ISLAMABAD. 

107.  075675 SUPERNOVA INFUSION. M/S. BREEZE PHARMA (PVT.) 

LTD., 

125,126,127-A, INDUSTRIAL 

TRIANGLE, 

KAHUTA ROAD,  

ISLAMABAD. 

108.  075688 SULPHA SUPER INJECTION  M/S. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  

ISLAMABAD. 
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109.  075699 GENTA-5 SUPER INJECTION M/S. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  

ISLAMABAD. 

110.  075700 GENTA-10 SUPER INJECTION M/S. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  

ISLAMABAD. 

111.  075726 FRUSA SUPER WATER SOLUBLE POWDER M/S. ATTABAK 

PHARMACEUTICALS, 

PLOT # 5C, I-10/3, INDUSTRIAL 

AREA,  

ISLAMABAD. 

 

Decsion: Registration Board deffered the case till next meeting. Chairman of the Board 

advised members to evaluate the case in light of Drug Act, 1976 and rules and international 

practices as well. Case will be discussed by the Board in its next meeting.  

Case No:10. De-Registration of  Drug. 

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have requested for cancellation of 

registration of their registered imported drug namely “Ethran (Enflurane) (Reg. No.008219)” as M/s. 

Abbott globally has decided not to manufacture the product any more for business reasons. Therefore, 

M/s. Abbott Laboratories (Pakistan) Ltd., Karachi want to cancel the registration as they have not 

marketed the product since long time and no future possibility of importing exist.  

 The Board Registration Board in its 236th meeting held on November 20, 2012 decided to de-

register “Ethran (Enflurane) (Reg. No.008219)” on firm’s request after taking anesthetist comments and 

confirmation from firm. 

 Accordingly, opinions of following three anesthetists have been obtained:-  

S. No. Name of Experts. 

1. Head of Anesthesia Department, 

Pakistan Institute of Medical Sciences (PIMS), 

Islamabad. 

2. Head of Anesthesia Department, 

Jinnah Postgraduate Medical Centre (JPMC), 

Karachi.          
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3. Head of Anesthesia Department, 

Sheikh Zayed Hospital, 

Lahore. 

 

 All the three anesthetists have recommended de-registration of the above said drug. 

Decision: keeping in view opinion of experts, Registration Board canvel registration of Ethran 

(Enflurane), Regn. No.008219.  

Case No:11. Transfer of Registration of Drugs from M/s. Pakistan Business International, 

Karachi to M/s. Zenith International, Karachi. 

 M/s. Zenith International, Karachi have requested for transfer of registration of the 

following registered Surgical Sutures from the name of previous agent M/s. Pakistan Business 

International, Karachi to their name for import and approved the change of manufacturer’s name 

of the products from M/s. Shandong Shanxian Medical Suture Materials Co. Ltd. China to M/s. 

Shandong Sinorgmed Co. Ltd., China:- 

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

1. 031371 PLAIN CATGUT (Plain Catgut Surgical Sutures). 

2. 031372 CHROMIC CATGUT (Chromic Catgut Surgical 

Sutures). 

3. 031373 POLYGLYCOLIC ACID (Synthetic Absorbable 

Sutures). 

4. 031374 SILK BRAIDED (Silk Braided Surgical Sutures). 

5. 043055 Black Monofilament Nylon Surgical Suture. 

6. 043056 Blue Polypropylene Surgical Suture. 

7. 043057 Green Braided Polyester Surgical Suture. 

 

 The firm has deposited the fee Rs.450000/- and submitted following supporting 

documents:- 

i. No objection certificate to transfer the registration in the name of M/s. Zenith 

International, Karachi from the manufacturer abroad M/s. Shandong Sinorgmed 

Co. Ltd., China. 

ii. Manufacturer declaration regarding termination of their previous agency. 

iii. Manufacturer declaration of change in company name. 

iv. Certificate from Heze Food and Drug Administration of Peoples Republic of 

China certifying the change in company name. 

 

Mian Abdul Jabbar, CEO, M/s. Pakistan Business International, Karachi appeared before 

the Drug Registration Board in its 239th meeting held on September, 12, 2013 and informed that 



 
 

  96 

his firm i.e. M/s. Pakistan Business International, Karachi is still authorized agent of M/s. 

Shandong Sinorgmed Co. Ltd., China for above referred products and requested for two week 

time for submission of legalized New Sole agency agreement from M/s. Shandong Sinorgmed 

Co. Ltd., China. The Board after detailed deliberations allowed him to submit the same within 15 

days for further actions on the request of M/s. Zenith International, Karachi. 

As per decision of the Drug Registration Board M/s. Pakistan Business International, Karachi was 

advised to submit legalized New Sole agency agreement from M/s. Shandong Sinorgmed Co. Ltd., China.  

 Reply of M/s. Pakistan Business International, Karachi has not received till date.   

Decision: The Board discussed that M/s. Pakistan Business International, Karachi has 

failed to submit new sole agreement for above products manufactured by M/s. Shandong 

Sinorgmed Co. Ltd., China despite of commitment of Mian Abdul Jabbar, CEO in 239th 

meeting, thus Registration Board cancelled the registration of above mentioned products in 

name of M/s. Pakistan Business International, Karachi, manufactured by M/s. Shandong 

Sinorgmed Co. Ltd., China in terms of section 7 (11) (b) of the Drugs Act, 1976. Keeping in 

view aforementioned position, Registration Board did not approve request of M/s Zenith 

International, Karachi for transfer of registration of above products and advised the firm 

file fresh application for grant of registration if they desire so. 
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Registration-II. 

Case No:12      Grant of Registration for new molecules / formulations: 

 

a. M/s. Medicaids Pakistan (Pvt.) Ltd, Karachi 

 

 Registration Board in 235th meeting deferred following product for expert opinion. Accordingly product 

was referred to expert views.  

Azocin Ophthalmic Solution 

Each ml contains:- 

Azithromycin ……………..….10mg 

(Ophthalmic Antibiotic Preparation)  

 

    

Head, Department of 

Ophthalmology, 

Pakistan Institute of Medical 

Sciences, 

Islamabad 

Head, Department of 

Ophthalmology, 

Armed Forces Institute 

of Ophthalmology, 

Rawalpindi  

Director,  

Hamdard Institute of 

Pharmaceutical Sciences, 

F-8 Markaz, Islamabad 

I have gone through the provided 

material for the drug Azocin 

Ophthalmic Solution. Following are 

my views. 

 The drug is effective against only 

a limited group of ocular 

pathogens as given in 

“Indication”. Most of currently 

available topical antibiotics covers 

these pathogens. Hence no 

additional benefit is achieved. 

 Cross interaction with other 

topical ophthalmic drops had not 

been studies. 

 In process-check. The 

terminology and language used in 

this section appears to be copied 

text and does not reflect actual 

process. 

 Standard operating procedures. 

Again the description given does 

not reflect the actual process 

being followed but a copies text 

taken from somewhere and 

produced unchanged. 

 Cleaning Valadation of 

premises: Does not specify 

which test is actually being used 

at the premises but again a 

Azithromycin eye drops 

has shown to be safe and 

effective alternative to 

other antibiotic drugs 

available in the market. It 

is, however, worth 

considering that the price 

quoted by manufacturers is 

much higher than available 

alternatives of similar 

efficacy. (Tobramycin 

0.3%). Recommended for 

registration as per policy in 

vogue. 

 

After gone through the relevant 

data provided and searched the 

relevant documents on internet 

regarding efficacy, safety, 

quality and the cost 

effectiveness of the drug I am 

pleased to inform that the drug 

may be recommended for 

registration in Pakistan. 

However it will be desired that 

the company shall maintain and 

provided post marketing data 

record. 
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theoretical explanation copied 

from somewhere. 

 Inspection report   is dated 

September, 2007. It needs to be 

seen whether the staff and 

equipment still persists as in 

2007. May be an up to date 

inspection in needed. 

Final opinion: 

The drug does not add anything 

new. The text is poorly prepared. 

 

Later on above expert opinions were discussed in 238th meeting of Registration Board and it was 

decided to refered instant case to Al-Shifa Eye Trust Hospital, Rawalpindi for expert opinion.  

 

Now Prof. Wajid Ali Khan, Chief Consultant / Dean, Al-Shifa Trust has sent expert opinion and 

stated that Azocin Ophthalmic Solution (Azithromycin) is FDA approved hence its efficacy and safety 

has already been evaluated. However there are no clinical trials available in Pakistan. The spectrum of 

micro-organism covered by this drug is also susceptible to other available antibiotics in the market at a 

much lower price. The drug may be registered after considering its cost. 

Decision: Keeping in view approval status of product in USFDA and expert opinion about 

formulation, the Board approved the product for registration. However, the Board advised Drug 

Pricing committee to fix MRP keeping in view prices of other therapeutic equivalents in Pakistan. 

b. M/s. Johnson & Johnson Pakistan, Karachi 

 

 Registration Board in 239th meeting considered following expert opinions for registration of 

following registration and then deferred the case for for confirmation of status of products in USFDA, 

EMA, TGA and regulatory body of Japan. 

Sibelium 5mg Tablet 

Each tablet contains: 

Flunarizine hydrochloride……….5 mg 

(Calcium Channel blocker) 

 

Dr. Naeem Kasuri, 

Head of Department of 

Neurology, 

Mayo Hospital, Lahore 

 

Dr. Ahson Nouman, 

Associate Professor, 

Department of Neurology,  

Services Hospital, 

Lahore 

Dr. Mohammad Irshad,  

Head of Department of Neurology, 

Pakistan Institute of Medical Sciences, 

Islamabad 

Awaited I am using cap. Sibelium 

for Migraine prophylaxis 

for more than 10 years and 

found it effective and well 

tolerated in usual 

The sibelium capsule 5mg is available 

for the last many years. It is used in 

migraine prophylaxis. We are also 

prescribing this medicine for our 

patient in out patient department of 
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recommended dose of 

10mg a day by majority of 

patient. The drug is of good 

quality and affordable by 

majority of patients. 

 

neurology. The drug is effective is 

mot of the patient with migraine, 

though the exact data is not available 

in our country. The drug is used all the 

over world and its efficacy is well 

established. It is also available in 

tablet form in many countries. It’s 

relatively safe and has minor side 

effect like dizziness and somnolence. 

Tablet form is also available in may 

countries. Most of our patient also 

preferred tablet form of medicine. To 

register this medicine in tablet will be 

a good decision.  

 

Lator on case was discussed in 240th meeting of Registration Board and it was decided to advise firm 

to provide evidence based safety and efficacy duly supported by authentic international regulatory 

approvals including USFDA, erstwhile western Europe, Japan and Australia.  

Firm has submitted English translated version of SwissMedic (regulatory body of Switzerland) about 

conformation of product registeration of Sibelium 5mg Tablet. 

Decision: Registration Board deliberated that applied drug is approved only by SwissMedic 

(regulatory body of Switzerland) and no reference is available in any other regulated market. The 

Board after thorough discussion decided to refer the case to Review Committee for scientific 

evaluation of the case.     

c. Semos Pharmaceuticals, Karachi 

Registration Board in its 237th meeting deferred following products (on fast track basis) of M/s Semos 

Pharmaceuticals, Karachi for reason as per mentioned in last column. 

Name of Drug & 

Composition 

Pack Demanded 

MRP 

 

Date of 

application, 

Diary No. & 

Form 

Decision 

Asen Tablet 

Each tablet contains: 

Asenapine………..5 mg 

(Antipsychotic) 

As per PRC As per PRC 02-05-2012 

Dy.No.795 

Form-5 

Rs.8000/- 

Rs.52,000/- 

28-1-2013 

Deferred for 

submission of 

application on 

form5D with 

balance fee 

Asen Tablet 

Each tablet contains: 

Asenapine………..10 mg 

(Antipsychotic) 

As per PRC As per PRC 02-05-2012 

Dy.No.794 

Form-5 

Rs.8000/- 

-do- 
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Firm provided applications on Form 5-D and remaining fee Rs.90,000/- for each product. Then 

case was considered in 240th meeting of Registration Board and it was decided to advise firm to provide 

evidence based safety and efficacy duly supported by authentic international regulatory approvals 

including USFDA, erstwhile Western Europe, Japan and Australia.  

Now the firm has stated that USFDA already approved Asenapine in both above mentioned 

strength i.e 5mg & 10mg under the brand name of Saphris in favour of Organon Sub Merck.  

Decision: Registration Board deferred the registration application as USFDA approved the 

drug as sublingual preparation and M/s Semos applied as plain tablet. The Board advised 

concerned Registration section to check the registration dossier and submit before Registration 

Board in its next meeting.  

 

d. Hilton Pharma (Pvt.) Ltd, Karachi 

i) Registration Board in its 238th meeting deferred following products of M/s Hilton Pharma, 

Karachi for reason as per mentioned in last column. 

Rs.52,000/- 

28-1-2013 

Name of Drug & Composition Pack Demanded 

MRP 

 

Remarks / Decision 

Citanew D 20mg Tablet 

Each dispersible tablet contains: 

Escitalopram Oxalate eq. to 

Escitalopram…..20 mg 

(Antidepressant) 

14’s 

28’s 

As per PRC 

As per PRC 

Deferred for i. 

submission of 

application on Form 

5D and remaining fee.  

ii. Confirmation for 

approval by USFDA, 

EMA, regulatory body 

of Japan or Australia. 

iii. Expert opinion.  

 

Citanew D 5mg Tablet 

Each dispersible tablet contains: 

Escitalopram Oxalate eq. to 

Escitalopram…..5 mg 

(Antidepressant) 

 

14’s 

28’s 

As per PRC 

As per PRC 

Deferred for i. 

submission of 

application on Form 

5D and remaining fee.  

ii. Confirmation for 

approval by USFDA, 

EMA, regulatory body 

of Japan or Australia. 

iii. Expert opinion.  

 



 
 

  101 

 

Now firm has provided applications on Form 5-D and remaining fee Rs.30,000/-. Firm has further 

submitted that only Escitalopram Oxalate eq. to Escitalopram…..20 mg is registered in Health Canada 

under the brand name of Cipralex Meltz in favour of M/s Lundbeck.                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                            

Decision: Registration Board referred above products for opinion of following experts: 

 Dr. Saleem Jehangeer, AFIMH. 

 Dr.Rizwan Taj, PIMS. 

 Dr.Fareed Minhas, RGH. 
 

 ii. Registration Board in its 238th meeting deferred following products of M/s Hilton 

Pharma, Karachi for reason as per mentioned in last column. 

 

Now firm has provided applications on Form 5-D and remaining fee Rs.30,000/-. Firm has further 

submitted that above formulation is USFDA approved under the brand name of Keppra XR 750mg in 

favour of M/s UCB. Firm has also provided comparative dissolution profile with Keppra XR. Submitted 

for consideration of Registration Board.  

Decision: Registration Board referred above products for opinion of following experts: 

 Col. Dr.Tariq, MH. 

 Col. Dr.Waseem Wali, CMH, Lahore. 

 General Naeem, 

For evaluation of comparative dissolution profile, the Board referred the data submitted by the 

firm to following experts: 

Name of Drug & Composition Pack Demanded 

MRP 

 

Remarks / Decision 

Lerace XR 750mg Tablet 

Each tablet contains: 

Levetiracetam …..750 mg 

(Antiepileptic) 

10’s 

30’s 

Rs.1520/- 

Rs.4560/- 

Deferred for i. 

submission of 

application on Form 

5D and remaining fee.  

ii. Confirmation for 

approval by USFDA, 

EMA, regulatory body 

of Japan or Australia. 

iii. Expert opinion.  

iv. comparative 

dissolution profile with 

originator brand and 

related documents 
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 Director DTL, Quetta. 

 Director DTL, Peshawar. 

 Prof.Dr.Ghulam Sarwar. 

 

iii. Registration Board in its 238th meeting deferred following products of M/s Hilton Pharma, 

Karachi for reason as per mentioned in last column. 

 

Now firm has provided application on Form 5-D and remaining fee Rs.30,000/-. Firm has further 

submitted that above formulation is USFDA approved under the brand name of Lexapro Oral Solution in 

favour of M/s Feres Lab. Submitted for consideration of Registration Board.  

Decision: Registration Board referred above products for opinion of following experts: 

 Dr. Saleem Jehangeer, AFIMH. 

 Dr.Rizwan Taj, PIMS. 

 Dr.Fareed Minhas, RGH. 

 

iv. Registration Board in its 238th meeting deferred following products of M/s Hilton Pharma, 

Karachi for reason as per mentioned in last column. 

Name of Drug & Composition Pack Demanded 

MRP 

 

Remarks / Decision 

Citanew Oral Solution 1mg/ml 

Each ml contains:- 

Escitalopram Oxalate eq. to 

Escitalopram ….1mg 

(Anti depressant) 

60ml 

120ml 

240ml 

Rs.245.00 

Rs.490.00 

Rs.980.00 

Deferred for i. submission of 

application on Form 5D and 

remaining fee.  

ii. Confirmation for approval 

by USFDA, EMA, 

regulatory body of Japan or 

Australia. iii. Expert opinion.  

 

Name of Drug & Composition Pack Demanded 

MRP 

 

Remarks / Decision 

Vilzer-Met 50/500 Tablets 

Each film coated tablet contains:- 

Vildagliptin ……50mg 

Metformin HCl.…500mg 

(Anti Diabetic) 

 

14’s 

28’s 

As per PAC Deferred for i. 

submission of 

application on Form 

5D and remaining fee.  

ii. Confirmation for 

approval by USFDA, 
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Now firm has provided application on Form 5-D and remaining fee Rs.30,000/-. Firm has further 

submitted that above formulation is registered in Australia under the brand name of Galvumet 50/500 in 

favour of M/s Novartis and also registered for same company in Pakistan.  

Decision: Registration Board approved Vilzer-Met 50/500 Tablets, as it is me too formulation 

already registered for M/s Novartis Pharma, Karachi 

v.  Registration Board in its 236th meeting deferred following products of M/s Hilton Pharma, 

Karachi for reason as per mentioned in last column. 

 

Now firm has submitted Form 5 D with remaining fee (Rs.150000/-). Firm has informed that 

formulation is USFDA approved under brand name Incivek tablet for M/s Vertex. Submitted for 

consideration of Registration Board. 

Decision: Registration Board referred above products for opinion of following experts: 

 Brig. Dr.Amjad Salamat, CMH, Lahore. 

 Dr.Najam, Shifa Internatinal Hospital (Liver Transplant). 

 Prof. Dr.Shoaib Shafi, RGH. 

 

Registration Board also advised firm to review the demanded MRP keeping inview pharmaco-

economic values of therapy. 

 

Case No:13. Replacement of CFC Propellant with HFA in Inhaler Products – M/S Macter 

International, Karachi 

EMA, regulatory body 

of Japan or Australia. 

iii. Expert opinion.  

 

Telp 375mg Tablet 

Each film coated tablet contains: 

Telaprevir………..…..375 mg 

(Antiviral) 

10’s 

30’s 

Rs.4000/- 

Per tab. 

Deferred for 

submission of 

application on Form-

5D along with balance 

fee as per SRO for new 

molecule and review of 

formulation by experts  
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M/s Macter International (Private) Limited has submitted that they would like to replace the 

propellant CFC in their below mentioned registered inhaler products with HFA 134a because of 

international as well as local legislation to stop the use of CFC by December 2012. In this regard 

extension in registration of the CFC inhaler products of the firm were granted by the Registration Board 

in its 218th and 225th meeting, only till 31st December 2012 with the condition to get the industry 

converted in CFC free technology by this time.     

 S. No Name of Drug(s) & Composition  Registration No 
1 Salmetide Inhaler  

Each actuation contains:- 

Salmeterol as Xinofoate………....25mcg 

045207 

2 Salnon Inhaler  

Each actuation contains:- 

Salbutamol ……………………...100mcg 

Beclomethasone Dipropionate..............50mcg 

045315 

3 Macticort Inhaler  

Each actuation contains:- 

Beclomethasone Dipropionate…...250mcg 

045159 

4 Macticort Inhaler  

Each actuation contains:- 

Beclomethasone Dipropionate…….50mcg 

047267 

5 Inhalon Inhaler  

Each actuation contains:- 

Triamcinolone Acetonide………...200mcg 

045208 

6 Inspirol Inhaler  

Each actuation contains:- 

Salbutamol…………………….....100mcg 

045160 

7 Salmicort Inhaler   

Each actuation contains:- 

Salmeterol as Xinofoate..…………25mcg 

Fluticasone Propionate……………50mcg 

045209 

8 Salmicort Inhaler   

Each actuation contains:- 

Salmeterol as Xinofoate..………...25mcg 

Fluticasone Propionate………....125mcg 

045210 

9 Salmicort Inhaler   

Each actuation contains:- 

Salmeterol as Xinofoate..………....25mcg 

Fluticasone Propionate…………..250mcg 

045211 

10 Trupium Inhaler 

Each actuation contains:- 

Ipratropium Bromide…………..40mcg 

045161 

 

 For this purpose the firm has deposited fee Rs.5000/- for eachtioned product. 

 Firm was advised to provide stability study data for new formulation. Scrutiny of data revealed 

some shortcomings like absence of chromatograms, evidence regarding purchase of HFA, calibration of 
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stability chamber, Stress testing requirement etc. Later on, firm has undertaken that they may be granted 

permission and they shall improve these studies in the light of above suggestions and inform the DRAP 

accordingly and also recall the product in case of OOS (out of specifications) results. 

Decision: Registration Board discussed that HFA is the main exciepient in inhalers and 

availability of drug of inhaler at site of action mainly depend upon the propellant i.e. HFA. As the 

firm has developed new formulation with HFA, thus the Board advised M/s Macter International, 

Karachi to submit complete stability data. The data will be forwarded to following experts for 

evaluation. The Board authorized its Chairman to decide the case keeping in view 

recommendations of experts.  

 Prof.Dr.Rafi-uz-Zaman, Member, Registration Board 

 Director, DTL, Peshawar. 

 Prof.Dr.Mehmood Ahmad, Department of Pharmacy, Islamia University, Bahawalpur. 

 

Case No:14. Cases deferred by Registration Board.  

a. Opal Laboratories (Pvt.) Ltd, Karachi 

Registration Board in its 237th meeting deferred following products of M/s Opal Laboratories, 

Karachi for reason as per mentioned in last column. 

 

Name of Drug & Composition Pack Demanded 

MRP 

 

Date of 

application, 

Diary No. & 

Form 

Remarks / 

Decision 

Etor 90mg Tablet  

Each tablet contains: 

Etoricoxib………….90 mg 

(Cox-2 Inhibitor)   

 

14’s As per PRC Deferred for 

confirmation of 

me too status 

Deferred for 

submission of 

application on 

Form 5D along 

with remaining fee 

for further 

processing 

 

Etor Tabs 120mg 

Each film coated tablet contains: 

Etoricoxib………..120mg 

(cox-2 inhibitor) 

 

7’s As per PRC Deferred for 

confirmation of 

me too status  

 

Deferred for 

submission of 

application on 

Form 5D along 

with remaining fee 
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Now firm has provided applications on Form 5-D and remaining fee Rs.90,000/- for each product. 

Firm has further submitted that above formulations are registered in UK, Italy and also available 

European Union member states and worldwide Etoricoxib is approved in over sixty three countries. 

Decision: Secretray, Registration Board briefed members that the Board in 213th meeting deferred 

applications of M/s Merck Sharp & Dhome, Karachi for registration of Arcoxia Tablets (Etoricoxib 

90mg and 120mg) for conducting clinical trial in Pakistan. Later on, the firm filed an appeal before 

Drugs Appellate Board (DAB) against decision of Registration Board. DAB in its 139th meeting 

considered the appeal. Secretary, Registration Board being respondant in the appeal stated that 

Registration Board had asked to conduct clinical trials in Pakistan due to reported adverse 

events/effects with this class of drug i.e. COX-2 inhibitors and no established therapeutic 

superiority on other therapeutic agents/equivalents. He further added that two strengths i.e. 90mg 

and 120mg of tablet Arcoxia are not registered with USFDA as per available information. DAB 

disposed of the appeal by upholding the decision of Registration Board and rejected both appeals. 

Now EMA has approved Etoricoxib 90mg and 120mg and also available in 63 countries. 

Registration Board after delibration decided to refer the case to DAB, seeking advice on status of 

products i.e. Etoricoxib 90mg and 120mg, keeping in view status of product in EMA. Till that time 

all applications containing Etoricoxib 90mg and 120mg will remain deferred. 

    b. Getz Pharma (Pvt.) Ltd, Karachi 

Registration Board in its 227th meeting deferred following products of M/s Getz Pharma, Karachi for 

reason as per mentioned in last column. 

 

Name of Drug & Composition Pack Demanded 

MRP 

 

Date of 

application, 

Diary No. & 

Form 

Decision 

Arcox 90mg Tablet 

Each film coated tablet contains:- 

Etoricoxib ………….90mg 

(Cox -2 inhibitor) 

14’s Rs.870.00 01-08-2009 

1499 

Form-5-D 

Rs.15000/- 

Registration Board 

deferred till 

decision of 

Appellate Board 

on these strengths. 

 

Arcox 120mg Tablet 

Each film coated tablet contains:- 

Etoricoxib …………….120mg 

(Cox -2 inhibitor) 

7’s Rs.585.00 01-08-2009 

1500 

Form-5-D 

Rs.15000/- 

-do- 
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Now firm has deposited remaining fee Rs.35,000/- for each product for the purpose and requested for 

grant of registration as both drugs are approved by EMA.  

Decision: Registration Board deferred applications of Etoricoxib 90mg and 120mg till decision of 

Drugs Appellate Board. 

c. Kaizen Pharmaceuticals (Pvt.) Ltd, Karachi 

Following products of M/s Kaizen Pharmaceuticals (Pvt.) Ltd, Karachi was deferred in 237th meeting 

for review the case after submission of balance fee, GMP of source, COA and stability data by the Expert 

Committee of Registration Board. 

 

Now the firm has requisite information as under:- 

i) Duloxetine Pellets will be purchased from M/s Vision Pharma, Islamabad 

ii) GMP Certificate of M/s Vision Pharma, Islamabad (Valid till 10.10.2013) 

iii) Certificate of Analysis 

iv) Accelerated stability data of 06 months. 

 

Decision: Registration Board approved registration of Dulox 60mg and 30mg Capsules. However, 

the Board advised the firm to provide valid GMP certificate of M/s Vision Pharma, Islamabad 

(pellet manufacturer) and authorized its Chairman to approve issuance of registration letter. 

    

d. M/s Akhai Pharmaceuticals (Pvt.) Ltd, Baluchistan. 

Name of Drug & Composition Pack Demanded 

MRP 

 

Date of 

application, 

Diary No. & 

Form 

Decision 

Dulox 60 Capsule  

Each capsule contains: 

Duloxetine as hydrochloride enteric coated 

pellets………..…..60 mg 

(Anti depressant) 

10’s 

14’s 

20’s 

As per PRC 28-01-2013 

Dy.No.62 

Form-5 

Rs.20,000/- 

The Sub-

Committed 

decided to review 

the cases after 

submission of 

balance fee, GMP 

of source, COA 

and stability data 

Dulox 30mg Capsule  

Each capsule contains: 

Duloxetine as hydrochloride enteric coated 

pellets…………....30 mg 

(Anti depressant) 

10’s 

14’s 

20’s 

As per PRC 28-01-2013 

Dy.No.63 

Form-5 

Rs.20,000/- 

-do- 
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Registration Board in 224th meeting deferred following drugs of M/s Akhai Pharmaceuticals, 

Baluchistan for expert opinion. Now firm has submitted that above formulation are already 

registered for different manufacturer, as per details mentioned in last column. Firm has also 

deposited remaining fee @ Rs.12,000/- for each product.   

S. No. Name of Drug & Composition Pack size &  

Demanded 

MRP 

  

Decision of 

Regn Board 

Remarks 

1 Ginetic Tablet 

Each tablet contains:- 

Itopride as HCL ………….50mg 

(Gastroprokinetic agent) 

10’s 

As per PRC 

Deferred for 

expert opinion 

Gaspride Tablet, 

Reg. No.038127, 

M/s Shazoo, 

Lahore. 

 

Toprid Tablet, 

Reg. No.038076, 

M/s Everest 

Pharma, 

Islamabad.  

2 Myoton 50mg Tablet 

Each tablet contains:- 

Eperison as HCl ……….50mg 

(Drug for Myotonic symptoms) 

20’s 

30’s 

As per PRC 

-Do- Myonal Tablet, 

Reg. No.010644,  

M/s Hilton 

Pharma, Karachi 

 

 Smur Tablet, Reg. 

No.048630, M/s 

Barrett Hodgson, 

Karachi  

3 Tegas 6mg Tablet 

Each tablet contains:- 

Tegaserod Hydrogen 

Maleate………………..6mg 

(Receptor partial agonist) 

30’s 

As per PRC 

-Do- Serrod Tablet, 

Reg. No.046978, 

M/s Pulse Pharma, 

Lahore. 

 

 Uni Serod Tablet, 

Reg. No.036541, 

M/s T.G Pharma, 

Karachi  

4 Mycosept 500mg Tablet 

Each tablet contains:- 

Mycophenolate Mofetil…500mg 

(Immunosuppressant: IMPDH Inhibitor) 

10’s 

20’s 

50’s 

As per PRC 

-Do- Imuxgen Tablet, 

Reg. No.041126, 

M/s Ferozeson 

Labs, Nowshera. 

 

 Mygraf Tablet, 

Reg. No.039575 

M/s Platinum 

Pharma, Karachi  

5 Corel 3.125mg Tablet 

Each tablet contains:- 

10’s 

20’s 

-Do- Vadil Tablet, Reg. 

No.039481, M/s 
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Carvedilol ………….3.125mg 

(Anti hypertensive) 

30’s 

As per PRC 

Tabros Pharma, 

Karachi 

Delaware Tablet, 

Reg. No.055009 

M/s Efroze 

Chemical, Karachi  

 

6 Serocin Capsule 

Each capsule contains:- 

Cycloserine …………250mg 

(Antibacterial, Antimycobacterial) 

30’s 

50’s 

As per PRC 

-Do- Closerin Capsule, 

Reg. No.031336 

M/s Century  

Pharma, Karachi. 

 

  Cyclosen , Reg. 

No.035272, M/s 

Schazoo Zaka, 

Lahore  

7 Zyzol 600mg Tablet 

Each tablet contains:- 

Linezolid ………..….600mg 

(Oxazolidinones) 

12’s 

As per PRC 

Approved 

subject to panel 

inspection by RB 

for  GMP 

evaluation 

  

Panel 

(Dr.Amanullah, 

FID, ADC) 

recommended 

DML for renewal 

but PSI not 

conducted. 

8 Zyzol 400mg Tablet 

Each tablet contains:- 

Linezolid ……….….400mg 

(Oxazolidinones) 

12’s 

As per PRC 

-Do- -Do- 

9 Apify 10mg Tablet 

Each tablet contains:- 

Aripiprazole …….…..10mg 

(Anti Psychotic) 

10’s 

20’s 

30’s 

100’s 

As per PRC 

-Do- -Do- 

10 Apify 15mg Tablet 

Each tablet contains:- 

Aripiprazole ……..15mg 

(Anti Psychotic) 

10’s 

20’s 

30’s 

100’s 

As per PRC 

-Do- -Do- 

11 Apify 20mg Tablet 

Each tablet contains:- 

Aripiprazole ……..20mg 

(Anti Psychotic) 

10’s 

20’s 

30’s 

100’s 

As per PRC 

-Do- -Do- 

12 Apify 30mg Tablet 

Each tablet contains:- 

Aripiprazole ……..30mg 

(Anti Psychotic) 

10’s 

20’s 

30’s 

100’s 

As per PRC 

-Do- -Do- 

13 Zelax 5mg Tablet 

Each tablet contains:- 

Escitalopram as Oxalate…...5mg 

14’s 

28’s 

As per PRC 

-Do- -Do- 
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Decision: Registration Board decided as follows: 

 Products at S.No. 1and 5 approved, being me too formulations. 

 Products at S.No.2, 4 and 6 deferred for confirmation of manufacturing facility. 

 Product at S.No.3 rejected as Tegaserod has already been withdrawn internationally due to 

safety concerns. 

 Products at S.No.7-16: These products were approved subject to panel inspection by 

Registration Board for GMP evaluation. Dr.Khalid Khan emphasized on conduction of 

inspection but Dr.Amanullah deliberated that he has inspected M/s Akhai Pharmaceuticals, 

Hub three times during last two years and found the manufacturing facility as GMP 

compliant. Keeping in view recommendation of Director, DTL, Quetta, Registration Board 

approved these products for registration. 

 

f. Getz Pharma, Karachi  

Registration Board in 237th meeting deferred following products for review of formulation by 

experts. The firm submitted that same formulations are already registered for M/s R.G. Pharma, Karachi 

in 236th meeting after all requirements. The firm requested that their case may be considered on same 

lines.   

Iroinject Injection 500mg/10ml 

Each 10ml of solution for Injection contains: 

Iron……………….500mg 

(as Ferric Carboxymaltose) 

(Haematinic) 

10ml x 5 

vials 
Rs.9500/- 

Iroinject Injection 100mg/2ml 

Each 2ml of solution for Injection contains: 

10ml x 5 

vials 
Rs.2000/- 

(Anti depressant) 

14 Zelax 10mg Tablet 

Each tablet contains:- 

Escitalopram as Oxalate....10mg 

(Anti depressant) 

14’s 

28’s 

As per PRC 

-Do- -Do- 

15 Zelax 20mg Tablet 

Each tablet contains:- 

Escitalopram as Oxalate ….20mg 

(Anti depressant) 

14’s 

28’s 

As per PRC 

-Do- -Do- 

16 Xyzine 5mg Tablet 

Each tablet contains:- 

Levocitirizine as Dihydrochloride……5mg 

(Anti histamine) 

10’s 

As per PRC 

-Do- -Do- 
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Iron…………….100mg 

(as Ferric Carboxymaltose) 

(Haematinic) 

 

Decision: Registration Board approved above products for registration. 

g. Cases of registration of Nalbuphine and Tramadol. 

  Registration Board in its 236th meeting held on 20th November, 2012 had decided that 

since Nalbuphine and Tramadol are not controlled drugs as per INCB regulation. So the Board will not 

consider these cases in light of controlled drug guidelines. However to avoid misuse potential, their 

procurement and manufacturing record shall be strictly maintained and submitted in quadruplicate under 

Rule 30 (6) of Drugs (Licensing, Registering and Advertising) Rules, 1976 to the E&M (Evaluation of 

Monitoring) Department of DRAP. 

  In light of above decision for registration of Nalbuphine and Tramadol containing 

products of various manufacturers was pending for decision. Following firms deposit the remaining fee 

(Rs.12000/- each product) as per revised schedule for fees. Details are as under:- 

 

 

S. No. Name of 

manufacturer(s) 

Name of Drug & Composition Pack 

size 

Demanded 

MRP 

Decision 

1.  M/s Pharmatec 

Pakistan, Karachi 

Tramad Injection 

Each 2ml ampoule contains:- 

Tramadol HCl ……..100mg 

(Opiate Analogue) 

 

5x2ml Rs.202.38 218th RB 
Approved 

subject to 

confirmation 

of facility for 

Narcotic / 

Psychotropic 

/ Controlled 

drugs policy 

2.  -do- Tramad 50mg Capsule  

Each capsule contains:- 

Tramadol HCl…..…50mg 

(Opiate Analogue) 

 

10’s Rs. 105.00 213th RB 
Approval is 

subject to the 

fulfillment of 

all conditions 

of Narcotic/ 

Psychotropic 

policy. 

3.  -do- Nilpain 10mg Injection 

Each ampoule (1ml) contains: 

10’s Rs. 490.00 

(4.9/ Vial) 
213th RB 
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Nalbuphine…….10mg 

(Narcotic agonist) 

 

 -do- 

4.  -do- Nilpain 20mg Injection 

Each ampoule (1ml) contains: 

Nalbuphine…….20mg 

(Narcotic agonist) 

 

10’s Rs. 650.00 

(6.5/ Vial) 

 

213th RB 

 

-do- 

5.  M/s Maple Pharma, 

Karachi 

Para Trama Tablet 

Each bi layered tablet contains:- 

Paracetamol ……………..325mg 

Tramadol HCl ………….37.5mg 

(Analgesic) 

10’s 

20’s 

As per 

SRO 
227th RB 
Deferred for 

segregated 

area 

6.  M/s Akhai 

Pharmaceuticals, 

Baluchistan 

Campex-P Tablet  

Each tablet contains:- 

Tramadol (as HCl)…..…37.5mg 

Paracetamol …………....325mg 

(Pain Management) 

 

10’s As per 

PRC 
213th RB 
Deferred for 

fulfillment of 

Narcotic 

Policy 

7.  -do- Campex SR 100mg Tablet  

Each tablet contains:- 

Tramadol (as HCl)…..…100mg 

 (Narcotic Analgesic) 

 

10’s 

50’s 

As per 

PRC 

-Do- 

8.  M/s AsianContinental, 

Karachi 

Nalphine 10mg Injection 

Each ml contains:- 

Nalbuphine HCl …….10mg 

(Analgesic) 

 

5’s Rs.300.00 218th RB 
Approved 

subject to 

confirmation 

of facility 

and 

fulfillment of 

Narcotic / 

Psychotropic 

/ controlled 

drugs policy.  

 

9.  -do- Nalphine 20mg Injection 

Each ml contains:- 

Nalbuphine HCl …….20mg 

(Analgesic) 

5’s Rs.550.00 218th RB 
Approved 

subject to 

confirmation 

of facility 

and 

fulfillment of 

Narcotic / 

Psychotropic 

/ controlled 

drugs policy.  

  

10.  M/s Searle, Karachi Tramax Tablet  

Each tablet contains: 

Paracetamol …………….325 mg 

20’s Rs.320/- Rejected as 

firm does not 

have 
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Decision: keeping in view decision of 236th meeting of Registration Board, products at S.No.1-9 

were approved by the Board. However, the Board did not consider product at S.No.10 as it is 

already rejected and appropriate forum was Drugs Appelate Board.  

h.  Pliva Pakistan (Pvt.) Ltd, Baluchistan 

Registration Board in its 238th meeting deferred following product of M/s Pliva Pakistan, Baluchistan 

for reason as per mentioned in last column. 

Name of Drug & Composition Pack Demanded 

MRP 

Decision 

Pliva-K Injection 

Each ml contains:- 

Menadione Sodium 

Bisulphite………10mg 

Vitamin K derivative)  

 

1mlx10’s 

 

Rs.55.00 

 

Deferred for submission of 

analysis method of finished 

product 

 

Now firm has submitted the revised validated method of analysis for above product.  

Decision: Registration Board approved Pliva-K Injection for registration. 

i. M/s S.J& G Fazul Ellahie (Pvt.) Ltd, Karachi 

 

Registration Board in its 237th meeting approved following products of M/s S.J& G Fazul Ellahie 

(Pvt.) Ltd, Karachi for registration subject to reason as mentioned in last column   

Name of Drug & Composition Pack Demanded 

MRP 

Decision 

Artedoxine Junior Tablet 

Each Co-Blister contains:- 

3 Tablets:  Each tablet contains:-  

Sulfadoxine USP……...500mg  

Pyrimethamine ……..…25mg 

 

6 Tablets: Each tablet contains:-  

Artesunate I.P …….50mg 

(Anti malarial) 

8’s Rs.175.00 Request of the firm was 

approved subject to revision 

of demanded pack size as 

per WHO recommendation 

and submission of 

differential fee by the firm.   
 

Artedoxine Tablet 

Each Co-Blister contains:- 

3 Tablets:  Each tablet contains: -  

Sulfadoxine USP……...500mg  

9’s Rs.200.00 -do- 

Tramadol HCl ………….37.5 mg 

(NSAID) 

manufacturin

g facility 
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Pyrimethamine ……..…25mg 

 

6 Tablets: Each tablet contains:-  

Artesunate I.P …….….100mg 

(Anti malarial) 

 

 Later on, firm furnished the details as under:- 

 Copy of pharmaguide one line page showing the names of companies manufacturing same 

formulations alongwith pack sizes  

 Documents regarding pack size of above mentioned products as per WHO recommendations  

 Differential fee @ Rs.12,000/-  for each product  

 

As per submitted documents, proposed formulation is included in the WHO Guidelines for the 

treatment of Malaria and therefore can be considered safe and effective. Furthermore, the pack sizes / 

presentation of these co-blister are in accordance with the preferred product presentations as listed in the 

WHO Global Malaria Programmes Good Procurement in practices for artemisinin based antimalarial 

medicines. 

Decision: Registration Board approved Artedoxine Junior Tablet and Artedoxine Tablet for 

registration. 

j. M/s Maple Pharmaceuticals, Karachi 

The Registration Board in its 237th meeting approved following registration of  

M/s Maple Pharmaceuticals, Karachi subject to reason as mentioned in last column. 

Name of Drug & Composition Pack Demanded 

MRP 

Decision 

Artiking Tablets   

Each co-package 02 film coated tablets 

contains:- 

Tablet: Mefloquine HCl…….250mg 

 

Tablet: Artesunate …………100mg 

(Anti malarial) 

2x6’s Rs.500.00 Request of the firm was 

approved subject to revision of 

demanded pack size as per 

WHO recommendation and 

submission of differential fee 

by the firm.   

 

 Firm has now furnished the details as under:- 

 Documents regarding pack size of above mentioned products as per WHO recommendations 

 Differential fee @ Rs.12,000/-  for each product. 

 

As per submitted documents, proposed formulation is included in the WHO Guidelines for the 

treatment of Malaria and therefore can be considered safe and effective. Furthermore, the pack sizes / 
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presentation of these co-blister are in accordance with the preferred product presentations as listed in the 

WHO Global Malaria Programmes Good Procurement in practices for artemisinin based antimalarial 

medicines. Morover the correct formulation is as under:- 

Name of Drug & Composition 

Artiking Tablets   

Each co-blister contains:- 

01 film coated tablet, each containg 

Mefloquine HCl…….250mg 

 

01 film coated tablet, each containg 

Artesunate …………100mg 

(Anti malarial) 

 

Decision: Registration Board approved Artiking Tablet (with above correct formulation) for 

registration. 

k. M/s Noa Hemis Pharmaceuticals, Karachi 

The Registration Board in its 237th meeting approved following registrations in favour of M/s 

Noa Hemis Pharmaceuticals, Karachi subject to revision of demanded pack size as per WHO 

recommendation and submission of differential fee. 

 

Name of Drug & Composition Pack Demanded 

MRP 

Decision 

Arteka Tablet 

Each tablet contains:- 

Sulfadoxine …………….500mg 

Pyrimethamine…………...25mg 

 

Each tablet contains:- 

Artesunate ……………100mg   

(Anti Malarial) 

3’s 

 

 

 

 

6’s 

10% less 

than the 

brand leader 

Request of the firm was 

approved subject to revision 

of demanded pack size as per 

WHO recommendation and 

submission of differential fee 

by the firm.   

 

 

 Firm has now furnished the details as under:- 

 Web sites of WHO regarding pack size of above mentioned product as per WHO 

recommendations  

 Detail of differential fee @ Rs.12,000/-  for the purpose 

 

 It is submitted that the proposed formulation is included in the WHO Guidelines for the treatment 

of Malaria and therefore can be considered safe and effective. Furthermore, the pack sizes / presentation 
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of these co-blister ACT’s may be granted in accordance with the preferred product presentations as listed 

in the WHO Global Malaria Programmes Good Procurement in practices for artemisinin based 

antimalarial medicines. Morover the correct formulation is as under:- 

Name of Drug & Composition 

Arteka Tablet 

Each co-blister contains:- 

3 tablets, each containg 

Sulfadoxine …………….500mg 

Pyrimethamine…………...25mg 

 

3 tablets, each containg 

Artesunate ……………100mg   

(Anti Malarial) 

 

Decision: Registration Board approved Arteka Tablet (with above correct formulation) for 

registration. 

l. FAAS Pharmaceuticals (Pvt.) Ltd, Karachi 

Following products of M/s FAAS Pharmaceuticals, Karachi was deferred for review the case after 

submission of balance fee, GMP of source, COA and stability data by the Expert Committee of 

Registration Board in its 237th meeting. 

Name of Drug & Composition Pack size  Demanded MRP 

Esfine Capsule 20mg 

Each hard Gelatin capsule contains:- 

Esomeprazole (22%)  

Pellets …………20mg 

(Pellets Source: M/s Titin Laboratories Pvt. Ltd, At E-27/1, E-

27/2, M.I.D.C, Mahad Village JITE, Raigad Dist. Raigad 

Maharashtra, India) 

As per SRO As per SRO 

Esfine 40mgCapsule 

Each hard Gelatin capsule contains:- 

Esomeprazole (22%)  

Pellets …………40mg 

 

(Pellets Source: M/s Titin Laboratories Pvt. Ltd, At E-27/1, E-

27/2, M.I.D.C, Mahad Village JITE, Raigad Dist. Raigad 

Maharashtra, India) 

As per SRO As per SRO 

 

Now the firm has furnished the required information as under:- 

 Fee Rs.50,000/- and Remaining fee Rs.50,000/- for each product for the purpose  

 GMP Certificate, Certificate of analysis and Stability Study data of proposed Pellets 

source i.e M/s Titin Laboratories Pvt. Ltd, At E-27/1, E-27/2, M.I.D.C, Mahad Village 

JITE, Raigad Dist. Raigad Maharashtra, India  
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Decision: Registration Board approved Esfine Capsule 20mg and Esfine Capsule 40mg for 

registration with manufacturer of pellet as M/s Titin Laboratories Pvt. Ltd, At E-27/1, E-27/2, 

M.I.D.C, Mahad Village JITE, Raigad Dist. Raigad Maharashtra, India.   

m. M/s Getz Pharma, Karachi 

Registration Board in 215th meeting deferred registration of following drugs of M/s Getz  Pharma, 

Karachi reason mentioned in last column. 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Decision 

1 Ndopa SR Capsules 30mg 

Each sustained release capsule 

contains:- 

Domperidone as sustained release 

pellets equivalent to  

Domperidone BP ………..100mg 

(Anti emetic and Gastroprokinetic 

properties) 

 

10’s Rs.210.00 Deferred for review 

committee & 

clarification of 

strength whether 30 

or 100 mg. 

 

Now the firm has submitted that the above formulation is already registered for  

M/s NovaMed Pharma, Lahore under the brand name “Dom-Retard Tablets 30mg”  

Reg. No.059454 containing Domperidone as sustained release pellets equivalent to Domperidone BP 

...30mg.  Firm has also clarified that Domperidone sustained release pellets of 30% w/w equivalent to 

30mg Domperidone. 

Decision: Registration Board referred following formulation of M/s Getz Pharma, Karachi for 

consideration of review committee.  

Ndopa SR Capsules 30mg 

Each sustained release capsule contains:- 

Domperidone as sustained release pellets equivalent to 

Domperidone BP ………..30mg 

Registration Board also referred formulation of M/s NovaMed Pharma, Lahore Dom-Retard 

Tablets 30mg,  Reg. No.059454 containing Domperidone as sustained release pellets equivalent to 

Domperidone BP ...30mg for review by this committee. 

n. Nexus Pharma, Karachi 

Registration Board in its 236th meeting approved following products (on fast track basis) of M/s 

Nexus Pharma, Karachi  subject to the conditions as per mentioned in last column. 
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Firm has provided required information as per follows:- 

 For Nex Ibu Suspension, firm has stated that Dexibuprofen is a me-too drug in Pakistan and 

already available / registered in Pakistan. Instant product and other products have same 

clinical indications. Hence submitted clinical data is in-line with other brands. 

 For Osen Tablet, firm furnished inspection report dated 17-10-2009 conduct by concerned 

F.I.D, DRAP, Karachi confirmed availability of atomic absorption spectrometer in Q.C Labs, 

of M/s Nexus Pharma, Karachi. 

 

Case was submitted to Chairman, Registration Board for decision, who referred the case for consideration 

of Registration Board, please. 

Decision: Registration Board approved Nex Ibu Suspension for registration. Moreover, the Board 

constituted panel comprising of Director, DTL, Karachi, DDG (E&M), DRAP Karachi and area 

FID to inspect M/s Nexus Pharma, Karachi for confirmation of manufacturing and quality control 

facilities for Osen tablets.   

Case No: 15 Change of contract manufacturer 

Name of Drug & Composition Pack Demanded 

MRP 

 

Remarks / 

Decision 

Nex Ibu 100mg/5ml Suspension 

Each 5ml contains: 

Dexibuprofen  ………100 mg 

(Anti inflammatory) 

 

As per PRC As per PRC Approved subject 

to submission of 

clinical data of 

Dexibuprofen 

 

Osen tablet  

Each tablet contains: 

Ossien Mineral Complex 830mg 

corresponding to:- 

Calcium…………..177.6 mg 

Phosphorus ………..82.2 mg 

Residual Mineral Salts..24.9mg 

Collagen…………..224.0 mg 

Other proteins………66.4 mg 

Trace Elements…….F1,Mg, Fe, 

 Zn, Cu, Ni 

* Corresponding to approximate 440mg of 

Hydroxyapatite 

(Calcium Salt Supplement) 

 

As per PRC As per PRC Approved subject 

to confirmation of 

atomic absorption 

spectrometer 
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  Following products of M/s Excell Health Care Laboratories (Pvt.) Ltd, Karachi were 

registered for bulk import from M/s ACTAVIS UK Ltd, United Kingdom and local repacking at M/s Elko 

Organization, Karachi. 

S. No. Name of product(s) Reg. No. 

1. Cyclogest Pessaries 200mg 

(Progesterone Pessaries) 

033181 

2. Cyclogest Pessaries 400mg 

(Progesterone Pessaries) 

033182 

 

Now the firm has requested for change of contract manufacturer for above mentioned 

product (bulk import and local repacking) from M/s Elko Organization, Karachi to M/s Apex 

Pharmaceuticals (Pvt.) Ltd, D-21-A1, S.I.T.E, Super Highway, Karachi. Firm has deposited fee @ Rs.10, 

0000/- for each product along with Form 5 (incomplete) for the purpose. 

Decision: The firm has submitted complete Form 5. The Board deliberated that reapacking is the 

part of manufacturing and in this case final quality control release will be granted by local 

manufacturer, which will be /s M/s Apex Pharmaceuticals (Pvt.) Ltd, D-21-A1, S.I.T.E, Super 

Highway, Karachi. Thus Board constituted a panel comprising of Director DTL, Peshawar, 

Director CDL Karachi and area FID to inspect the premesis for confirmation of repacking and 

quality control facilities of the firm. The Board also advised the panel to confirm that status of 

imported products whether in pessaries, blister etc. Registration Board will decide the case in light 

of report of the panel.  

Case No: 16 Correction in pack and MRP. 

 

 The Registration Board in its 237th meeting approved following registration in favor of M/s 

Pharmatec Pakistan, Karachi and accordingly registration letter was issued on 03.04.2013 as per detail 

mentioned below. Now the firm has pointed out that pack size has been wrongly mentioned in registration 

letter. Existing and proposed details are as under:-- 

S. 

No. 

Existing Name, Composition, Pack 

& MRP 

Reg. No. Proposed Name, Composition, Pack 

& MRP 

1 Choltec Injection 

Each ml ampoule contains:- 

Cholecalciferol (Vit.D3) …5mg 

(Manufacturer’s Specification) 

 

Pack Size :                 1mlx5’s 

075816 Choltec Injection 

Each ml ampoule contains:- 

Cholecalciferol (Vit.D3) …5mg 

(Manufacturer’s Specification) 

 

Pack Size :                 1mlx1’s 
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MRP        :                  Rs.230.00 MRP        :                  Rs.110.00 

 

Pack Size :                 1mlx5’s 

MRP        :                  Rs.467.00 
 

 

 Firm has submitted that on 21st March, 2013 Pricing Section has issue a letter stated that 

Pricing Committee in its 19th meeting has revised the price of Vitamin D3 (Cholecalciferol) 

5mg/ml Injection  as under and requested for correction in MRP as approved by pricing 

committee.  

Product Name Revised Price & Pack  

Vitamin D3 5mg/ml Injection 

Each ml contains:- 

Cholecalciferol …………5mg 

 

MRP    Rs.110.00      Pack size        1mlx1’s 

MRP    Rs.467.00       Pack size        1mlx5’s 

 

 

 Firm has requested that correction in the registration letter as per price revised by the 

Pricing Committee.  

Decision: Registration Board approved the proposed packs subject to views of Directorate  

of Cost & pricing. 

Case No:17.   De-Registration of registered drugs. 

 M/s Sami Pharma, Karachi has requested for de-registration of following registered drug, as firm 

is not interested in the product. Firm has also submitted an undertaking that no case is pending in court of 

law or any forum or Board. 

Reg. No. Name of drug(s) 

073699 D-Dash Injection 

Each ml contains:- 

Cholecalciferol ….5mg 

 

 

Decision: Request of firm was acceded to by the Board. 

Case No:18. Grant of Registration for Export Purpose - Contract Manufacturing. 

  Following firms have requested for registration of drug for export purpose only, on 

basis of contract manufacturing. 
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S. 

No. 

Contract giver Contract 

manufacturer 

Name of drug(s) & Composition Date of application, 

Diary No. & Form  

1.  M/s Getz Pharma, 

Karachi  

 

M/s Opal Labs, 

Karachi 

Allerget Syrup 5mg / 5ml 

Each 5ml contains:- 

Loratdine USP …………….5mg 

 

28-11-2013 

601 

Form-5 

Rs.20,000/- 

2.  -do- -do- Lilac Syrup 67g/100ml 

Each 5ml contains:- 

Lactulose USP ...............3.35g 

28-11-2013 

600 

Form-5 

Rs.20,000/- 

 

 

Decision: Registration Board approved contract manufacturing of above drugs exclusively for 

export purpose for 05 years. 

Case No: 19 Correction in registration letter / Minutes. 

a) M/s Sanofi-Aventis Pakistan Ltd, Karachi 

Registration Board in its 237th meeting approved registration of Plavix 300mg Tablet for M/s Sanofi-

Aventis Pakistan Ltd, Karachi for bulk import in blisters from Sanofi Winthrop Industrie,1 rue de la 

vierge, Ambares & Lagrave, F-33565 Carbon Blanc cedex, France and repacked locally at M/s Sanofi 

Aventis, Karachi vide registration No. 075977. Now the firm has pointed out that they may grant shelf life 

of 03 years instead 02 years as approved by USFDA. Same has been reflacted in COPP issued by 

USFDA.  

Decision: As USFDA has approved 36 months shelf life on the basis of realtime stability data, thus 

Registration Board approved same shelf life for Plavix 300mg Tablet.   

b) M/s FAAS Pharmaceuticals (Pvt.) Ltd, Karachi 

The Expert Committee of Registration Board in its 237th meeting held on 8th March, 2013 granted 

following registrations in favour of M/s FAAS Pharmaceuticals (Pvt.) Ltd, Karachi and accordingly 

registration letter was issued. Now the firm has pointed out some typographical mistakes in the 

registration letter. Details are as under:-  

  

S. No. 

Existing Name & Composition Reg. No. Correct name & Composition 

 

i) Montifaas 5mg Tablet  

Each film coated tablet contains:- 

Montelukast Sodium…...5mg 

(Manufacturer’s Specification) 

 

073840 Montifaas 5mg Tablet  

Each chewable tablet contains:- 

Montelukast Sodium…...5mg 

(Manufacturer’s Specification) 
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Firm further stated that by mistake both chewable and film coated has been mentioned in Form-5 

requested to correct the specification from film coated tablet to chewable tablet. Firm has provided 

relevant documents alongwith fee @ Rs.5000/- for the propose correction. 

Decision: Request of the firm for correction as chewable tablet approved by Registration Board. 

c) M/s Medisure Labs, Karachi. 

Registration Board in its 238th meeting considered following products of M/s Medisure Labs, 

Karachi and decision is recorded as mentioned in last column. But actually No-Cramp Injection was 

referred to review committee and Transacid injection was approved but mistakenly typed as referred to 

review committee. Submitted for correction of decision for Transacid injection.  

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form  

Decison 

1 No-Cramp Injection 

Each 4ml ampoule contains: 

Phloroglucinol…40 mg 

Trimethylglucinol..0.04 mg 

(Anti Spasmodic agent) 

As per 

PRC 

As per PRC 25-09-2012 

1608 

Form-5 

Rs.20,000/- 

Referred to 

review 

committe 

2 Transacid injection 

Each 5ml contains: 

Tranexamic Acid....250 mg 

(Antihemophilic agnet) 

 

5x5ml  

Ampoule 

As per PRC 31-07-2012 

1383 

Form-5 

Rs.8000/- 

Rs.12,000/- 

12-10-2012 

-Do- 

 

Decision: Registration Board approved Transacid injection for registration while referred No-

Cramp Injection (Phloroglucinol) to review committee. 

   Case No:20.  Extension in Contract Manufacturing Permission. 

Registration Board in its 238th meeting had considered following cases for extension in contract 

manufacturing permissions of M/s Meezab International, Karachi and deferred till submission of data 

about grant of registration, transfer to contract manufacturing, subsequent renewal and copy of DSL.  

Now firm has furnished requisite documents and remaining fee @ Rs.8000/- for each drug. 

S. 

No. 

Applicant Contract 

manufacturer 

Reg. No. Name of drug(s) & Composition  Date of 

application

, Diary No. 

& Form 

Category 

1.  M/s Meezab 

Intr. Kar. 

M/s 

Farmaceutics 

021906 Diclovat 75mg Injection 

Each 3ml contains: 

15-04-2013 

Dy.No.188 

Import to 

local 
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Intl. Karachi Diclofenac Sodium..75mg Form-05 

Rs.42,000/

Rs.8000/- 

dated  

27-8-2013 

contract 

2.  -do- -do- 015730 Labentrol 250mg Tablet 

Each film coated tablet contains: 

Ciprofloxacin HCl eq. to 

Ciprofloxacin…250 mg 

15-04-2013 

Dy.No.187 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

3.  -do- -do- 021907 Diclovat 50mg Tablet 

Each enteric coated  tablet contains: 

Diclofenac sodium ..50 mg 

15-04-2013 

Dy.No.186 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

4.  -do- -do- 014638 Lomadryl 150mg Tablet 

Each tablet contains: 

Ranitidine HCl eq. to 

Ranitidine…….150 mg 

15-04-2013 

Dy.No.185 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

5.  -do- -do- 021905 Alenstran 10mg Tablet 

Each tablet contains: 

Cetirizine dihydrochloride.10 mg 

 

15-04-2013 

Dy.No.184 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

6.  -do- -do- 021908 Tradolint 100mg Injection 

Each 2ml ampoule contains: 

Tramadol HCl….100 mg 

15-04-2013 

Dy.No.183 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

7.  -do- -do- 021904 Lomadryl 50mg Injection 

Each 2ml ampoule contains: 

Ranitidine HCl eq. to 

Ranitidine…………50 mg 

15-04-2013 

Dy.No.182 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

8.  -do- -do- 014671 Labentrol 500mg Tablet 

Each film coated tablet contains: 

Ciprofloxacin HCl eq. to 

Ciprofloxacin…..500 mg 

15-04-2013 

Dy.No.181 

Form-05 

Rs.42,000/ 

Import to 

local 

contract 
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Rs.8000/- 

dated  

27-8-2013 

9.  M/s Meezab 

Intr. Kar. 

M/s 

Farmaceutics 

Intl. Karachi 

014675 Molelant 1gm Injection 

Each vial contains: 

Cefotaxime Sodium eq. to 

Cefotaxime………1 gm 

15-04-2013 

Dy.No.178 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

10.  -do- -do- 021903 Molelant 250mg Injection 

Each vial contains: 

Cefotaxime Sodium eq. to 

Cefotaxime………250mg 

15-04-2013 

Dy.No.179 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

11.  -do- -do- 014672 Labentrol 750mg Tablet 

Each tablet contains: 

Ciprofloxacin HCl eq. to 

Ciprofloxacin……750mg 

15-04-2013 

Dy.No.180 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

12.  -do- -do- 014639 Alenbit 400mg Tablet 

Each tablet contains: 

Norfloxacin …….400 mg 

15-04-2013 

Dy.No.175 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

13.  -do- -do- 023694 Katinol 250mg Capsule 

Each capsule contains: 

Cefaclor………250 mg 

15-04-2013 

Dy.No.176 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

14.  -do- -do- 014677 Molelant 500mg Injection 

Each vial contains: 

Cefotaxime Sodium eq. to 

Cefotaxime………500mg 

15-04-2013 

Dy.No.177 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

27-8-2013 

Import to 

local 

contract 

15.  -do- -do- 021909 Tradolint 50mg Capsule 

Each capsule contains: 

Tramadol HCl……50 mg 

15-04-2013 

Dy.No.189 

Form-05 

Rs.42,000/ 

Rs.8000/- 

dated  

Import to 

local 

contract 
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27-8-2013 

 

16.  -do- -do- 014637 Lamadryl 300mg Tablet 

Each tablet contains: 

Ranitidine HCl…..300mg 

15-04-2013 

Dy.No.190 

Form-05 

Rs.42,000 

dated  

27-8-2013 

 

Import to 

local 

contract 

17.  -do- -do- 021902 Suprin Suspension 

Each 5ml contains: 

Cefixime……….100 mg 

15-04-2013 

Dy.No.191 

Form-05 

Rs.42,000 

dated  

27-8-2013 

 

Import to 

local 

contract 

18.  -do- -do- 021901 Bifin 10mg Injection 

Each vial contains: 

Nalbuphine HCl………10 mg 

15-04-2013 

Dy.No.192 

Form-05 

Rs.42,000 

dated  

27-8-2013 

 

Import to 

local 

contract 

 

Decision: Registration Board extended contract manufacturing permission of above products till 

30.06.2015, as it falls under contract manufacturing policy. 

Case No:21.  Products Approved by Registration Board in 238th Meeting subject to Evaluation of   

Dossiers. 

a. M/S GABA Pharmaceuticals Laboratories, Karachi. 

 

Registration Board in its 238th meeting approved following registrations of M/s Gaba 

Pharmaceuticals Laboratories, Karachi subject to review of registration dossiers. Details are as under:- 

S.No.s Name of drug(s) & 

Composition 

Proposed 

Pack size 

Proposed  

Price 

Date of 

application,  

Diary No. 

Form  

& Fee 

Decision 

1.  Geomex 100mg/5ml 

Suspension 

Each 5ml contains:  

Cefixime ..………...100 mg 

(Cephalosporin)  

30ml Rs.233/- 04-8-2009 

1597 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

 

Approved. 

However the 

Registration 

Board advised 

the 

Registration 

sections to 

again review 
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the 

Registration 

Dossiers 

before 

issuance of 

Registration 

letters. 

 

2.  Lasef 125mg/5ml Suspension 

Each 5ml contains: 

Cephradine……..…..125 mg 

(Cephalosporin) 

 

60ml Rs.65/- 04-8-2009 

1598 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

3.  Droxil 250mg/5ml Suspension 

Each 5ml contains: 

Cefadroxil ……..…250 mm 

(Cephalosporin) 

 

60ml Rs.227.66/

- 

04-8-2009 

1584 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

4.  Geolexin 125mg/5ml 

Suspension 

Each 5ml contains: 

Cephalexin ……..….125 mg 

 

60ml Rs.53.49/- 04-8-2009 

1603 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

5.  Lasef 250mg/5ml Suspension   

Each 5ml contains: 

Cephradine………....250 mg 

(Cephalosporin)     

   

60ml Rs.125/- 04-8-2009 

1599 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

6.  Droxil 125mg/5ml Suspension 

Each 5ml contains: 

Cefadroxil …………125 gm 

(Cephalosporin) 

 

60ml Rs.140.56/

- 

04-8-2009 

1600 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

7.  Geolexin 250mg/5ml 

Suspension 

Each 5ml contains: 

Cephalexin ………...250 mg 

(Cephalosporin) 

        

60ml Rs.89.02/- 04-8-2009 

1602 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

8.  Geomex DS 200mg/5ml 

Suspension 

Each 5ml contains: 

Cefixime ……….….200 mg 

(Cephalosporin) 

 

30ml Rs.350/- 04-8-2009 

1601 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

9.  Geolexin 250mg Capsule 12’s Rs.88.53/- 04-8-2009 Approved. 
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Each capsule contains: 

Cephalexin ……….250 mg 

(Cephalosporin) 

1595 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

However the 

Registration 

Board advised 

the 

Registration 

sections to 

again review 

the 

Registration 

Dossiers 

before 

issuance of 

Registration 

letters. 

 

10.  Lasef 250mg Capsule 

Each capsule contains: 

Cephradine………...250 mg 

(Cephalosporin) 

12’s Rs.92.08/- 04-8-2009 

1604 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

11.  Geolexin 500mg Capsule 

Each capsule contains: 

Cephalexin …….…500 mg 

(Cephalosporin)   

  

12’s Rs.173.13/

- 

04-8-2009 

1596 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

12.  Droxil 500mg Capsule  

Each capsule contains: 

Cefadroxil …………500 mg 

(Cephalosporin) 

12’s Rs.312.37/

- 

04-8-2009 

1583 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

13.  Lasef 500mg Capsule 

Each capsule contains: 

Cephradine…….…..500 mg 

(Cephalosporin) 

10’s Rs.150/- 04-8-2009 

1593 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

14.  Droxil 1gm Capsule  

Each capsule contains: 

Cefadroxil ………..…1 gm 

(Cephalosporin) 

10’s Rs.489.63/

- 

04-8-2009 

1594 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 

15.  Geomex 400mg Capsule 

Each capsule contains: 

Cefixime …………..400 mg 

(Cephalosporin)  

5’s Rs.512/- 04-8-2009 

1582 

From -5  

Rs.8000/- 

26.04.2013 

Rs.12000/- 

-Do- 
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 Accordingly registration applications were scrutinized and following shortcomings were 

conveyed to the firm. 

 Covering letter duly signed by authorized person 

 Copies of challans 

 Signature of Incharge Production & Quality Control on relevant pages 

 USP / BP / reference pharmacopoeia for finished drugs 

 Page numbering 

 Equipment list for cephalosporin capsule and dry suspension 

 Equipment list for quality control 

 Last inspection report. 

 

 Now firm has rectified shortcomings and submitted revised registration dossiers / documents.  

Decision: As firm has rectified shortcomings in registration dossiers, thus Registration Board 

approved above products of M/s GABA Pharmaceuticals, Karachi for registration. 

b. Medisure Laboratories, Karachi. 

 

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form  

Decison 

1 Transacid Injection 

Each 5ml contains: 

Tranexamic Acid…500 mg 

(Antihemophilic Agent) 

5x5ml  

Ampoule  

As per PRC 31-07-2012 

1384 

Form-5 

Rs.8000/- 

Rs.12,000/- 

12-10-2012 

Approved. 

However the 

Registration 

Board 

advised the 

Registration 

sections to 

again review 

the 

Registration 

Dossiers 

before 

issuance of 

Registration 

letters. 

 

2 Balamide Injection 

Each ml contains: 

Mecobalamin……500 mcg 

(Vitamins and peripheral 

Neuropathies) 

 

10x1ml As per PRS 30-11-2011 

Dy.No.399 

Form-5 

Rs.8000/- 

Rs.12,000/- 

12-10-2012 

-Do- 

3 Chewron Injection 5’s As per SRO 30-11-2011 -Do- 
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Each 5ml contains: 

Iron sucrose as elemental 

iron……………..100 mg 

(Parenteral iron preparation) 

Ampoule Dy.No.401 

Form-5 

Rs.8000/- 

Rs.12,000/- 

12-10-2012 

 

Shortcomings were communicated to the firm which has now been rectified. Submitted for consideration 

of Registration Board. 

Decision: As firm has rectified shortcomings in registration dossiers, thus Registration Board 

approved above products of M/s Medisure Pharmaceuticals, Karachi for registration. 

Case No:22.  M/s Martin Dow Pharmaceuticals Ltd, Karachi 

Registration Board in its 240th meeting approved following products of M/s Martin Dow 

Pharmaceuticals, Karachi with advise for new brand name. 

Now firm has informed that the brand name “Neo Fansidar” has already been registered to them 

for same formulation in different dosage form i.e. capsules & sachet and is line extension of already 

granted products. Firm has requested to grant them same brand name.   

Decision: Registration Board upheld its previous decision and advised firm to change brand 

names of same formulation in capsules & sachet dosage forms, as active ingredients are altogether 

different from each other and to avoid prescription error at retail level. 

 

 

 

 

 

Name of Drug & Composition Pack Demanded 

MRP 

 

Date of application, 

Diary No. & Form 

Neo Fansidar 15mg/120mg/5ml Powder for 

Oral Suspension 

Each 5ml contains: 

Dihydroartemisinin…………...15 mg 

Piperaquine as phosphate……120 mg 

 

30ml 

40ml 

60ml 

80ml 

Rs.150/- 

Rs.200/- 

Rs.300/- 

Rs.400/- 

12-10-2012 

1628 

Form-5 

Rs.20,000/- 
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Registration-III. 

Case No:23. Grant of registration for export purpose- contract manufacturing. 

M/s Paramount Pharmaceuticals, Islamabad have applied for Contract Manufacturing of following of 

their products from M/s Caraway Pharmaceuticals, Rawat for export purpose only. M/s Caraway have 

both approved section for General Injections and Cephalosporin Injection. 

S. No Name of the 

Firm. 

Brand Name / Label Claim Demanded 

Pack Size 
Demanded 

Price 

Date of Submission 

 

1.  Paramount 
Pharmaceuticals 

Islamabad 

Contract 

manufacturing 

by M/s 

Caraway 
Pharmaceutical 

Rawat  
FOR EXPORT 

ONLY 

Ketomount 30mg Injection 

Each 1ml ampoule contains:- 

Ketorolac Tromethamine 

USP……………30mg 

(Phenyl Acetic Acid Anti-Rheumatic) 

1x5’s of 

3ml 

10x5’s of 

3ml 

As Per SRO 11-09-2013 

Dy.No.1966 

Fee Rs.20,000 

2.  -do- Diclomount 75mg Injection 

Each 3ml ampoule contains:- 

Diclofenac Sodium BP…..75gm 

(Phenyl Acetic Acid Anti-Rheumatic) 
 

1x5’s 

10x5’s 

As Per SRO 11-09-2013 

Dy.No.1969 

Fee Rs.20,000 

3.  -do- Cefamount 1gm Injection 

Each vial contains:- 

Ceftriaxone Sodium USP eq. to 

Ceftriaxone………….1gm 

(Anti-Infectives) 
 

As Per 

SRO 

As Per SRO 11-09-2013 

Dy.No.1965 

Fee Rs.20,000 

4.  -do- Paracef 1gm Injection 

Each vial contains:- 

Cefotaxime Sodium USP  

eq. to Cefotaxime………..1gm 

(Anti-Infectives) 
 

As Per 

SRO 

As Per SRO 11-09-2013 

Dy.No.1967 

Fee Rs.20,000 

5.  -do- Paracef 500mg Injection 

Each vial contains:- 

Cefotaxime Sodium USP  

eq. to Cefotaxime………..500mg 

(Anti-Infectives) 
 

As Per 

SRO 

As Per SRO 11-09-2013 

Dy.No.1968 

Fee Rs.20,000 

6.  -do- Cefamount 500mg Injection 

Each vial contains:- 

Ceftriaxone Sodium USP eq. to 

Ceftriaxone ……….500mg 

(Anti-Infectives) 

As Per 

SRO 

As Per SRO 11-09-2013 

Dy.No.1970 

Fee Rs.20,000 
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Subject: Registration Board approved the registration of above products on the basis of contract 

manufacturing from M/s Caraway for the export purpose only till 30.06.2015. 

 

Case No.24. Transfer of registration from import to local manufacturing. 

M/s Rotexmedica Pakistan (Pvt) Ltd, have applied for transfer of their following registrations from import 

to local at their own site. They have approval for the section of general tablets and Capsule general. 

S. 

No 

Name of the 

Firm. 

Reg. No. Brand Name / Label Claim Pack Size Price Date of 

Submission 

recently 

1. M/s 
Rotexmedica 

Pakistan (Pvt) 

Ltd, 

Islamabad. 

 

066071 Geneplex 1mg Tablets 

Each tablet contains:- 

Anastrozole………..1mg 

(Rotexmedica’s Specs.) 

((Non Steroidal (General) Aromatase 

Inhibitors) 

 

28’s Rs.5600.00 10-09-2013 

Dy.No.1939 

Fee 

Rs.50,000/= 

 

2. -do- 063981 Finastir 5mg Tablets 

Each film coated tablet contains:- 

Finasteride…………5mg 

(USP Specs.) 

(Non Steroidal (General) Ant 

Androgen (BPH) Benign Prostatic 

Hyperplasia) 

 

14’s Rs.490.00 10-09-2013 

Dy.No.1940 

Fee 

Rs.50,000/= 

3. -do- 072024 Acnogen 10mg Capsules 
Each capsule contains:- 

Isotretinoin  ……….….. 10mg 

( USP Specs.) 

(Anti-Acne) 

 

5’s 

10’s 

Rs.182.00 

Rs.365.00 

10-09-2013 

Dy.No.1941 

Fee 

Rs.20,000/= 

4. -do- 072025 Acnogen 20mg Capsules 

Each capsule contains:- 

Isotretinoin  ………….. 20mg 

( USP Specs.) 

(Anti-Acne) 

 

30’s Rs.1850.00 10-09-2013 

Dy.No.1942 

Fee 

Rs.20,000/= 

5. -do- 072026 Alpha-Plus 0.25mcg Capsules 

Each capsule contains:- 

Alfacalcidol ………….. 0.25mcg 

( Rotexmedica’s Specs.) 

(Vitamin D Analogue) 

 

10’s Rs.70.00 10-09-2013 

Dy.No.1938 

Fee 

Rs.20,000/= 

6. -do- 072027 Alpha-Plus 1mcg Capsules 

Each capsule contains:- 

Alfacalcidol ……………. 1mcg 

( Rotexmedica’s  Specs.) 

10’s 

20’s 

Rs.200.00 

Rs.380.00 

10-09-2013 

Dy.No.1936 

Fee 

Rs.20,000/= 
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(Vitamin D Analogue) 

 

Decision:-Registration Board was apprised that these products were initially registered for import 

in favor of M/s Rotexmedica Pakistan (Pvt) Ltd for import from M/s GenePharm SA, Greece. Then 

manufacturer of product wrote a letter addressed to Chairman, Registration Board terminating 

agreement with M/s Rotexmedica Pakistan (Pvt) Ltd. Meanwhile M/s Umer Pharma, Peshawar has 

applied for transfer of registration of above products in their name. Later on, M/s Rotexmedica 

Pakistan (Pvt) Ltd applied for transfer of these registrations to their own manufacturing facility. 

The Board after discussion decided to defer this case till next meeting for detailed deliberations, as 

representative of M/o Law, Justice & HR was not present in the meeting for leagal opinion.  

 

Case No.25. Transfer of registration from import to local contract manufacturing. 

M/s Haji Medicine Co., Rawalpindi, have applied for grant of permission for local manufacturing of their 

following registered imported drugs at M/s Rotexmedica on contract basis. They have been granted 

approval for the section of general tablets and Capsule General. 

S. 

No 

Name of the 

Firm. 

Reg. No. Brand Name / Label Claim Pack Size Price Date of 

Submission 

recently 

1. M/s Haji 

Medicine Co, 

Rawalpindi 

062201 Zymoplex 10mg Tablets 

Each tablet contains:- 

Famoxifen (as Citrate)…….10mg 

(USP Specs.) 

(Non Steroidal (General) Aromatase 

Inhibitors) 

 

30’s Rs.300.00 22-07-2013 

Dy.No.1821 

Fee 

Rs.50,000/= 

2. -do- 062202 Zymoplex 20mg Tablets 

Each tablet contains:- 

Famoxifen (as Citrate)…….20mg 

(USP Specs.) 

(Non Steroidal (General) Aromatase 

Inhibitors) 

 

30’s Rs.600.00 22-07-2013 

Dy.No.1822 

Fee 

Rs.50,000/= 

3. -do- 062203 Bicamide 50mg Tablets 

Each film coated tablet contains:- 

Bicalutamide……….50mg 

(USP Specs.) 

(Non Steroidal (General) Anti-

Androgen (BPH) Benign Prostatic 

Hyperplasia) 

 

28’s Rs.3094.00 06-06-2013 

Dy.No.1665 

Fee 

Rs.50,000/= 

4. -do- 062204 Bicamide 150mg Tablets 

Each film coated tablet contains:- 

Bicalutamide……….150mg 

(USP Specs.) 

(Non Steroidal (General) Anti-

28’s Rs.7224.00 22-07-2013 

Dy.No.1824 

Fee 

Rs.50,000/= 
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Androgen (BPH) Benign Prostatic 

Hyperplasia) 

 

5. -do- 062205 Femaplex 2.5mg Tablets 

Each tablet contains:- 

Letrozole……..….2.5mg 

(USP Specs.) 

(Non Steroidal (General) Aromatase 

Inhibitor) 

 

30’s Rs.6000.00 06-06-2013 

Dy.No.3541-

R&I 

Fee 

Rs.50,000/= 

 

6. -do- 069518 Elbat 250mg Tablets 

Each tablet contains:- 

Flutamide…….…..250mg 

(Manufacturer’s Specs.) 

(Non Steroidal (General) (BPH) 

Benign Prostatic Hyperplasia) 

60’s Rs.3000.00 22-07-2013 

Dy.No.1940 

Fee 

Rs.50,000/= 

 

Decision:-Registration Board was apprised that these products were initially registered for import 

in favor of M/s Haji Medicine Co., Rawalpindi for import from M/s GenePharm SA, Greece. Then 

manufacturer of product wrote a letter addressed to Chairman, Registration Board terminating 

agreement with M/s Rotexmedica Pakistan (Pvt) Ltd. Meanwhile M/s Umer Pharma, Peshawar has 

applied for transfer of registration of above products in their name. Later on, M/s Rotexmedica 

Pakistan (Pvt) Ltd applied for contract manufacturing of these drugs from M/s Rotexmedica 

Pakistan (Pvt) Ltd. The Board after discussion decided to defer this case till next meeting for 

detailed deliberations, as representative of M/o Law, Justice & HR was not present in the meeting 

for legal opinion. 

 

Case No.26.  

The Registration Board in its 238th meeting deferred the following products firm M/s Benson 

Pharmaceuticals Islamabad for the reasons mentioned in the last column as below:- 

SNo Name of the 

Firm. 

Brand Name / Label Claim Deman

ded 

Pack 

Size 

Deman

ded 

Price 

Date of 

Submission 

 

Previous 

Decision 

of 238th 

meeting 

1. M/s Benson 
Pharmaceuticals 

Islamabad 

 

 

Malfree Tablets 

Each tablet contains:- 

Arthemether ….…… 40mg 

Lumefantrine …….. 240mg 

(Antimalaria) 

 

4’s As Per 

SRO 

25-05-2010 

Fee 

Rs.20,000/= 

 

CRF OK 

Received on 

16-05-2013 

Deferred for 

rectification of 

following: 

1. The Form-5 is 

not singed by the 

applicant. 

2. Dissolution 

and hardness tests 

for tablet dosage 

form are missing 

in finished 

product 
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specification. 

3. Methylene 

Chloride should 

be replaced with 

some other 

suitable film 

coated material. 

4. Latest 

Inspection 

Report. 

 

2. -do- Benmether Tablets 

Each tablet contains:- 

Arthemether ……… 80mg 

Lumefantrine …….. 480mg 

(Antimalaria) 

 As Per 

SRO 

25-05-2010 

Fee 

Rs.20,000/= 

-do- 

 

The firm has now submitted the rectified the above deficiencies as per decision of by the Drug 

Registration Board in its 238th meeting.  

Decision:- Registration Board approved above registrations with one brand name as per firm,s 

choice. 

Case No.27. The Registration Board in its 215th & 218th meeting deferred the following products of M/s 

Rotexmedica Pakistan (Pvt) Ltd, Islamabad, for the reasons mentioned in the last column as below:- 

S. 

No. 

Name of  

Firms 

Name of rugs /label Claim Demanded 

Pack size 

Demanded 

Price 
Date of 

application 

& Fee. 

Previous 

Decision 

of 215th & 

218th 

meeting 

1. M/s. Rotex 

Medica, 

Islamabad. 

(M-215) 

Volpan 100mg tablets 

Each tablet contains:- 

Tramadol……100mg 

(Narcotic Analgesic) 

 

1x10’s As Per 

SRO 

23-12-2008 

Rs.8000/= 

+ 

Rs.12,000 

Deferred for 

the next 

meeting for 

detailed 

discussion 

alongwith all 

already 

deferred cases 

in different 

meetings. 

 

2. M/s. Rotex 

Medica, 

Islamabad. 

(M-218) 

Volpan 50mg Capsules 

Each capsule contains:- 

Tramadol HCl BP……50mg 

(Non Narcotic Analgesic) 

 

1x10’s As Per 

SRO 

23-12-2008 

Rs.8000/= 

+ 

Rs.12,000 

-do- 

 

The firm has clarified that Tramadol HCl does not fall under narcotic / psychotropic drug category. They 

have therefore requested for issuance of registration above products in their name. 
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Decision:- Registration Board approved above registrations.  

 

Case No.28.  The Registration Board in its 238th meeting deferred the following products of M/s Wilson’s  

Pharmaceuticals Islamabad, for the reasons mentioned in the last column as below:- 

S. 

No. 

Name of  

Firms 

Name of rugs /label Claim Demande

d Pack 

size 

Demanded 

Price 
Date of 

application 

Previous 

Decision. 

1. M/s Wilson’s 

Pharmaceuticals 

Islamabad 

 

 

Co-Card Tablets 

Each tablet contains:- 

Olmesartan Medoxomil..20mg 

Hydrochlorothiazide...12.5mg 

(Antihypertensive (Angiotensin 

II Receptor Antagonist)  

 

10’s As Per 

SRO 

10-05-2010 

Form-5-D + 

Fee 

Rs.20,000/= 

 

 

Deferred for 

rectification of 

following: 

1. Methylene 

Chloride 

should be 

replaced with 

some other 

suitable film 

coated 

material. 

2. The quantity 

of Titanium 

Dioxide 

should be 

justified with 

reference to 

the FDA 

approved 

limits. 

3. Hardness 

test in the 

finished 

product 

specification is 

absent. 

4. Submission 

of application 

dossier on 

Form-5 (as the 

formulation is 

me-too at 

present). 

 

2. -do- Co-Card Tablets 

Each tablet contains:- 

Olmesartan Medoxomil..40mg 

Hydrochlorothiazide....12.5mg 

(Antihypertensive (Angiotensin 

II Receptor Antagonist)  

 

10’s As Per 

SRO 

10-05-2010 

Form-5-D + 

Fee 

Rs.20,000/= 

-Do- 

3. -do- Co-Card Tablets 

Each tablet contains:- 

Olmesartan 

10’s As Per 

SRO 

10-05-2010 

Form-5-D + 

Fee 

Deferred for  

rectification of 

following: 
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Medoxomil…………..40mg 

Hydrochlorothiazide .. 25mg 

(Antihypertensive (Angiotensin 

II Receptor Antagonist)  

 

Rs.20,000/= 1. Methylene 

Chloride 

should be 

replaced with 

some other 

suitable film 

coated 

material. 

2. The quantity 

of Titanium 

Dioxide 

should be 

justified with 

reference to 

the FDA 

approved 

limits. 

3. Hardness 

test in the 

finished 

product 

specification is 

absent. 

4. submission 

of application 

dossier on 

Form-5 (as 

formulation is 

me-too at 

present). 

 

Now the firm has rectified / addressed all the above deficiencies and submitted complete documents in 

this regard. 

Decision:- Registration Board approved above registrations 

 

Case No.29.  M/s Scotmann Pharmaceuticals, Islamabad have requested for exclusion of de-ionized water 

for re-constitution purpose of their following two products:- 

S. 

No. 

Reg. No. Name of Product 

1. 028213 Amity Oral Dry Powder Suspension 

Each 5ml contains:- 

Ciprofloxacin HCl eq. to 

Ciprofloxacin………..125mg 

 

2. 028214 Amity Oral Dry Powder Suspension 

Each 5ml contains:- 

Ciprofloxacin HCl eq. to 

Ciprofloxacin………..250mg 
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Provision of water for reconstitution is not mandatory as per law but it affects quality of product. In 

Pakistan, the quality of potable were is not good which further wherever in the rural areas. The inclusions 

of the document of good quality, for the deliberations are required on the issue. 

Decision:- Registration Board rejected the request of the firm for exclusion of purified water as 

diluent from the pack of Amity Oral Dry Powder Suspension 125 mg & 250 mg, as firm previously 

got this permission on the ground that good quality water is not available in rural areas of the 

country. It is a good step and must be continued for best interest of patient. 

 

Case No.30. The Registration Board in its 238th meeting deferred the following products of M/s 

Crystolite Pharmaceuticals, Rawat for the reasons mentioned in the last column as below:- 

S. 

No. 

Name of  

Firms 

Name of rugs /label Claim Demanded 

Pack size 

Demande

d Price 
Date of 

application 

Previous 

Decision. 

1. M/s Crystolite 
Pharmaceuticals 

Rawat. 

 

Pyrotin 1.5% Lotion 

Each ml contains:- 

Ciclopirox Olamine……15mg 

(1.5% w/v) 

(Tpical Anti-Dandruff) 

 

60ml As Per 

SRO 

13-06-2013 

Dy.No.1735 

Fee 

Rs.20,000 

Deferred for 

confirmation 

of dosage form 

as already 

registered 

dosage form is 

Liquid. 

 

2. -do- Pyrotin-S Lotion 

Each ml contains:- 

Ciclopirox Olamine….15mg  

(1.5% w/v) 

Salicylic Acid..30mg (3% w/v) 

(Topical Anti-Dandruff) 

 

60ml As Per 

SRO 

13-06-2013 

Dy.No.1712 

Fee 

Rs.20,000 

-do- 

3. -do- Hairit 5% Lotion 

Each gram contains:- 

Minoxidil……50mg (5% w/w) 

(Topical Hair Growth 

Promotor) 

 

60ml As Per 

SRO 

13-06-2013 

Dy.No.1713 

Fee 

Rs.20,000 

-do- 

 

4. -do- Hairit 2% Lotion 

Each gram contains:- 

Minoxidil……20mg (2% w/w) 

(Topical Hair Growth 

Promotor) 

60ml As Per 

SRO 

13-06-2013 

Dy.No.1714 

Fee 

Rs.20,000 

-do- 

 

 

Now, the firm has submitted the above formulations Sl.No.1 & 2 in Liquid dosage form and Sl.No.3 & 4 

in Solution dosage form. They have deposited the full fee Rs.20,000/= with new dossiers on Form-5 for 



 
 

  139 

each product. The firm has therefore, requested for grant of registration of above formulation in said 

dosage form. 

Decision:-  Registration Board approved registration of above products. 

Case No.31. The Registration Board in its 236th meeting deferred the following products of M/s Global 

Pharmaceuticals (Pvt) Ltd, Islamabad. 

S. 

No. 

Name of  

Firms 

Name of drugs /label Claim Demande

d Pack 

size 

Demand

ed Price 

Date of 

application 

Previous 

Decision. 

1. M/s Global 

Pharmaceutica

ls (Pvt) Ltd, 

Islamabad. 

Dlanz 30mg Capsules 

Each capsule contains:- 

Dexlansoprazole …. 30mg 

(Proton Pump Inhibitor) 

 

30’s As Per 

SRO 

 

19-11-2012 

Rs.150,000 

Deferred 

for expert 

opinion and 

submission 

of following 

:- 

1. Remaining 

Fee of 

Rs.1,50,000/- 

2. GPM 

certificate of 

source. 

3. COA 

certificate of 

Analysis 

4. Stability 

studies. 

 

2. -do- Dlanz 60mg Capsules 

Each capsule contains:- 

Dexlansoprazole ……. 60mg 

(Proton Pump Inhibitor) 

 

30’s As Per 

SRO 

 

19-11-2012 

Rs.150,000 

-do- 

3. -do- Zaprin SR 15mg Capsules 

Each capsule contains:- 

Cyclobenzaprine 

Hydrochloride (USP) eq. to 

Cyclobenzaprine 

…………………..… 15mg 

(Skeletal Muscle Relaxant) 

 

60’s As Per 

SRO 

 

 

19-11-2012 

Rs.60,000 

Deferred 

for 

submission 

of 

following:- 

1. 

Submission 

of 

comparative 

dissolution 

profile with 

established 

brand locally 

or 

internationall
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y (in case of 

new drug / 

new dosage 

form / new 

combination)

. This data 

will be 

supported by 

relevant 

documents 

including 

purchase of 

raw material, 

Certificate of 

Analysis, 

testing 

protocols, 

SOPs, 

analytical 

data and 

finished 

sample. 

2. Remaining 

Fee of Rs. 

2,40,000/- 

3. GPM 

certificate of 

source. 

4. COA 

certificate of 

Analysis 

5. Stability 

studies. 

 

Now the firm has requested for grant of registration of above products. They have deposited the balance fee at Sl. 

No.1 & 2 Rs.150,000/= to make a total of Rs.3,00,000/= for each drug and Sl.No.3 deposited  fee Rs.240,000/=, 

GPM certificate of source, COA certificate of Analysis & Stability studies. 

Decision:- Registration Board deferred above products for opinion of following experts,  being new 

drug formulations. 

 Gen(R) Dr.Tasawr, Foundation Medical College, Rawalpindi. 

 Brig(R) M.H.Najmi. 

 Prof.Dr.Irfan Khan, BBH, Rawalpindi.  

 

Case No.32.  The Registration Board in its 225th & 229th meeting deferred the following products of M/s 

Glitz Pharma, Islamabad. 

S. 

No. 

Name and Composition of Product Pack size Demanded 

Price 

Previous Decision 

(M-225 & 229) 
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1.  Lecetam 250mg Tablets 

Each tablet contains:- 

Levetriacetam …….. 250mg 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

(M-225) 

2.  Lecetam 500mg Tablets 

Each tablet contains:- 

Levetriacetam …….. 500mg 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

3.  Glitapine 25mg Tablets 

Each tablet contains:- 

Quetiapine Fumarate eq. to 

Quetiapine …………. 25mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

4.  Glitapine 100mg Tablets 

Each tablet contains:- 

Quetiapine Fumarate eq. to 

Quetiapine …………. 100mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

5.  Glitapine 200mg Tablets 

Each tablet contains:- 

Quetiapine Fumarate eq. to 

Quetiapine …………. 200mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

6.  Glitapine 300mg Tablets 

Each tablet contains:- 

Quetiapine Fumarate eq. to 

Quetiapine …………. 300mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

7.  Oxipine 150mg Tablets 

Each tablet contains:- 

Oxcarbazepine …….. 150mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

8.  Oxipine 300mg Tablets 

Each tablet contains:- 

Oxcarbazepine …….. 300mg 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

9.  Glitifox 50mg Capsules 

Each capsule contains:- 

Etifoxine hydrochloride …. 50mg 

 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

10.  Tramacet Tablets 

Each tablet contains:- 

Tramadol HCl ……… 37.5mg 

Acetaminophen ……... 325mg 

( Centrally Acting Synthetic Analgesic) 

1x10’s 

2x10’s 

3x10’s 

5x10’s 

10x10’s 

As Per SRO Deferred 

 

(M-229) 
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20x10’s 

50x10’s 

11.  Mirtazin 15mg Tablets 

Each film coated tablet contains:- 

Mirtazapine ……….. 15mg 

(USP Specs.) 

(Tetracyclic Antidepressant) 

1x10’s 

2x10’s 

3x10’s 

10x10’s 

20x10’s 

50x10’s 

As Per SRO Deferred 

12.  Mirtazin 30mg Tablets 

Each film coated tablet contains:- 

Mirtazapine ………. 30mg 

(USP Spec’s.) (Tetracyclic 

Antidepressant) 

 

1x10’s 

2x10’s 

3x10’s 

10x10’s 

20x10’s 

50x10’s 

As Per SRO Deferred 

13.  Mirtazin 45mg Tablets 

Each film coated tablet contains:- 

Mirtazapine ………. 45mg 

(USP Spec’s.) (Tetracyclic 

Antidepressant) 

 

1x10’s 

2x10’s 

3x10’s 

10x10’s 

20x10’s 

50x10’s 

As Per SRO Deferred 

 

Now the firm has requested for grant of registration of above products. They have deposited the balance 

fee Rs.12,000/= to make a total of Rs.20,000/= for each drug. 

Decision:-  Registration Board approved registration of above products. 

 

Case No: 33.  Extension, export contract and change of manufacturer. 

a.  Extension 

S. 

No. 

Name of 

Applicant 

Name of 

Manufacturer 

Reg. 

No. 

Name of Drug with 

Composition 

Date & 

Diary # & 

Fee 

Price & 

Pack Size 

Category 

1.  M/s Leads 

Pharma 

(Pvt) Ltd., 

Islamabad. 

M/s Mass 

Pharma (Pvt.) 

Ltd., Lahore 

036302 Cytamic 500mcg Injection 

Each ml contains:- 

Mecobalamin……..500mcg 

19-08-2013 

Dy.No.5290 

Fee 

Rs.50,000/= 

 

Rs.460.00/ 

10mlx1’s 

General 

2.  M/s 

Breeze 

Pharma 

(Pvt) Ltd., 

Islamabad. 

M/s Aims 

Pharmaceuticals 

Islamabad. 

062355 Oralevo 250mg Tablets 

Each tablet contains:- 

Levofloxacin (as 

hemihydrate)……..250mg 

(Aims’s Specs.) 

 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.250.00/ 

1x10’s 

General 

3.  -do- -do- 062356 Oralevo 500mg Tablets 

Each tablet contains:- 

Levofloxacin (as 

hemihydrate)……..500mg 

(Aims’s Specs.) 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.416.00/ 

1x10’s 

General 
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4.  -do- -do- 062357 Cipset 250mg Tablets 

Each tablet contains:- 

Ciprofloxacin (as 

HCl)…………..250mg 

(USP Specs.) 

 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.130.00/ 

1x10’s 

General 

5.  -do- -do- 062358 Cipset 500mg Tablets 

Each tablet contains:- 

Ciprofloxacin (as 

HCl)…………..500mg 

(USP Specs.) 

 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.215.00/ 

1x10’s 

General 

6.  -do- -do- 062368 Zolcer 20mg Capsules 

Each capsule contains:- 

Omeprazole 

(Pellets)….20mg 

(USP Specs.) 

 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.144.00/ 

2x7’s 

General 

7.  -do- -do- 062360 Montbreez 10mg Tablets 

Each tablet contains:- 

Montelukast as 

Sodium…………..10mg 

(Aim’s Specs.) 

 

Dy. No.387 

Fee 

Rs.42,000/= 

 General 

8.  -do- -do- 062365 Pyrin Tablets 

Each tablet contains:- 

Piroxicam Beta 

Cyclodextrin eq. to 

Piroxicam………20mg 

(Aim’s Specs.) 

 

Dy. No.387 

Fee 

Rs.42,000/= 

 General 

9.  M/s 

Breeze 

Pharma 

(Pvt) Ltd., 

Islamabad. 

M/s Global 

Pharmaceuticals 

(Pvt) Ltd., 

Islamabad. 

060203 Sporzon 250mg Injection 

IV 

Each vial contains:- 

Ceftriaxone as 

Sodium................250mg 

(USP Specs.) 

 

Dy. No.388 

Fee 

Rs.42,000/= 

 General 

10.  -do- -do- 060204 Sporzon 500mg Injection 

IV 

Each vial contains:- 

Ceftriaxone as 

Sodium…………..500mg 

(USP Specs.) 

 

Dy. No.388 

Fee 

Rs.42,000/= 

 General 

11.  M/s 

Breeze 

Pharma 

(Pvt) Ltd., 

Islamabad. 

M/s Florance 

Pharma, 

Islamabad. 

060216 Sporzim Dry Suspension 

Each 5ml containbs:- 

Cefixime (as 

Trihydrate)………..100mg 

(USP Specs.) 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.180.00/ 

30ml 

General 
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12.  -do- -do- 060217 Sporzim Capsules 

Each capsule containbs:- 

Cefixime (as Trihydrate 

compacted)………..400mg 

(USP Specs.) 

 

Dy.No.1928 

Fee 

Rs.50,000/= 

Rs.325.00/ 

1x5’s 

General 

 

Decision: Registration Board deferred products products at S.No. 1-8, as these are not in line with 

contract manufacturing policy. Products at S.No.9-12 extended till 30.06.2015 as per policy. 

b.  TRANSFER OF MANUFACTURER. 

S. 

No. 

Name of 

Applicant 

Name of 

Manufacturer 

Reg. 

No. 

Name of 

Drug with 

Composition 

Date & 

Diary # & 

Fee 

Price & 

Pack Size 

Category 

13.  M/s 

Vision 

Pharma, 

Islamabad. 

M/s Global 

Pharmaceuticals 

Islamabad 

033761 Inflanil Forte 

Tablets 

Each tablet 

contains:- 

Mefenamic 

Acid 

….500mg 

(BP Specs.) 

(NSAID) 

21-05-2013 

Dy.No.1575 

Fee 

Rs.50,000/= 

Rs.133.00/ 

10x10’s 

 

 

Decision: Registration Board deferred above product, as it is not in line with contract 

manufacturing policy. 

 

c.  EXPORT CONTRACT. 

 

S. 

No. 

Name of 

Applicant 

Name of 

Manufacturer 

Name of Drug with 

Composition 

Price & 

Proposed 

Pack 

Size  

Date & 

Diary # & 

Fee 

14.  M/s Paramount 

Pharmaceuticals, 

Islamabad. 

Export Toll 

M/s Caraway 

Pharmaceuticals, 

Rawat. 

Export Toll 

Para-Tax 250mg 

Injection 

Each vial contains:- 

Cefotaxime Sodium 

USP…………..250mg 

(Anti-Infectives / 

Cephalosporin) 

 

As Per 

SRO 

 

1’s 

Vial 

20-02-2013 

Dy.No.1161 

Fee 

Rs.20,000/= 

15.  -do- -do- Para-Tax 500mg 

Injection 

Each vial contains:- 

Cefotaxime Sodium 

As Per 

SRO 

 

1’s 

20-02-2013 

Dy.No.1162 

Fee 

Rs.20,000/= 
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USP…………..500mg 

(Anti-Infectives / 

Cephalosporin) 

 

vial 

16.  -do- -do- Para-Tax 1000mg 

Injection 

Each vial contains:- 

Cefotaxime Sodium 

USP…………..1000mg 

(Anti-Infectives / 

Cephalosporin) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1160 

Fee 

Rs.20,000/= 

17.  -do- -do- Parmin 500mcg Injection 

Each ampoule (1ml) 

contains:- 

Mecobalamin…….500ug 

(Co-enzyme type 

Vitamin B12) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1159 

Fee 

Rs.20,000/= 

18.  -do- -do- Para-Rose Injection 

Each ampoule (5ml) 

contains:- 

Iron Sucrose 

USP…100mg 

(Haematinic) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1163 

Fee 

Rs.20,000/= 

19.  -do- -do- Parapime 500mg 

Injection 

Each vial contains:- 

Cefipime 

HCl………500mg 

(Anti-

infectives/Cephalosporin) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1155 

Fee 

Rs.20,000/= 

20.  -do- -do- Parapime 1gm Injection 

Each vial contains:- 

Cefipime 

HCl………1gm 

(Anti-

infectives/Cephalosporin) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1158 

Fee 

Rs.20,000/= 

21.  -do- -do- Paratactum 1gm Injection 

Each vial contains:- 

Cefoperazone (as 

Sodium)……….500mg 

Sulbactam (as 

Sodium)………..500mg 

(Cefphalosporin/Beta-

Lactamase Inhibitor) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1154 

Fee 

Rs.20,000/= 

22.  -do- -do- Paratactum 2gm Injection As Per 20-02-2013 
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Each vial contains:- 

Cefoperazone (as 

Sodium)……….1000mg 

Sulbactam (as 

Sodium)………..1000mg 

(Cefphalosporin/Beta-

Lactamase Inhibitor) 

 

SRO 

 

1’s 

vial 

Dy.No.1164 

Fee 

Rs.20,000/= 

23.  -do- -do- Para-On 250mg Injection 

Each vial contains:- 
Ceftriaxone Sodium eq. to 

Ceftriaxone ……….250mg 

(Anti-infectives) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1153 

Fee 

Rs.20,000/= 

24.  -do- -do- Para-On 500mg Injection 

Each vial contains:- 
Ceftriaxone Sodium eq. to 

Ceftriaxone ……….500mg 

(Anti-infectives) 

 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1157 

Fee 

Rs.20,000/= 

25.  -do- -do- Para-On 1gm Injection 

Each vial contains:- 
Ceftriaxone Sodium eq. to 

Ceftriaxone ……….1gm 

(Anti-infectives) 

As Per 

SRO 

 

1’s 

vial 

20-02-2013 

Dy.No.1156 

Fee 

Rs.20,000/= 

 

Decision: Concerned registration section informed that above applications (S.No.14-25) are 

erroneously mentioned as export registrations. These applications are for local sale. 

Registration Board deferred these applications for re-check by registration section.  
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Registration-IV. 

Case No:34. 

The Drug Registration Board in 239th meeting considered the following applications for registration of 

drugs on toll manufacturing basis of M/s. Winbrain Pharmaceuticals, Hattar to be manufactured by M/s. 

Weather Fold Pharmaceuticals, Hattar and were deferred for discussion in forthcoming meeting in light of 

contract manufacturing policy. 

 

 

 

 

 

 

 

 

 

 

It is pointed out that the abovementioned applications were submitted on Fast Track Basis for approval of 

toll manufacturing.  

Decision: Registration Board deferred these applications till notification of contract manufacturing 

policy. 

Case No.35.   M/s. CSH Pharmaceuticals, Peshawar has requested for issuance of certificate of 

registration of the following drugs which were approved in 191-A meeting of Committee in favour of 

M/s. Cardex Pharmaceuticals, Peshawar:- 

S.No Name of 

Manufacturer 

Decision of Registration 

Board 

Remarks Name of Drug (s) with 

composition 
1.  M/s. Cardex 

Pharma, Peshawar 

Approved  Diclodex Tablets 50mg 

Each enteric coated tablet 

contains:- 

Diclofenac Sodium…..50 

mg 

NSAID) 

S.No Name of Drug (s) with composition Decision 

1.  Cefwell 250 mg Injection IM 

Each vial contains:- 

Ceftriaxone Sodium ≡ Ceftriaxone………..250 mg 

(Anti-infective) 

 

Deferred for discussion in 

forthcoming meeting in light 

of contract manufacturing 

policy 

2.  Cefwell 500 mg Injection IM 

Each vial contains:- 

Ceftriaxone Sodium ≡ Ceftriaxone………..500 mg 

(Anti-infective) 

 

-do- 

3.  Cefwell 1 gm Injection IM 

Each vial contains:- 

Ceftriaxone Sodium ≡ Ceftriaxone………..1 gm 

(Anti-infective) 

-do- 
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2.  -do- Approved  Diclodex Tablets 

Each enteric coated tablet 

contains:- 

Diclofenac 

Sodium…..100 mg 

NSAID) 
3.  -do- Approved  Dream Tablets 50mg 

Each tablet contains:- 

Clomiphene 

Citrate……50 mg 

(Antioestrogen) 

 
4.  -do- Approved subject to WHO 

formulation 

Does not conform with 

WHO Formulation. 
Pre-H Tablets 

Each tablet contains:- 

Ethambutol 

HCl…….225 mg 

Rifampicin……………..

120 mg 

Pyrazinamide………..30

0 mg 

Isoniazid………………..

60 mg 

(Anti-TB) 

 
5.  -do- Approved Conforms with WHO 

formulation. 
Pre-H Forte Tablets 

Each tablet contains:- 

Ethambutol 

HCl……….275mg 

Rifampicin……..150 mg 

Pyrazinamide…..400 mg 

Isoniazid……….75 mg 

(Anti-TB) 

 
6.  -do- Approved  Vaginol Tablets 100 mg 

Each tablet contains:- 

Clotrimazole…..100 mg 

(Imidazole Anti fungal) 

 
7.  -do- Approved  Vaginol Tablets 500mg 

Each tablet contains:- 

Clotrimazole…..500 mg 

(Imidazole Anti fungal) 
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8.  -do- a) Rejected being irrational 

combination 

b) The firm filed appeal 

against the decision of 

Registration Board. The 

Appellate Board  

remanded  back the case 

to registration board for 

review of similar 

formulation. Decision of 

Registration Board is not 

available at this juncture. 

 Para-C Tablets 

Each tablet contains:- 

Paracetamol……330 mg 

Vitamin C….200 mg 

(Analgesic/Vitamin C) 

 

9.  -do- Deferred for policy decision 

on Psychotropic and 

Narcotic. 

Withdrawn by the firm.  Zocid Tablets 

Each tablet contains:- 

Pentazocine HCl…25 mg 

(Narcotic 

antagonists/analgesic) 

 
10.  -do- Neither application nor 

approval is traceable in the 

record of minutes of any 

meeting of Registration 

Board. 

Copy of application 

resubmitted,  

No proof of Rs:8000 

previously paid fee, balance 

amount of feeRs:12000/ 

(09.07.2013) submitted,  

Source of the Pellets/GMP, 

COA  & Stability data has 

not been provided uptodate. 

Proton 30mg Capsules 

Each delayed release 

capsule contains:- 

Lansoprazole enteric 

coated pellets 8.5% w/w 

≡ 

Lansoprazole…………..

30 mg 

 

Now M/s. CSH Pharmaceuticals, Peshawar has deposited the balance fee of Rs.12000/- for each 

formulation and requested to transfer the approval of above mentioned drugs from M/s. Cardex 

Pharmaceuticals, Peshawar to M/s. CSH Pharmaceuticals’, Peshawar. It is worth mentioning that M/s. 

Cardex Pharmaceuticals, Peshawar has been converted in CSH after being purchased by the management 

of CSH. The remarks have been mentioned about the drugs in relevant cell of table. 

Decision: Registration Board decided as follows: 

 Products at S.No.1,2,3, 5, 6 and 7 namely Diclodex-50, Diclodex-100, Dream-50, Pre-H 

Forte, Vaginal-100 and Vaginal 500 respectively are approved.  

 Product at S.No 4 rejected, as formulation in not line with WHO approved formulation.  

 Product at S.No.8 Para-C rejected, being ir-rational.  

 Product at S.No.9 Zocid withdrawn by the firm.  

 Product at S.No.10 Proton 30 deferred for submission of fresh application with fee. 

 

Case. No.36 The Drug Registration Board considered the following applications for extension in toll 

manufacturing of M/s. Saaaf Pharmaceuticals, Risalpur. 

056126 M/s. Saaaf M/s. Florance Safiphin 250 mg 29-5-2013 Cephalosporin Extended till 
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Pharmaceuticals, 

Risalpur 

 

Pharma, 

Islamabad 

 

Injection 

Each vial contains:- 

Ceftriaxone Sodium   

≡ Ceftriaxone…….250 

mg 

(USP Specification) 

 

Dy. No.3104 

Form-not 

Rs.42000/- 

Rs.8000/- dated 

28-09-2010 

30-06-2015. 

Firm will 

select either 

IM or IV. 

056127 -do- -do- Safiphin 500mg 

Injection 

Each vial contains:- 

Ceftriaxone Sodium         

≡ Ceftriaxone….500mg 

(USP Specification) 

Dy. No.3104 

Form-not 

Rs.42000/- 

Rs.8000/- dated 

28-09-2010 

Cephalosporin -do- 

056128 -do- -do- Safiphin 1gm Injection 

Each vial contains:- 

Ceftriaxone Sodium  

≡ Ceftriaxone…….1gm 

(USP Specification) 

Dy. No.3104 

Form-not 

Rs.42000/- 

Rs.8000/- dated 

28-09-2010 

Cephalosporin -do- 

 

These drugs were transferred from M/s. Florance Pharmaceuticals, Islamabad to M/s. Astellas 

Pharmaceuticals, Peshawar on 22-06-2011 on file which were approved by Chairman Drug Registration 

Board. Instead of Astellas Pharmaceuticals, Peshawar as manufacturer, the name of Florance 

Pharmaceuticals, was inadvertently typed.  The approval of the M/s. Astellas Pharmaceuticals, Peshawar 

as the relevant manufacturer is required. 

Decision:- Registration Board approved request of the firm for contract manufacturing of above 

products from M/s. Astellas Pharmaceuticals, Peshawar and granted extension till 30.06.2015. The 

firm will select IM or IV for above products. 

Case No. 37.  The Drug Registration Board considered the following applications for extension in toll 

manufacturing of M/s.  Meditech Pharmaceuticals, Peshawar 

1.  056290 M/s. Meditech 

Pharma, 

Peshawar  

Toll 

manufactured 

by M/s. 

Polyfine, 

Peshawar 

Vicodin Dry-Syrup 

125mg 

Each 5 ml contains:- 

Cephradine 

monohydrate  

 ≡ Cephradine 

(anhydrous)…..125 

mg 

 (USP Specification) 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concern 

Deferred as 

does not 

covered in 

contract 

manufacturing 

policy. 

2.  056291 -do- -do- Vicodin 500mg 

Capsules  

Each capsules 

contains:- 

Cephradine 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

Sister 

concern 

-do- 
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monohydrate  

 ≡ Cephradine 

(anhydrous)…..500 

mg 

 (USP Specification) 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

3.  056292 -do- -do- Ziac Dry syrup 

Each 5ml contains:- 

Cefixime trihydrate) 

≡Cefixime.……200 

mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concern 

-do- 

4.  056293 -do- -do- Ziac Capsule  

Each Capsule 

contains:- 

Cefixime trihydrate 

≡ Cefixime……400 

mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concern 

-do- 

5.  056294 -do- -do- Vicodin Dry-Syrup 

250mg 

Each 5 ml contains:- 

Cephradine 

monohydrate  

 ≡ Cephradine 

(anhydrous)…..250 

mg 

(USP Specification) 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concern 

-do- 

 

In 238th meeting most of the cases pertaining to the manufacturing of cephalosporin on toll basis were 

principally approved, it is also the similar sort of case which was previously approved under the sister 

concerned policy. 

Decision: registration Board extended contract manufacturing of above products till 30.06.2015 as 

it covers under contract manufacturing policy. 

Case No: 38.  The Drug Registration Board in 214th meeting approved the following drug of M/s. 

Shaheen Pharmaceuticals, Swat. 

Benzil Plus Tablet 

Each tablet contains:- 

Benazepril …100 mg 

Amlodipine ……5 mg 

 

20’s Rs. 300.00 Approved 

previously 

Tablet Methylene 

chloride has to be 

substituted if the 
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Mistakenly the strength of Benazepril is typed as 100 mg instead of 10 mg. it is submitted that 

this formulation in tablet form is not registered world widely. Only capsule form is registered this 

combination.  

Decision: Registraion Board referred the formulation to review committee for review of 

formuation. The Board also decided that already granted formulations will also be reviewed. 

Case No:39. The Drugs Registration Board in its 228th meeting had deferred the following products of 

M/s. Wnsfeild Pharmaceuticals till the confirmation of section:- 

S.No Name of drugs/composition Pack size Demanded 

MRP 

Remarks 

1 M/s. Wnsfeild  

Pharmaceuticals, Hattar 

Clopine 25mg Tablets 

Each tablet contains:- 

Clozapine……….25 mg 

As Per 

SRO 

Deferred for 

confirmation of 

section in 226th 

meeting. 

2 -do- Clopine 100mg Tablets 

Each tablet contains:- 

Clozapine……….100 mg 

As Per 

SRO 

-do- 

 

It has been informed by the management that the formulation had already granted permission to be 

manufactured in general tablet section. Hence, requested to grant the registration of above mentioned 

products.  

Decision: Registration Board approved above products for registration. 

 

Case No: 40  The Drug Registration Board in 238th meeting had deferred the following application of 

M/s. Saaaf Pharmaceuticals, Risalpur reason mention against each:- 

 

1.  M/s. Saaaf 

Pahrmaceutic

als, Risalpur 

Spisaf Tablets 

Each tablet contains:- 

Spironolactone………50 mg 

2x30’

s 

As Per 

SRO 

19-5-10 Deferred for 

submission of 

correct Challan 

Form, M.O.P and 

Master 

tablet is 

approved. 
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Frusemide………….40 mg 

(Potassium sparing/loop 

diuretic) 

Formulation. 

 Substitution of 

CH2Cl2. 

 Correct M.O.T. for 

Spironolactone. 

2.  -do- Spisaf Tablets 

Each tablet contains:- 

Spironolactone………50 mg 

Frusemide………….20 mg 

(Potassium sparing/loop 

diuretic 

2x30’

s 

As Per 

SRO 

-do-  Deferred for 

submission of 

M.O.P and Master 

formulation . 

 Substitution of 

CH2Cl2. 

 Correct M.O.T. for 

Spironolactone. 

3.  -do- Rabisaf Tablets 

Each enteric coated tablet 

contains:- 

Rabeprazole sodium…20 mg 

(Antipeptic /H2 Blocker) 

10’s As Per 

SRO 

-do-  Deferred for 

correction of 

Wt/tablets master 

formulation  and 

correct M.O.P. 

4.  -do- Serta Tablets 

Each film coated tablet 

contains:- 

Sertraline as HCl……50 mg 

(5-HT reuptake inhibitor) 

20’s As Per 

SRO 

-do-  Deferred for 

submission of 

M.O.P and Master 

formulation . 

 Substitution of 

CH2Cl2. 

 Correction of 

M.O.T. 

5.  -do- D-Cope SR  Capsule 

Each sustained release 

capsule  contains:- 

Diclofenac Sodium…..100 

mg 

(NSAID) 

10’s 

3x10’

s 

As Per 

SRO 

-do-  Deferred for 

submission of 

remaining fee, 

GMP certificate of 

manufacturer, 

stability data and 

comparative 

dissolution profile 

with brand leader 

and M.O.T.  
 

Now firm has submitted the shortcoming and requested to grant the registration of above mentioned 

drugs. 

Decision: Registration Board decided as follows: 

 Product at S.No.5 (D-Cope SR) approved.  
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 Product at S.No. 1, 2, 3 & 4 rejected. The management submitted shortcomings of these 

products twice on 26.8.2013 and 8.11.2013 but inspite of recurrent submission the 

shortcoming regarding specification, method of testing and method of manufacturing could 

not be rectified appropriately.  

 

 Case No:41. The Drug Registration Board in 212th meeting approved  the following drugs of M/s. 

Legacy Pharmaceuticals, Peshawar subject to clarification of formulation:- 

1.  Cofnol-D Syrup. 

Each 5ml Contains:- 

Phenylepherine HCl………….5.0 mg. 

Diphenhydramine HCl………..5.0 mg. 

Ammonium Chloride………….62.5 mg. 

Dextromethorphan HBr……..7.50 mg. 

 

60ml Rs. 15.73 Approved 

subject to 

the 

clarification 

of 

formulation 

 

The management of the firm has informed that M/s. Macter International, Karachi is manufacturing the 

above formulation under the trade name “Benatuss Syrup” Reg No.003460  having the same active 

ingredients.  

Decision: Registration Board referred above formulation to review committee for review of 

formulation. All similar formulations will be referred to review committee.   

 

Case No:42. The Drug Registration Board in 237th meeting approved the following drugs and referred to 

Pricing Section for fixation of price. The Pricing Section referred back the case with the remarks 

mentioned against each:- 

1.  M/s. Cirin 

Pharmaceuticals, 

Hattar 

Brufam Tablets 

Each film coated tablet 

contains:- 

Ibuprofen…………..800 mg 

Famotidine…………26.6 mg 

(NSAID/H2 receptor antagonist) 

10’s  

OR 

HDPE 

bottle 

of 100’s 

tablets 

Rs.30.00   

per 

tablet 

Deferred to 

Registration Board for 

review as the price of 

this combination could 

not be found 

throughout the world. 

2.  M/s. Welwrd 

Pharmaceuticals, 

Hattar 

Acal Plus Tablets 

Each tablet contains:- 

Alfacalcidol………….…..0.25 

μg (10.I.U.) 

Calcium Carbonate ≡   Calcium 

10’s As Per 

SRO 

Deferred 
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(element)………200 mg 

(Vitamin D analogue) 

3.  M/s. Onyx 

Pharmaceutical 

Mansehra 

Alfanyx-D Tablets 

Each tablet contains:- 

Alfacalcidol....0.5 μg (20.I.U.) 

Calcium carbonate  

≡ Calcium (element)…..400 mg 

(Vitamin D analogue) 

3x10’s As Per 

SRO 

Deferred 

  

The price of item at S.No.1 is available in the international market.  The cases at serial No.2 & 3 were 

deferred in view of inconsistency in the available strengths of the above mentioned combinations of 

Alfacalcidol and calcium carbonate. These combinations are available in variable strength. However, item 

No.3 has been already approved in favour Aries Pharmaceutical Hayatabad Peshawar. 

Decision:- Registration Board deferred the case and advised concerned registration section to work 

out all details for consideration of the Board in next meeting. 
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Registration-V. 

Case No:43.  New License- M/s Pharma Health Pakistan (Pvt.) Ltd., Lahore. 

 

 (i) Tablet Section (Hormonal) 

(ii) Capsule Section (Hormonal) 

(iii) Injectable Section (Hormonal) 

 

              Following applications of M/s. Pharma Health Pakistan (Pvt.) Ltd., Ferozepur Road Lahore were 

deferred for provision of source of active raw material in its 238th meeting and for product specific 

inspection in 240th meeting of Drug Registration Board. The firm has submitted source of active raw 

material and confirms that all sources are of synthetic origin. These are neither natural nor of biological 

origin, even the method of analysis for such active ingredients is non-biological but is of chemical type.  

2. A panel of inspectors comprising of Mr. Jameel Anwar, Director, DTL Lahore (Member) Drug 

Registration Board and Mrs. Majida Mujahid, inspected the firm for the purpose to confirm the 

manufacturing, quality control and HVAC facilities required for products at Sr. 1 to 12. The panel has 

concluded that in the view of above observations, the firm possesses the manufacturing quality control 

and HVAC system for the production of the above said products.  

 

S.No Brand name/ Label claim Pack 

size 

Proposed 

price 

 

Source of 

active 

ingredients 

Nature of 

active 

ingredients 

 

Remarks 

1.  Folligon Injection 

Each ml contains:- 

Follitropin Beta … 50IU 

(Gonadotropins) 

1’s Rs.1750/-

per injection 

Hangzhou 

Union 

Biotechnology 

Co., Ltd, China. 

Synthetic 

Origin 

 

2.  Lyssa Depot Injection 

Each ml contains:- 

Testosterone 

Enanthate…..250mg 

(Androgen) 

 

1’s Rs.40.83 ASG Biochem 

(Pvt.) Ltd, India 

Synthetic 

Origin 

Firm has 

provided two 

different 

certificates from 

different 

manufacturers.  

Certificate from 

M/s. Indo Phyto 

chemical India 

confirming that 

no animal origin 

is used during 

manufacturing 

of Testosterone 
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Ethanthate and 

this material is 

never put in 

contact any time 

with a product 

of animal origin 

which is 

susceptible to 

TSE/BSE.  

Certificate from 

ASG Biochem 

India confirming 

that entire 

manufacturing 

sequence is free 

from BSE 

(Bovine 

Spongiform 

Encephalopathy 

and TSE 

(Transmissible 

Spongiform 

Encephalopathy) 

this material is 

manufactured 

totally by 

synthetic route 

and precursor 

material is not 

produced from 

any animal 

product.  

3.  Zanziberon Injection 

Each ml contains:- 

Hydroxy progesterone 

caproate…..250mg 

Oestradiol valerate…….5mg 

 

 

1’s Rs.78.16 Tianjin 

TianMao 

Technology 

Development 

Corp. Ltd., 

China. 

Synthetic 

Origin 

Firm has 

provided two 

different 

certificates from 

different 

manufacturers.  

Certificate from 

M/s. Indo Phyto 

chemical India 

confirming that 

no animal origin 

is used during 

manufacturing 
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of   Hydroxy 

progesterone 

caproate                         

and this material 

is never put in 

contact any time 

in contact with a 

product of 

animal origin 

which is 

susceptible to 

TSE/BSE.  

Certificate from 

Lijiang Yinghua 

Biochemical 

China certifying 

that no animal 

material 

contained 

During the 

whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

 

4.  Dupatox 10mg Tablets 

Each film coated tablet 

contains:- 

Dydrogesterone…10mg 

(Progestogen) 

2 

×10’s 

Rs.25/- per 

tablet 

Tianjin 

TianMao 

Technology 

Development 

Corp. Ltd., 

China. 

Synthetic 

Origin 

Certificate from 

Lijiang Yinghua 

Biochemical 

China certifying 

that no animal 

material 

contained 

During the 

whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

5.  Steron 25mg Tablets 

Each tablet contains:- 

Mesterolone…25mg 

(Androgen) 

2×10’s Rs.10.00/-

per tab 

Bayer Schering 

Pharma AG, 

Europe 

Synthetic 

Origin 
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6.  Norgest-V Tablet 

Each sugar coated tablet 

contains:- 

Estradiol valerate……2mg 

Norgestrel……0.5mg 

(estrogen/ progestogen) 

 

10’s Rs.11.90/1’s Tianjin 

TianMao 

Technology 

Development 

Corp. Ltd., 

China. 

Synthetic 

Origin 

Certificate from 

M/s. Zhejiang 

Xianju Pharma 

China certifying 

that no animal 

material 

contained 

During the 

whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

7.  Gynolon Tablet 

Each tablet contains:- 

Methylestrenolone…..5mg 

Methyloestradiol…..0.3mg 

(oestrogen) 

1×2’s Rs.13.73/per 

tab 

Zhejiang Xianju 

Junye 

Pharmaceuticals 

Co., Ltd., 

China. 

Synthetic 

Origin 

 

8.  Jasmin Tablets 

Each tablet contains:- 

Ethynyloestradiol….0.02mg 

Gestodene……0.075mg 

(Cestrogen/Progestogen) 

10’s Rs.16.67/ 

Per tab 

Tianjin 

TianMao 

Technology 

Development 

Corp. Ltd., 

China. 

Synthetic 

Origin 

Certificate for 

Ethynylestradiol 

from M/s. 

Zhejiang Xianju 

Pharma China 

certifying that 

no animal 

material 

contained during 

the whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

BSE/TSE free 

Certificate from 

ASG Pharma 

India 

9.  Cydin Tablet 

Each sugar coated tablet 

contains:- 

Estradiol valerate……2mg 

Cyproterone 

10’s Rs.15.80/per 

tab 

Tianjin Tian 

Mao 

Technology 

Development 

Corp. Ltd., 

Synthetic 

Origin 

Certificate from 

M/s. Zhejiang 

Xianju Pharma 

China  certifying 

that no animal 
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acetate……..1mg 

(Oestrogen/amto-amdrpgem) 

 

China. material 

contained 

During the 

whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

BSE/TSE free 

Certificate for 

Estradiol from 

ASG Pharma 

India  

10.  Promin Tablet 

Each tablet contains:- 

Norethisterone……5mg 

 

10’s Rs.1.79/per 

tab 

Tianjin Tian 

Mao 

Technology 

Development 

Corp.Ltd., 

China. 

Synthetic 

Origin 

Certificate from 

M/s. Zhejiang 

Xianju Pharma 

China  certifying 

that no animal 

material 

contained 

During the 

whole 

production 

process and also 

no raw materials 

are used which 

are generated 

from animal 

sources during 

production. 

BSE/TSE free 

Certificate from 

ASG Pharma 

India 

 

11.  Fam 35 Tablet 

Each tablet contains:- 

Ethynyloestradiol….0.035mg 

Cyproterone acetate……2mg 

(Anti-androgen/oestrogen) 

 

10’s Rs.11.71/per 

tab 

Tianjin Tian 

Mao 

Technology 

Development 

Corp.Ltd., 

China. 

 

Synthetic 

Origin 

Certificate for 

Ethynylestradiol 

from M/s. 

Zhejiang Xianju 

Pharma China  

certifying that 

no animal 

material 

contained during 

the whole 

production 

process and also 
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no raw materials 

are used which 

are generated 

from animal 

sources during 

production.  

 

12.  Prometril Tablet 

Each tablet contains:- 

Lynestrenol…….5mg 

(Progestogen) 

10’s Rs.5.83/ per 

tab 

Zizhu 

Pharmaceutical 

Co., Ltd China 

Synthetic 

Origin 

BSE/TSE free 

Certificate from 

ASG Pharma 

India and IPC 

India.  

 

13.  Oxyto Injection 

Each ml contains:- 

Oxytocin …………..5IU 

 

50’s Rs.7.50/-per 

injection 

Hangzhou 

Huajin 

Pharmaceuticals 

Co., Ltd., 

China. 

Synthetic 

Origin 

Deferred in 

238th meeting 

being non-

hormonal  

 

Decision: - Registration Board approved products at S. No.1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 11 and 12 

and rejected Oxyto Injection (S.No.13) because firm has no facility to manufacture the drug. 

 

Case No. 44.  Registration of Drugs 

 The Registration Board in its 236th meeting approved following registration applications of M/s. 

Sapient Pharma, Lahore subject to the conditions mentioned in the relevant column. The firm has replied 

to the conditions, the details of which are as under:- 

 

S .No Name of Firm Name of the drugs with 

composition 

Decision Remarks 

1.  M/s. Sapient 

Pharma, Lahore. 

Cardiowell-50 Tablets 

Each tablet contains:- 

Atenolol……………50mg 

(Beta Blocking Agents) 

 

Approved subject 

to the submission 

of RM 

Specifications and 

dissolution test.  

The firm has 

submitted RM 

Specifications and 

dissolution test.  

2.  -do- Norvasap-5 Tablets 

Each tablet contains:- 

Amlodipine 

Besylate………5mg 

(Calcium Antagonists) 

-do- The firm has 

submitted RM 

Specifications and 

dissolution test. 

3.  -do- Wormil Suspension 

Each 5ml contains:- 

Albendazole……200mg/5

ml 

Approved subject 

to the submission 

of RM 

specifications. 

The firm has 

submitted RM 

Specifications. 
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(Anthelmintics)  

4.  -do- Cardiowell-100 Tablets 

Each tablet contains:- 

Atenolol………….100mg 

(Beta Blocking Agents) 

 

Approved subject 

to the submission 

of RM 

Specifications and 

dissolution test.  

The firm has 

submitted RM 

Specifications and 

dissolution test. 

 

 

 They have submitted the differential fee of Rs. 12000/- for each product. and copy of CRF clearance. 

Decision: Request of the firm for grant of registration of above products was acceded to.   

 

Case No. 45   Reference from Appellate Board 

 

The Drug Registration Board in its 201st meeting had rejected the following registration application of 

M/s. Medipak Limited Lahore as the cGMP condition of the section was not good. 

 

Name of firm Name of drugs  Pack size Demanded Price  Decision 

M/s. 

Medipak 

Limited. 

Lahore. 

Voluven Infusion Solution. 

Each 1000ml Contains:- 

Poly(O-2-Hydroxyethyl) starch  

(Hydroxyethyl starch 

130/0.4)………60.0gm 

Sodium Chloride……..9.0gm. 

500ml Rs.521.70 Rejected as the 

CGMP condition 

of the section is 

not good. 

 

 

M/s. Medipak Ltd; Lahore had filed an appeal against the decision of Drug Registration Board 

and the Drug Appellate Board in its 135th meeting while considering the appeal of the firm decided as 

“Considering the arguments of the appellant and the defendants, and that the cause of rejection of 

registration by Registration Board accepted the appeal to grant registration of the drug Voluven Infusion 

Solution”. 

The firm has requested to issue the registration of above mentioned product and they have deposited 

balance fee of Rs. 12000/- for this purpose.  

Decision: Registration Board deferred application for product specific inspection for confirmation 

of manufacturing and QC facility by Director DTL, Lahore and area FID. 

Case No. 46. Contract Manufactureing of Drugs for Export Purpose. 
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 M/s. Surge Laboratories (Pvt.) Ltd; Sheikhupura has requested for extension of toll 

manufacturing permission of following products through toll manufacturing by M/s. Nabiqasim Industries 

(Pvt.) Ltd; Karachi for export purpose only:- 

S. 

No 

Applicant Contract 

manufacturer 

Reg. No. 

 

Name of Drug (s) & 

Composition 
Date of 

application, 

and Form. 

Category 

1. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

000911-

EX 

Cefren 250mg Capsule 

Each capsule contains:- 

Azithromycin USP …… 

250mg as Azithromycin 

Dihydrate 

 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

2. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

000913-

EX 

Cefren 200mg 

Suspension 

Each 5ml contains:- 

Azithromycin USP 

…………………….. 

200mg as Azithromycin 

Dihydrate 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose 

3. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

00104-

EX 

Lipinor Tablet 10/10 

Each film coated tablet 

contains:- 

Amlodipine …………. 

10mg as Amlodipine 

Besylate Ph.Eur 

Atorvastatin 

…………… 10 mg as 

Atorvastatin Calcium 

Trihydrate (MS) 

 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

4. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001040-

EX 

Romycin 250mg 

Capsule 

Each capsule contains:- 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  
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Azithromycin USP ….. 

250mg as Azithromycin 

dehydrate 

5. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001106-

EX 

VitCa 4 All Sachet 

Each sachet contains:- 

Calcium Lactate 

Gluconate 

……………… 1000mg 

Calcium Carbonate BP 

…327mg 

Folic Acid ….. 1mg 

Vitamin C (Ascorbic 

Acid) BP…… 500mg 

Vitamin B 12 

(Cyanocobalamin) USP 

…. 250mcg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

6. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001039-

EX 

Romycin 200mg 

Suspension 

Each 5ml contains:- 

Azithromycin USP ….. 

200mg as Azithromycin 

Dihydrate 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

7. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001097-

EX 

Imexium 40mg Capsule 

Each capsule contains:- 

Esomeprazole 

mangnesium trihydrate 

eq. to Esomeprazole (in 

enteric coated pellets 

form) … 40mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

8. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001099-

EX 

Diatrom Tablet 80mg 

Each tablet contains:- 

Gliclazide BP 

………….. 80mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  
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9. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001095-

EX 

Lipinor 5/10 Tablet 

Each film coated tablet 

contains:- 

Amlodipine …………. 

5mg as Amlodipine 

Besylate Ph.Eur 

Atorvastatin 

…………… 10 mg as 

Atorvastatin Calcium 

Trihydrate (MS) 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

10 M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

000844-

EX 

Opracid Capsule 20mg 

Each enteric coated 

capsule contains:- 

Omeprazole USP ….. 

20mg (in enteric coated 

pellets form) 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

11. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001093-

EX 

Cardisar 80mg Tablet  

Each film coated tablet 

contains:- 

Telmisartan ….. 80mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

12. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001106-

EX 

K-Enema Solution 

Each 120ml (delivered 

dose) contains:- 

Monobasic Sodium 

Phosphate USP 

…………. 19.2g 

Dibasic Sodium 

Phosphate USP 

……………... 7.2g 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

13. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001096-

EX 

Lipinor 10/20 Tablet 

Each film coated tablet 

contains:- 

Amlodipine …………. 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  
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10mg as Amlodipine 

Besylate Ph.Eur 

Atorvastatin…… 20mg 

as Atorvastatin Calcium 

Trihydrate (MS) 

14. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001044-

EX 

Lumfort Syrup 

Each 5ml contains:- 

Loratadine USP …… 

5mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

15. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001049-

EX 

Lipinor 5/20 Tablet 

Each film coated tablet 

contains:- 

Amlodipine …………. 

5mg as Amlodipine 

Besylate Ph.Eur 

Atorvastatin …… 20mg 

as Atorvastatin Calcium 

Trihydrate (MS) 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

16. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001102-

EX 

Clopivix Tablet 75mg 

Each film coated tablet 

contains:- 

Clopdogrel USP ……… 

75mg (as Clopidogrel 

bisulphate) 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

17. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001100-

EX 

Cardisar Plus Tablet  

Each film coated tablet 

contains:- 

Telmisartan …… 40mg 

Hydrochlorothiazide 

12.5mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

18. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001098-

EX 

Imexium 20mg Capsule 

Each capsule contains:- 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Export 

Purpose  
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Esomeprazole 

mangnesium trihydrate 

eq. to Esomeprazole (in 

enteric coated pellets 

form) … 20mg 

Form-5 

19. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001103-

EX 

Cardisar 20mg Tablet  

Each film coated tablet 

contains:- 

Telmisartan ….. 20mg 

28-09-2010 

Rs. 8000/- 

26-08-2013 

Rs. 12000 

Form-5 

Export 

Purpose  

20. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001101-

EX 

Cardisar 40mg Tablet  

Each film coated tablet 

contains:- 

Telmisartan ….. 40mg 

28-09-2010 

Rs. 8000/- 

26-08-2013 

Rs. 12000 

Form-5 

Export 

Purpose  

21. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

000567-

EX 

Lordam Tablet 

Each tablet contains:- 

Loratadine ……. 10mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

22. M/s. Surge 

Laboratories 

(Pvt.) Ltd; 

Sheikhupura 

M/s. Nabiqasim 

Industries (Pvt.) 

Ltd; Karachi 

001045-

EX 

Lumfort Tablet  

Each film coated tablet 

contains:- 

Loratadine…….. 10mg 

28-09-2010 

Rs. 8000 

26-08-2013 

Rs. 12000/- 

Form-5 

Export 

Purpose  

 

Decision: - Registration Board extended above contract manufacturing permission till 30-06-2015.  

Case No. 47. Fast Track Registration. 

The following Fast Track products of M/s. CCL Pharma Lahore were deferred for 

confirmation of availability of formulation in FDA, EMA, Australia and Japan in 239th Meeting 

of Drugs Registration Board. The firm has submitted that all the following products are FDA 

approved and provided the print of documents. The names of FDA approved brands and 

companies mentioned in last column.  
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S.No Name of 

Firm 

Name of the drugs with composition Pack 

Size 

Proposed 

Price 

Date of 

Submission 

 

FDA Approved 

Brands/Company 

1.  M/s. CCL 

Pharmaceuti

cals, Lahore 

OAB Tablets 4mg 

Each tablet contains:         

Fesoterodine Fumarate …. 4mg 

(Muscarinic receptor antagonist) 

28’s As per 

brand 

leader 

03.02.2011 

Fee 15000 

20.05.2013 

Fee.135,000 

Form 5-D 

Toviaz Tablet 

4mg 

M/s. Pfizer 

2.  -do- OAB Tablets 8mg            

Each ER tablet contains:         

Fesoterodine Fumarate …… 8mg 

(Muscarinic receptor antagonist) 

28’s As per 

brand 

leader 

03.02.2011 

Fee 15000 

20.05.2013 

Fee.135000 

Form 5-D 

Toviaz Tablet 

8mg 

M/s. Pfizer 

3.  -do- Virata Tablets 90mg 

Each tablet contains: 

Ticagrelor ………. 90mg 

(Platelet inhibitor) 

20’s As per 

brand 

leader 

12.01.2012 

Fee 15000 

20.05.2013 

Fee.135000 

Form 5-D 

 

Brilinta Tablet 

90mg 

M/s. Astrazeneca 

LP 

4.  -do- Lina-Met 2.5/500 Tablet          

Each tablet contains: 

Linagliptin....................2.5mg 

Metformin HCI………500mg 

 

14’s As per 

brand 

leader 

08.04.2013 

Fee 50000 

Fee.100000 

20.05.2013 

Form-5D 

Jentadueto 

2.5mg; 500mg 

Tablet 

M/s.Boehringer 

Ingelheim 

5.  -do- Lina-Met 2.5/850 Tablet    

Each tablet contains: 

Linagliptin…....................2.5mg 

Metformin HCI…………850mg 

 

14’s As per 

brand 

leader 

08.04.2013 

Fee 50000 

Fee.100000 

20.05.2013 

Form-5D 

Jentadueto 

2.5mg; 850mg 

Tablet 

M/s.Boehringer 

Ingelheim 

6.  -do- Lina-Met 2.5/1000 Tablet        

Each tablet contains: 

Linagliptin ......................2.5mg 

Metformin HCI……….1000mg 

14’s As per 

brand 

leader 

08.04.2013 

Fee 50000 

Fee.100000 

20.05.2013 

Form-5D 

Jentadueto 

2.5mg; 1000mg 

Tablet 

M/s.Boehringer 

Ingelheim 
 

Decision: - The Board deferred above applications for expert opinions 

 

Case No. 48. Remaining products of New Licensed Manufacturer 

The following new anomaly cases of M/s. Simz Pharma Lahore deferred for submission of Raw 

material specifications and latest GMP Inspection report in 239th Meeting of Drugs Registration Board. 

The firm has submitted raw material specifications and latest GMP Inspection report. The firm granted 
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the registration of in 235th & 236th meeting regarding 09 Tablets, 06 Capsules,03 Syrup, 08 Dry Powder 

Suspension. 

S. 

No 

Name of Firm Name of the drugs with 

composition 

Pack 

Size 

Proposed Price 

1.  M/s. SIMZ 

Pharmaceuticals 

(Pvt)Ltd, Sundar 

Industrial Estate, 

Raiwind Road, Lahore                       

New Licenses 

i. Tablet (General/ 

General Antibiotic) 

ii. Capsule (General/ 

General Antibiotic) 

iii. Liquid Syrup Section 

iv.Dry powder 

suspension 

(General/General 

Antibiotic). 

Diclosim-75mg Tablets 

Each tablet contains:- 

Diclofenac Potassium 

….75mg 

(analgesic) 

 

10’s As Per SRO 

2.  -do- Simfexo 60mg Tablets 

Each tablet contins:- 

Fexofenadine HCl….60mg 

(anti allergic) 

 

10’s -do- 

3.  -do- Simfexo 120mg Tablets 

Each tablet contins:- 

Fexofenadine 

HCl….120mg 

(anti allergic) 

 

10’s -do- 

4.  -do- Simfexo 180mg Tablets 

Each tablet contins:- 

Fexofenadine 

HCl….180mg 

(anti allergic) 

 

10’s -do- 

5.  -do- Zithosim 500mg Tablets 

Each tablet contains:- 

Azithromycin as 

dihydrate…500mg 

(macrolide antibacterial) 

 

6’s -do- 

6.  -do- Diclosim 100mg SR 

Tablets 

Each tablet contains:- 

Diclofenac 

potassium….100mg 

(analgesic) 

10’s -do- 

7.  -do- Simclar 250mg Tablets 10’s -do- 
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Each tablet contains:- 

Clarithromycin….250mg 

(antibiotic) 

 

8.  -do- Simclar 500mg Tablets 

Each tablet contains:- 

Clarithromycin…..500mg 

(antibiotic) 

10’s -do- 

9.  -do- Omepza 40mg Capsule 

Each capsule contains:- 

Omeprazole enteric coated 

Pellets…..40mg 

(proton pump inhibitor) 

 

14’s -do- 

10.  -do- Fansimz 80-480mg Tablets 

Each tablet contains:- 

Artemether….80mg 

Lumefentrine….480mg 

(anti malarial) 

 

7’s -do- 

11.  -do- Fansimz 15/90mg Dry 

Suspension 

Each 5ml contains:- 

Artemether…15mg 

Lumefentrine…90mg 

(anti malarial) 

 

60ml -do- 

 

Decision: -  The Board approved the products at Sr. No.1, 2, 3, 4, 5, 7, 8, 9, 10, 11 and deferred 

product at S.No.6 for confirmation of me too status.  

Case No. 49. Remaining products of New Licensed Manufacturer. 

 

 Drugs Registration Board in its 234th meeting had deferred the following products of M/s. 

Paradise Pharma, Lahore as under:- 

Name of Drug(s) Pack sizes Decision of the Board. 

Sodaglycerin External Preparation 

Each contains:- 

Sodium Bicarbonate…..5g/1010ml 

Glycerin…..30ml/100ml 

Deionised water QS….100ml 

(Antiseptic) 

 

10ml Board deferred the case for 

Strength/ dosage form 

confirmation with the 

already approved one 

Lugol’s Iodine External Preparation 

Each 100ml contains:- 

25ml Board deferred the case for 

Strength/ dosage form 
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Iodine ……5gm 

Potassium iodide….10gm 

Deionised water….100ml 

(Antiseptic) 

 

confirmation 

Para-500 Sachet 

Each sachet contains:- 

Vitamin C….500mg 

Calcium carbonate…300mg 

(vitamin C Supplement) 

10’s Deferred till Vitamin Policy 

finalization 

  

The firm has provided outer packs of similar already registered formulations available in the 

market of the above mentioned products. They have therefore, requested to grant them the registration of 

above mentioned products being a new section. They have also deposited remaining fee of Rs. 12000/- for 

each formulation. 

Decision: Registration Board approved Sodaglycerin and Lugol’s Iodine External preparation and 

deferred Para-500 Sachet till the finalization of vitamin policy.  

 

Case No. 50. Contract Manufacturing of Drugs. 

The Drug Registration Board in its 238th meeting has deferred the following products of M/s. Redex 

Pharmaceuticals (Pvt.) Ltd; Lahore through toll manufacturing by M/s. Bloom Pharmaceuticals (Pvt.) 

Ltd; Hattar:- 

Applicant Contract 

manufacturer 

Reg. 

No. 

 

Name of Drug 

(s) & 

Composition 

Date of 

application, 

and Form. 

Category 

M/s. Redex 

Pharmaceutical 

Industries (Pvt) 

Ltd. Faisalabad 

M/s. Bloom 

Pharmaceuticals 

(Pvt) Ltd. Hattar 

 

030852 

Adjex-250mg 

IM/IV 

Injection 

Each vial 

contains:  

Ceftriaxone (as 

Sodium) 

USP250mg  

15-4-2013 

42000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

M/s. Redex 

Pharmaceutical 

Industries (Pvt) 

Ltd. Faisalabad 

M/s. Bloom 

Pharmaceuticals 

(Pvt) Ltd. Hattar 

 

030853 

Adjex 1g IV 

Injection 

Each vial 

contains:  

Ceftriaxone (as 

Sodium) USP 

……………. 

1g  

15-4-2013 

42000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

M/s. Redex M/s. Bloom  Adjex-500mg 15-4-2013 Dedicated  
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Pharmaceutical 

Industries (Pvt) 

Ltd. Faisalabad 

Pharmaceuticals 

(Pvt) Ltd. Hattar 

030854 IM/IV 

Injection 

Each vial 

contains:  

Ceftriaxone (as 

Sodium) USP 

…. 500mg  

42000.00 

Form-5 

Cephalosporin 

facility 

 

The firm has provided relevant information for this purpose and deposited remaining fee amounting 

8000/- for each product. 

Decision: Registration Board extended contract manufacturing permission till 30-06-2015. The firm 

shall select either IM or IV. 

Case No. 51. Contract Manufacturing of Drugs 

 

The Drug Registration Board in its 238th meeting deferred the following products of M/s. Unison 

Chemical Works, Lahore for evidence of transfer from M/s. Cirin Pharma, Hattar to M/s. Neutro Pharma, 

Lahore:- 

Applicant Contract 

manufacturer 

Reg. 

No. 

 

Name of Drug (s) & Composition Date of 

application, and 

Form. 

Category 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045087 Cliff 1gm Injection  

Each vial contains:  

Sterile Cefotaxime Sodium eq. to 

Cefotaxime ………..……… 1g 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045085 Cliff 250mg Injection  

Each vial contains:  

Sterile Cefotaxime Sodium eq. to 

Cefotaxime …..……… 250mg 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045088 Supple Injection 250mg 

Each vial contains:  

Ceftriaxone Sodium eq. to 

Ceftraixone …..……… 250mg 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 
Form-5 

Dedicated  

Cephalosporin 

facility 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045090 Supple Injection 1g 

Each vial contains:  

Ceftriaxone Sodium eq. to 

Ceftraixone …..……… 1g 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 
Form-5 

Dedicated  

Cephalosporin 

facility 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045089 Supple Injection 500mg 

Each vial contains:  

Ceftriaxone Sodium eq. to 

12-04-2013 

42000.00 

28-09-2010 

Dedicated  

Cephalosporin 

facility 
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Ceftraixone …..……… 500mg Rs.8000.00 

Form-5 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

045086 Cliff 500mg Injection  

Each vial contains:  

Sterile Cefotaxime Sodium eq. to 

Cefotaxime …..……… 500mg 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

M/s.Unison 

Chemical Works 

Lahore  

M/s. Shrooq 

Pharma, Lahore. 

 

055920 Gliff Injection  

Each vial contains:  

Cefuroxime as 

Sodium……750mg 

12-04-2013 

42000.00 

28-09-2010 

Rs.8000.00 

Form-5 

Dedicated  

Cephalosporin 

facility 

 

The firm has submitted evidence of said transfer from M/s. Cirin Pharma, Hattar to M/s. Nuetro Pharma, 

Lahore and also deposited requisite fee. 

Decision: Registration Board extended contract manufacturing permission till 30-06-2015. The firm 

shall select either IM or IV. 

 

Case No. 52. Registration of Drugs for additional sections. 

The Drug Registration Board in its 236th meeting has approved the following products of M/s. 

Jeans Pharmaceutical, Lahore subject to provision of approval letter from licensing section:- 

S .No Name of the drugs with composition Pack Size Proposed Price 

1.  Essole 20mg Capsules:- 

Each capsule contains:- 

Esomeprazole (Pellets)….20mg 

Not mentioned As fixed by Govt. 

2.  Essole 40mg Capsules:- 

Each capsule contains:- 

Esomeprazole (Pellets)….40mg. 

 

Not mentioned As fixed by Govt. 

3.  Parazol 20mg Capsules:- 

Each capsule contains:- 

Omeprazole (Pellets)….20mg. 

 

Not mentioned As fixed by Govt. 

4.  Parazol 40mg Capsules:- 

Each capsule contains:- 

Omeprazole (Pellets)….40mg. 

 

Not mentioned As fixed by Govt. 

5.  Levojaens 250mg Capsules. 

Each Capsule contains:- 

Levofloxacin as 

Hemihydrate……..250mg. 

1x10’s As per SRO 
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6.  Levojaens 500mg Capsules. 

Each Capsule contains:- 

Levofloxacin as 

Hemihydrate……..500mg. 

 

1x10’s As per SRO 

 

The case was referred to Licensing Section for their comments and DDC (Lic.) has confirmed that the 

firm possesses Capsule (non-penicillin antibiotic) section approved by Central Licensing Board in its 

181st meeting held on 26th & 27 December, 2003. 

Decision: Registration Board approved products at S.No. 1, 2, 3 and 4 and deferred products at 

S.No.5 and 6 for review committee. The Board also advised the Directorate of PE & R to review the 

files before issuance of registration letters. 

 

Case No. 53. The following case of M/s. Saffron Pharma Faisalabad was referred to its sub-committee 

and the sub-committee of the Registration Board approved its registration subject to confirmation of 

facility of tablet into tablet machine:- 

 

S. No Name of Drug (s) Pack size Demanded 

MRP 

1. Sofac-M 75mg Tablets 

Each tablet contains:- 

Diclofenac sodium….75mg 

Misoprostol…..200mcg 

(NSAID) 

20’s As Per SRO 

 

Now M/s. Saffron Pharmaceuticals, Faisalabad has provided a copy of letter wherein Mr. Ajmal 

Sohail Asif, FID, Lahore has reported that M/s. Saffron possess the facility of compression machine name 

“ZPW 23 Compression Machine” for manufacturing of their product “ Sofac M (Diclofenac 50mg + 

Misoprostol 200mcg) Tablet”. 

Decision: - Registration Board deferred the request for verification of storage temperature for 

misoprostol API by area FID. 

 

Case No. 54. M/s. English Pharmaceuticals Industries, Lahore were deferred in its 237th meeting for 

verification of complete formulation with originator (Detrusitol Capsule SR 4 mg by Pfizer) and 

Comparative Dissolution profile with originator. 
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Name of products & Composition Pack 

size 

Demanded 

price 

Terol 4mg SR Capsules 

Each capsule contains:- 

Tolterodine HCl equiv. to 

Tolterodine SR…4mg 

3×10’s Rs.2300/- 

 

The firm has provided following documents:- 

 

1. Comparative dissolution profile.  

2. Sample of Detrusitol Capsule SR 4 mg by Pfizer confirming that product is I pellet 

form  

3. GMP certificate of manufacturer. 

4. Stability studies. 

5. Certificate of analysis. 

 

They have requested to grant them registration of above mentioned product. 

 
Decision: - Registration Board deferred the submitted data to following experts for evaluation and 

authorized its Chairman for decision on recommendation of experts: 

Prof.Dr.mehmood Ahmad, Islamia university, Bahawalpur 

Prof.Dr.Zafar Iqbal, University of Peshawar. 

Director DTL, Lahore.   
 

Case No. 55. Following applications of M/s. Rehmat Pharma Lahore were considered in 238th 

meeting of the Board for extension in toll manufacturing for a period upto 30-06-2015 as under:- 

 

Applicant Contract 

manufact

urer 

Reg. 

No. 

 

Name of Drug (s) & 

Composition 

Date of 

applicatio

n, and 

Form. 

Category Decision 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057621 Pathocef 250mg 

Injections 

Each vial contains:- 

Ceftriaxone (as 

sodium)……250mg 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

and  will 

select either 

I.M or I.V  
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M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057622 Pathocef 1gm 

Injections 

Each vial contains:- 

Ceftriaxone (as 

sodium)……1gm 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

and  will 

select either 

I.M or I.V  

 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057630 RP-Pime 1gm 

Injection 

Each vial contains:- 

Cefipime (as 

HCl)…..1gm 

(USP Specs) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee  

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057629 RP-Pime 500mg 

Injection 

Each vial contains:- 

Cefipime (as 

HCl)…..500mg 

(USP Specs) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057619 RP-Xime 400mg 

Capsule 

Each capsule 

contains:- 

Cefixime (as 

trihydrate)……400mg 

(USP Specs) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057618 RP-Xime 100mg Dry 

Suspension 

Each 5ml contains:- 

Cefixime (as 

trihydrate)……100mg 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 
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M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057617 RP-Xime 200mg Dry 

Suspension 

Each 5ml contains:- 

Cefixime (as 

trihydrate)……200mg 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee  

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057620 Pathocef 500mg 

Injections 

Each vial contains:- 

Ceftriaxone (as 

sodium)…..500mg 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

and will select 

either I.M or 

 I.V 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057635 Seforax 1gm 

Injections 

Each vial contains:- 

Cefotaxime (as 

sodium)….1gm 

(USP Specs) 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee  

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057634 Seforax 500mg 

Injections 

Each vial contains:- 

Cefotaxime (as 

sodium)….500mg 

(USP Specs) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057633 Seforax 250mg 

Injections 

Each vial contains:- 

Cefotaxime (as 

sodium)….250mg 

(USP Specs) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057626 Q-Dine 500mg 

Capsule 

Each capsule 

contains:- 

Cephradine (as 

monohydrate)….500m

g 

 

 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 
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The firm has requested for change of brand name of range of products “Pathocef “ to “Wincef” 

due to similarity of brand name and further requested for change of toll manufacturer from M/s. 

Wise Pharma, Rawalpindi to M/s. English Pharmaceuticals Industries, Lahore. 

 

Decision: Registration Board deferred request of the firm for confirmation of manufacturing 

capacity of cephalosporin injectables. 

 

Case No.  56.  Following applications of M/s. Highnoon Labs. Lahore were deferred in 239th 

meeting of the Registration Board for confirmation of availability of formulation in FDA, EMA, 

Australia and Japan:- 

 

Sr.No. Product Name with 

composition 

Pack 

size  

Demanded 

price 

Date of 

submission and 

fee  

Remarks  

1. Tagipmet XR 100/1000Tablet 

Each bilayered tablet contains:- 

Sitagliptin (as 

phosphate)…100mg 

Metformin HCl (as sustained 

N.A N.A 10-04-13 

Rs. 150,000/- 

Form-5D 

FDA approved. 

Janumet XR 

M/s. Merck 

Sharp Doheme 

(USP Specs) 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057627 C-One 1gm Injections 

Each vial contains:- 

Cefoperazone (as 

sodium)…..500mg 

Sulbactam (as 

sodium)…..500mg 

(USP Specsa) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057623 C-One 2gm Injections 

Each vial contains:- 

Cefoperazone (as 

sodium)…..1000mg 

Sulbactam (as 

sodium)…..1000mg 

(USP Specsa) 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 

M/s. 

Rehmat 

Pharma 

Lahore 

M/s. Wise 

Pharma 

Rawalpind

i 

057631 Q-dine Suspension 

125mg 

Each 5ml contains:- 

Cephradine (as 

monohydrate)……125

mg 

15-4-2013 

42000 

Form-5 

2-12-2013 

Rs.8000 

Dedicate

d  

Cephalos

porin 

facility 

Extended till 

30.06.2015. 

The firm will 

deposit 

remaining fee 
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release)…1000mg 

(Anti-diabetic) 

2. Tagipmet XR 50/500Tablet 

Each bilayered tablet contains:- 

Sitagliptin (as 

phosphate)…50mg 

Metformin HCl (as sustained 

release)…500mg 

(Anti-diabetic) 

N.A N.A 10-04-13 

Rs. 150,000/- 

Form-5D 

FDA approved. 

Janumet XR 

M/s. Merck 

Sharp Doheme 

3. Tagipmet XR 50/1000Tablet 

Each bilayered tablet contains:- 

Sitagliptin (as 

phosphate)…50mg 

Metformin HCl (as sustained 

release)…1000mg 

(Anti-diabetic) 

  10-04-13 

Rs. 150,000/- 

Form-5D 

FDA approved. 

Janumet XR 

M/s. Merck 

Sharp Doheme 

4. Axesom 10 Sachet 

Each Sachet contains:- 

Esomeprazole (as Magnesium 

trihydrate) …10mg as Gastro-

resistant granules 

  22-04-13 

Rs. 150,000/- 

Form-5D 

FDA apprvoed. 

Nexium 10mg 

base/Packet for 

suspension , 

delayed release 

oral (  

M/s. 

Astrazeneca) 

 

Decision: -  Registration Board deferred above products for opinion of following experts. 

Dr.Rauf Niazi, Department of Medicine, PIMS. 

Prof.Dr.Muhammad Umer, Department of Medicine, RMC. 

Mr.Abdul Lateef Shaikh, Director Pharmacy, AKUH.  

  

Case No. 57. Following applications were considered in 235th meeting of Drug Registration Board held 

On 18th September 2012 and referred to the sub-committee comprising of Prof. Rafi-Uz-Zaman, member 

Registration Board, Secretary Registration Board, DDG (Reg) and concerned DDC after completion of 

files. The meeting of the subcommittee was held on 08-11-2012 but complete dossiers were not received 

at that time. Now the firm has submitted differential fee and duplicate dossiers (photocopies) of these 

products and has requested for the registration of these products. 

S .No Name of Firm Name of the drugs with 

composition 

Pack 

Size 

Proposed 

Price 

Decision 
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1.  M/s. Medisave 

Pharma 

Lahore 

Orazin Suspension  

Each 5ml contains:- 

Zinc sulfate ……10mg 

 

60ml As Per 

SRO 

Approved subject to the 

submission of duplicate 

files and completion of 

registration dossier and 

recommendations of the 

committee comprising of 

Prof. Rafi-Uz-Zaman, 

member Registration 

Board, Secretary 

Registration Board, DDG 

(Reg) and concerned 

DDC. Five products per 

section will be granted on 

the priority list of the firm.  

2.  -do- Nolar Syrup 

Each 5ml contains:- 

Loratadine…..5mg 

 

60ml -do- Approved subject to the 

submission of duplicate 

files and completion of 

registration dossier and 

recommendations of the 

committee comprising of 

Prof. Rafi-Uz-Zaman, 

member Registration 

Board, Secretary 

Registration Board, DDG 

(Reg) and concerned 

DDC. Five products per 

section will be granted on 

the priority list of the firm.  

3.  -do- Irosuf Syrup 

Each 5ml contains:- 

Iron (III) Hydroxide 

Polymaltose…..50mg 

60ml -do- -do- 

4.  M/s. Jawa 

Pharma Lahore 

D-Alfa 1.0mcg Tablets 

Each tablet contains:- 

Alfacalcidol…………1.0mcg 

(Vitamin D analogue) 

 

10’s As per 

SRO 

Approved subject to the 

submission of duplicate 

files and completion of 

registration dossier and 

recommendations of the 

committee comprising of 

Prof. Rafi-Uz-Zaman, 

member Registration 

Board, Secretary 

Registration Board, DDG 

(Reg) and concerned 

DDC. Five products per 

section will be granted on 

the priority list of the firm.  
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Decision:  Registration Board approved products at S.No. 1, 2 and 3 and deferred product at 

S. No.4 for product specific inspection for confirmation of manufacturing and QC facilities by 

Director DTL, Lahore and Area FID.  

Case No.  58: Contract manufacturing of M/s. Festel Pharma Lahore 

  The Drug Registration Board in its 238th meeting has deferred the following products of 

M/s. Festel Pharma, Lahore through toll manufacturing by Kings Pharma Lahore. Now the firm has 

provided the copy of registration letter.  

Applicant Contract 

manufacturer 

Reg. 

No. 

 

Name of Drug (s) 

& Composition 

Date of 

application, 

and Form. 

Category Previous 

Decision 

Festel 

Labs 

Lahore 

Kings Pharma 

Lahore 

001698-

EX 

C-Xone 500mg 

Injection 

Each vial contains:- 

Ceftriaxone 

sodium…….500mg 

15-4-2013 

42000.00 

26-10-2011 

Rs.8000 

Form -5 

Dedicated  

Cephalosporin 

facility 

Deferred 

for 

submission 

of 

registration 

letter 

 

Festel 

Labs 

Lahore 

Kings Pharma 

Lahore 

001699-

EX 

C-Xone 1.0g 

Injection 

Each vial contains:- 

Ceftriaxone 

sodium…….500mg 

15-4-2013 

42000.00 

26-11-2011 

Rs.8000 

Form -5 

Dedicated  

Cephalosporin 

facility 

Deferred 

for 

submission 

of 

registration 

letter 

 
 

Decision: - The Board extended contract manufacturing permission for above products till 30-06-

2015.  

Case No. 59.   Issuance of Registration of remaining applications   

Following application of M/s. Unison Chemical works Lahore was approved in 226 meeting as 

per policy 10 molecules. The firm applied 31 applications for new section. At the time of issuance of 

registration the firm was granted registration of ten molecules (15 products) dated 16th September, 2010.  

Now the firm has requested grant the registration of following approved product:- 
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Sr. No. Brand Name/Label claim Demanded 

Pack size 

Demanded 

Price 

1. Cloneron 2mg Tablets                               

 Each tablet contains:- 

Clonazepam…..2mg 

 

30’s As per 

SRO 

 

The firm has informed that they have manufactured the granted products and requested for issuance of 

registration of above product. They have deposited differential fee of Rs. 12000/-  

Decision: Request of the firm was deferred till decision of CLB for Controlled drugs.  

Case No. 60. M/s. Chishti Pharmaceutical Industries Sahiwal has applied for extension in toll 

manufacturing of following products through M/s. Mcolson Research Laboratories, Sheikhupura:- 

Applic

ant 

Contract 

manufactu

rer 

Reg. No. 

 

Name of Drug (s) & 

Composition 

Date of 

application, 

and Form. 

Category 

M/s. 

Chishti 

Pharma

ceutical 

Industri

es 

Sahiwal 

M/s. 

Mcolson 

Research 

Laboratorie

s, 

Sheikhupur

a 

057377 Millennium Injection 

500mg 

Each vial contains:- 

Ceftriaxone sodium eq. 

to Ceftriaxone … 

500mg 

15-04-2013 

Fee of Rs. 

42000/-          

&  

15-11-2013 

Fee of Rs. 

8000/- 

Form-5 

 

Dedicated  

Cephalospori

n facility 

M/s. 

Chishti 

Pharma

ceutical 

Industri

es 

Sahiwal 

M/s. 

Mcolson 

Research 

Laboratorie

s, 

Sheikhupur

a 

057378 Millennium Injection 

250mg 

Each vial contains:- 

Ceftriaxone sodium eq. 

to Ceftriaxone … 

250mg 

15-04-2013 

Fee of Rs. 

42000/-          

&  

15-11-2013 

Fee of Rs. 

8000/- 

Form-5 

 

Dedicated  

Cephalospori

n facility 

M/s. 

Chishti 

Pharma

ceutical 

Industri

es 

Sahiwal 

M/s. 

Mcolson 

Research 

Laboratorie

s, 

Sheikhupur

a 

057379 Millennium Injection 

1gm 

Each vial contains:- 

Ceftriaxone sodium eq. 

to Ceftriaxone … 1gm 

15-04-2013 

Fee of Rs. 

42000/-          

&  

15-11-2013 

Fee of Rs. 

8000/- 

Form-5 

 

Dedicated  

Cephalospori

n facility 
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Decision: -  Request of the firm was deferred, as it is not in line with contract manufacturing 

policy.  

Case No.  61. The Drug Registration Board in its 234th meeting had approved the following products of 

M/s. Neutro Pharma, Lahore:- 

Name of Drug (s) & Composition Demanded 

Pack 

Demanded 

Price  

Name of Drug with 

demanded 

Composition 

Fee  

Moxif Dry Powder for Oral Suspension 

Each 5ml contains:- 

Moxifloxacin …..100mg 

(antibiotic, Quinolone) 

 

60ml Rs.520.00 Moxif Dry Powder 

for Oral Suspension 

Each 5ml contains:- 

Moxifloxacin as 

HCl…..100mg 

(antibiotic, 

Quinolone) 

 

Rs. 8000 

Rs.12000 

Rs.5000 

Moxif –DS Dry Powder for Oral 

Suspension 

Each 5ml contains:- 

Moxifloxacin …..200mg 

(antibiotic, Quinolone) 

60ml Rs.980.00 Moxif –DS Dry 

Powder for Oral 

Suspension 

Each 5ml contains:- 

Moxifloxacin as 

HCl…..200mg 

(antibiotic, 

Quinolone) 

Rs. 8000 

Rs.12000 

Rs.5000 

 

They have also deposited additional fee of Rs. 5000/- for each product to correct the formulation 

and provided revised application dossiers. They have requested to correct the formulation accordingly. 

It is submitted that as per available record “Moxiflaxacin” is not available in suspension form in 

Pakistan. It is a new dosage form in country.   

Decision: -  The Board deferred applications for submission of Form-5D, differential fee and 

opinion of following experts.  

Brig (R) M.H.Najmi 

Mr.Abdul Lateef Shaikh, Director AKUH 

Haed, Department of Paedatrics, PIMS 
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Case No. 62.  M/s. Maxicare International, Lahore has requested for transfer of registration of following 

products from import to local toll manufacturing by M/s. Welwrd Pharmaceuticals, Hattar. Initially they 

were granted the registration of the product by M/s. Hainan Huanglong Pharmaceutical Co, Ltd; China:- 

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

1. PE-40 Lyophilized Injection 

Each vial contains:- 

Pantoprazole sodium equivalent to 40mg 

Pantoprazole. 

059263 

  

They have provided following documents:- 

a. Challan of Rs. 50000/- for this purpose. 

b. NOC from M/s. Welwrd Pharmaceuticals, Hattar. 

c. Copy of NOC from M/s. Hainan Huanglong Pharmaceuticals Co. Ltd; China. 

d. Copy of GMP inspection of M/s. Welwrd Pharmaceuticals Hattar. 

e. Application dossier by M/s. Welwrd Pharmaceuticals Hattar. 

 

Decision: - The Board deferred the application for submission of NOC from M/s. Hainan 

Huanglong Pharmaceuticals Co. Ltd; China duly attested by Pakistan Embassy in China. 

Case No. 63.  The Drug Registration Board in its 235th meeting had approved the following product of 

M/s. Paradise Pharmaceuticals, Lahore subject the approval by the committee comprising of Prof. Rafi-

uz-Zaman member Registration Board, DDG (Reg) and concerned DDC. Five products per section will 

be granted on the priority list of the firm:- 

S.No. Name of Drug(s) Pack 

size 

Demande

d MRP 

Decision of the 

Board 

1. Parasalt Sachet 

Each sachet contains:- 

Sodium Chloride……. 3.5g 

Glucose,anhydrous……13.5g 

Potassium 

Chloride……..1.5g 

Trisodium citrate 

dehydrate………..20.0g 

1×1’s 

1×20’s 

As per 

S.R.O 

Approved subject 

to the approval by 

the committee 

comprising of 

Prof. Rafi-Uz-

Zaman, member 

Registration 

Board, Secretary 

Registration 

Board, DDG 

(Reg.) and 

concerned DDC.  
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Five products per 

section will be 

granted on the 

priority list of the 

firm.  

 
 

The firm has provided singed copy of registration dossier alongwith prescribed fee and has 

requested to issue the registration of above mentioned product. 

Decision: - The request of the firm was acceded to by the Board.  

Case No. 64  M/s. Vega Pharmaceuticals (Pvt.) Ltd; Lahore and M/s. Hansel Pharmaceuticals (Pvt.) 

Ltd; Lahore has applied for grant of additional packs of following products in Pricing Section:- 

S.No. Name of Drug(s) Existing price/pack size Demanded price/pack size 

1. Lenside Eye Drops 

Each ml contains:- 

Potassium iodide ……….. 3mg 

Sodium iodide ………….. 3mg 

(Vega’s Specs) 

(Reg.No.069171) 

M/s. Vega Pharmaceuticals (Pvt.) Ltd; 

Lahore. 

Rs. 61.00/10ml Rs. 125.00/15ml 

2. Eyepat 0.2% Eye Drops 

Each ml contains:- 

Olopatadine HCl eq. to Olopatadine 

…………………….. 2mg 

(Hansel’s Specs) 

(Reg.No.076983) 

(M/s. Hansel Pharmaceuticals (pvt.) 

Ltd; Lahore/ 

Rs. 142.00/2.5ml 5ml 

(Price not mentioned) 

 

ADC Pricing has informed that these products are sterile and volume being changed. The 

Registration Division is requested to clarify that whether the referred products entail approval as 

additional pack or said demanded packs require fresh registration. 

It is submitted that Registration Board has only taken decision on unit volume ampoules to be 

registered separately.  

Decision: -  The Board decided that all sterile ophthalmic preparations in variable/different 

packing shall be registered separately.  
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Case No. 65:   Registration of Deferred product  

The Drug Registration Board in its 229th meeting had deferred the following product of M/s. Trigon 

Pharma Lahore for GMP and product specific inspection:- 

Name of Drug(s) Pack 

size 

MRP 

Sucron Injection 

Each ml contains:- 

Iron as Iron 

sucrose……….20mg 

(Haematinic) 

 

5x5ml As 

per 

SRO 

 

The firm has deposited fee of Rs. 12000/- for this purpose. The firm has informed that it is 

common product and many of companies are manufacturing this product. They have got renewal of Drug 

Manufacturing License after panel inspection of GMP. They have requested for grant of registration of 

above mentioned product. 

Decision:  The Board did not approve firm,s request and deferred the application for product 

specific inspection by Director DTL, Lahore and Area FID. 

Case No. 66:   M/S. MEDISAVE PHARMA LAHORE 

Following application of M/s. Medisave Pharma Lahore was approved in 222nd meeting:- 

S. No  Name of drugs /label Claim 

1.  Bonex Injection 10mcg                          

Each vial contains:- 

Alfacalcidol (Lalpha-OHD3)…10mcg 

 

The above mentioned formulation was approved inadvertently. It is submitted that the approved 

strengths of Alfacalcidol (Lalha-OHD3) is 2mcg & 0.5mcg and the firm has applied wrong strengths.  

Decision:  The Board rejected the application as applied strength is not registered by USFDA, 

EMA, Australian TGA, Japan or in westren Europe and its quality, safety and efficacy data is not 

established.  
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Case No. 67  M/S. MEDISAVE PHARMA LAHORE 

Following products of M/s. Medisave Pharma Lahore were deferred for expert opinion in 225th meeting. 

The firm has deposited fee of Rs. 12000/- & submitted correct Form-5 for each product for this purpose:- 

 

S.No

. 

Name of drugs /label Claim Demand

ed Pack 

size 

Demand

ed Price 

Newly applied formulation 

1. Ciprozan Infusion                                    

Each ml contains:-                      

Ciprofloxacin as lactate in 

Dextrose solution 

(5%)…..2mg 

1’s As per 

SRO 

 

Ciprozan Infusion 200mg                              

Each 100ml contains:-                      

Ciprofloxacin (as 

lactate)…..200mg 

2. Evox Infusion                                       

Each 100ml contains: -                       

Levofloxacin in 5%                              

 Dextrose …..500mg 

1’s -do- 

 

Evox Infusion 500mg       

Each 100ml contains: -                       

Levofloxacin (as 

hemihydrate)…. 500mg 

3. Evox Infusion                                                          

Each 100ml contains: -                              

Levofloxacin …. 5%                         

Dextrose …250mg 

1’s -do- 

 

Evox Infusion 250mg                          

Each 100ml contains: -                              

Levofloxacin (as 

hemihydrate)…. 250mg                         

4. Ciprozan Infusion                                                 

Each ml contains:-                   

 Ciprofloxacin as lactate in 

Dextrose solution 

(5%)…..4mg 

1’s -do- 

 

Ciprozan Infusion 400mg 

 Each 100ml contains:-                   

 Ciprofloxacin (as 

lactate)...400mg 

 

Decision:  The Board did not accept request of the firm to change the formulation in the 

applications which have already been considered. 

 

Case No. 68. Drug Registration Board in its 239th meeting has deferred the following product of M/s. 

Neutro Pharma Lahore for confirmation of availability of formulation in FDA, EMA, Australia and 

Japan:- 

S.No. Name of Drug(s) Pack 

Size 

Demanded 

MRP 

Date of 

submission of fee 

1. 

 

 

Nupreced Injection 

Each 2ml contains:- 

Dexmedetomidine 

Hydrochloride…200mcg 

(Sedative) 

2ml Rs. 5500/- 

per 

ampoule 

17-05-13 

Fee Rs. 60,000/-+ 

Rs. 90,000(28-05-

13) 

Form5-D 
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The firm furnished documents regarding availability of the above mentioned product in USA under the 

brand name “Precedex” of M/s. Abbot. They have requested to grant them registration of said product 

accordingly. 

Decision: - The request of firm was deferred for opinion of following experts.  

Head. Department of ICU, MH, Rawalpindi. 

Head. Department of Anesthesia, PIMS, Islamabad. 

Brig. Dr.Muhammad Aslam khan 

 

Case No. 69.  The following applications  of M/s. Envoy Pharmaceuticals (Pvt) Ltd, Lahore were 

approved in 237th meeting of the Board subject to confirmation of facility of tablet into tablet machine:- 

S. No Name of Drug (s) Pack 

size 

Demanded 

MRP 

Decision of the 

Board 

1. Dolocalm Plus 50mg Tablet 

Each tablets Contains:- 

Diclofenac Sodium…50mg 

Mesoprostol…200mcg 

20’s As per 

SRO(10% 

less than 

brand 

leader) 

Approved subject 

to confirmation of 

facility of tablet 

into tablet 

machine. 

2. Dolocalm Plus 75mg Tablet 

Each tablets Contains:- 

Diclofenac Sodium…75mg 

Mesoprostol…200mcg 

20’s As per 

SRO(10% 

less than 

brand 

leader) 

-do- 

 

Mr. Ajmal Sohail Asif, FID, Lahore has reported that M/s. Envoy possess the facility of 

compression machine name “ZPW 23 Compression Machine” for manufacturing of their product 

“Dolocalm Plus (Diclofenac 50mg + Misoprostol 200mcg), Dolocalm Plus (Diclofenac 75mg + 

Misoprostol 200mcg Tablet”. 

 

Decision: - Registration Board deferred the request for verification of storage temperature for 

misoprostol API by area FID.   

Case No.70  M/s. Xenon Pharma Lahore has informed that they were granted the extension of toll 

manufacturing of following two products by M/s. King Phara, Lahore and they have not yet manufactured 

any batch. Initially they were granted the registration of toll manufacturing by M/s. Shrooq Pharma,  
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Lahore.  They have requested to change of toll manufacturer from M/s. King Phara, Lahore to M/s. 

Shrooq Pharma, Lahore:-  

Name of 

Applicant 

Reg. 

No. 

Name of Drug with composition Date & Fee Category  

M/s. Xenon 

Pharma 

Lahore 

053604 Fobatum Injection 2gm 

Each vial contains:- 

Cefoperazone sodium equivalent 

to Cefoperazone…..1000mg 

Sulbactum sodium equivalent to 

Sulbactum…..100mg 

(Manufacturer’s Specs) 

 

18-12-2013 

Rs.50000.00 

 

Dedicated  

Cephalosporin 

facility 

M/s. Xenon 

Pharma 

Lahore 

053603 Fobatum Injection 1gm 

Each vial contains:- 

Cefoperazone sodium equivalent 

to Cefoperazone…..0.5gm 

Sulbactum sodium equivalent to 

Sulbactum…..0.5gm 

(Manufacturer’s Specs) 

 

18-12-2013 

Rs.50000.00 

 

Dedicated  

Cephalosporin 

facility 

 

Decision: - Request of the firm was deferred for detailed presentation of case in next meeting.  

Case No.  71.  Following applications of M/s. Highnoon Labs. Lahore were deferred in 239th 

meeting of the Registration Board for confirmation of availability of formulation in FDA, EMA, 

Australia and Japan:- 

 

Sr.No. Product Name with 

composition 

Pack 

size  

Demanded 

price 

Date of 

submission and 

fee  

Remarks  

1. Ebernet 1% Cream 

Each gram contains:- 

Eberconazole (as 

nitrate)….10mg 

(anti fungal) 

10gm Rs.320.00 21-06-2011 

Rs. 8000/- 

27-06-2011 

Rs. 7000/- 

10-7-2013 

135000/- 

(Total: Rs. 

150000/-) 

Form-5D 

Not available 

in FDA, 

EMA, 

Australia and 

Japan.  

 



 
 

  190 

The firm has informed that Eberconazole is a research of Laboratories Salvat, S.A Spain.  Luqa Venture 

Co; Ltd; Hong Kong is in agreement with Laboratories Salvat S.A and has exclusive rights for Ebernet in 

Asia. Highnoon being the sole License of Luqa Venture Co; Ltd; has privilege to manufacture and market 

Ebernet Cream in Pakistan, thus Eberconazole technology to our country. Ebernet cream is marketed in 

Western Europe including Spain and it is in process of registration in many countries of the world. 

Eberconazole is reported in Martindale. The complete drug reference – Edition 35th. There is extensive 

research on Eberconazole and several studies on efficacy, safety, tolerability have been conducted and 

have proved its superiority over existing anti-fungal therapies. The has not provided any reference from 

FDA, EMA, Australia and Japan. 

Decision: -  The board advised firm to provide valid documents about registration status in 

Spain for consideration of registration Board. 

Case No. 72:  M/s. Highnoon Laboratories Ltd Lahore. 

Following products of M/s. Highnoon Laboratories Ltd Lahore were deferred for expert opinion. 

Two experts gave their recommendations while the opinion of 3rd expert was awaited. The Drug 

Registration Board in its 237th meeting referred these products for expert opinion to Brig. (R).Prof. Dr. 

Muzammil Hasan Najmi after submission of differential fee. Opinion of all three experts has received. 

The Board in 239 meeting deferred these for the confirmation of approval of formulation by USFDA, 

EMA, TGA, and Japan. 

Name of Products  MRP/ 

Pack Size. 

Name of Expert Comments by the expert Brig. (R).Prof. Dr. 

Muzammil Hasan Najmi 

Pidogrel-CAP 75                                                                                                                  

Each capsule contains:-                                                                                                   

Clopidogrel (as 

bisulphate) ……75mg                                                                                         

Aspirin (as enteric coated 

pellets) 75mg 

Rs.215.00/

10’s 

Prof.Dr. Mahmood 

Ahmad  

Faculty of 

pharmacy and 

alternative 

medicine, 

The Islamia 

University of 

Bahawalpur 

As this product is already 

manufactured by the same 

company under Re. No. 

038902 in tablet form and 

according to the available 

literature and stability data 

provided both the 

strengths of pidogrel are 

stable and retain its 

efficacy in combination in 

capsule form. Therefore, 

the pidogrel-Cap 75mg & 

pidogrel-Cap 150mg may 

be registered. 

This is a combination of 

clopidogrel with enteric 

coated aspirin pallets in 

capsule form. A 

combination of 

clopidogrel with aspirin 

without enteric coating is 

already being marketed by 

the same manufacturer and 

some other companies. 

The two drugs in 

combination are platelet 

inhibitors acting by 

independent different 

mechanisms.  These are 

used in treatment and 
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The above formulations are not approved by USFDA, EMA, TGA, and Japan. The firm has 

requested for personal hearing.  

Decision: Dr.Rizwan and Ms.Irum Naila appeared before the Board and presented their case. The 

Board after thorough discussion advised the firm to submit all supporting documents for 

verification and expert evaluation by following: 

 

Prof.Dr.Zafar Iqbal, University of Peshawar. 

Prof.Dr.Mehmood Ahmad, Islamia University, Bahwalpur. 

Dr.Shahid Nasir  

 

 prophylaxis of 

thromboembolic disorders. 

However their use in the 

form of a fixed dose 

combination is not 

approved by FDA of USA.  

In the formulation under 

review, aspirin has been 

replaced with enteric 

coated aspirin and the 

dosage form has been 

changed from tablet to 

capsule. Dissolution 

profile of the new dosage 

form has been submitted 

by the manufacturer which 

shows satisfactory pattern 

of dissolution. 

In view of the registration 

and availability of 

combinations of 

clopidogrel and aspirin in 

Pakistan, Pidogrel-CAP 75 

is recommended for 

registration. 

 

Pidogrel-CAP 150                                                                                                             

Each capsule contains:-                                                                                             

Clopidogrel (as 

bisulphate) ……75mg                                                                               

Aspirin (as enteric coated 

pallets) 150mg 

Rs.225.00/

10’s 

Brig Syed M. 

Imran Majeed  

Preparations are 

considered suitable for 

registrations. 

 

  Dr. Iqbal Saifullah 

Head of Cardiology 

PIMS Islamabad 

The products are 

recommended for 

registration. 
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 Case No.73. Following cases of M/s. Schazoo Zaka Lahore were forwarded to the pricing section for 

price fixation. Drugs pricing committee in its 7th meeting held on 21-08-2013 has referred back these 

cases for reconsideration.  

 

S.No. Drugs  / 

Composition 

OBSERVATION  Remarks/ Comments  

1.  Vitamin D 50 

Capsules 

Each capsule 

contains:- 

Vitamin 

D3...50,000 IU 

 

One of the members, 

Mr.Salim Isharat was of 

the view that at there is a 

huge difference between 

the units of vitamin D3 at 

S.No.4 and S.No.5.  

 

Registration Division is 

requested to clarify 

whether the formulations 

at S.No.4 and S.No.5 are 

correct and registered in 

neighboring countries 

and if not then make 

necessary corrections and 

send back for price 

fixation. 

Justification for High dose of vitamin D manifestation and treatment of 

Vitamin D Insufficiency and Deficiency 

The acceptable value of 25 (OH) D is greater than 50  nmol/L. 

 

Serum 25 

(OH) D 

Concentration 

Vitamin D 

Status 

Manifestation  Management 

& Dosage 

Reference  

Below 

25nmol/L 

Deficient Rickets, 

Osteomalacia 

Treat with 

booster dose 

vitamin d 

300,000 IU 

over 6-15 

days then 

800-2000 

IU/d 

maintenance. 

Guideline 

for the 

diagnosis 

and 

management 

of vitamin 

D 

deficiency 

in adult 

patients 

NHS trust 

UK Jan 

2013 

Between 25-

50nmol/L 

Insufficient Associated 

with disease 

risk 

Consider 

300,000 IU 

over 6-15 

days then 

800-2000 

IU/D 

maintenance. 

 

Between 50- 

75nmol/L 

Adequate  Healthy  Life style 

advice 

 

Above 

75nmol/L  

Optimal  Healthy  None  

 

2.  Vitamin D 5 

Capsules 

Each capsule 

contains:- 

Vitamin D3...5000 

IU 

 

As above 

 

Dosage according to conditions:- 

 Lactating women (vitamin D deficient) require 5000 IU (one capsule of D-cap 5) daily to 

ensure that breast milk contains enough vitamin D3 to prevent the infants getting vitamin 

D3 deficient. 

 For multiple sclerosis 10,000 Iu taken daily for 12 weeks (2 capsules daily of D-cap 5). 

 For Rheumatoid arthritis 50,000 IU of vitamin D (one capsule of D-Cap 50) per week. 
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   According to bone & cancer foundation: Cancer patients whose level of vitamin D is too 

low (below 30ng/ml) should receive 50,000 I.U of vitamin D once in a week for 8 weeks. 

Daily supplementation for the prevention fo vitamin D3 deficiency is 800-2,000 IU/day. Repletion 

with vitamin D3 at levels up to 10,000 IU/d or 50,000 IU/wk, then maintenance at lower level is 

made. 

Loading doses of 50,000 Iu (1.25mg of cholecalciferol) per day for a week, or at the most two are 

safe to use before beginning maintenance therapy. 

Where there is inadequate daily sun exposure, oral doses of 100-2000 IU/day are given while much 

higher doses (up to 50, 000 IU) for rapid repletion is now considered safe.  

Ref. J.J. Cannell and B.W Hollis, use of vitamin D. 

Decision:  The Board deferred firm,s request till next meeting for detailed delibration. 

 

Case No.74:  Information Leaflets/Insets of Medicines. 

  Mr. Shabbir Ahmad Naseem Janjua, Gujrat has written a letter addressed to the Secretary, 

NHSR&C, Islamabad in which he has indicated an important public health issue. He has informed that 

the leaflets which all manufacturers provide in the medicines packing/cartons are printed in small font 

sizes. Sometimes the writing is so narrow that one cannot read even with glasses. He has enclosed two 

samples of leaflets. He has further added that our language is Urdu and manufacturers be advised to print 

leaflet in Urdu. 

Decision: The Board discussed the matter in detail and requested the representatives of PPMA 

and Pharma Bureau to come up with proposals to resolve an important public health issue.  
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Item NoVII: Biological Evaluation & Research. 

Case 1. Following cases of veterinary vaccines was discussed in the DRB 240 and was 

referred to a committee of experts: 

Following veterinary vaccines were deferred for further strain related comments for Pakistani market by 

the following experts. The committee met on 16.12.2013 in the conference room of NCAB/NCLB 

building. Following members attended the meeting, the recommendations are as follows: 

1. Prof Dr. Khushi Mohammad, UVAS, Lahore 

2. Prof Dr. Masood Rabani, UVAS, Lahore 

3. Dr. Arshad, Member DRB  

4. Dr Manzoor, NVL/FAO project Islamabad (could not attend the meeting due to a departmental 

meeting) 

S. 

No. 

Applicant Name and Specs ECBD Committee 

recommendati

on 

Decision 

1.  M/s. Electrovet 

Pharma,  

Rawalpindi.  

M/s.CEVA-

PHYLAXIA 

Veterinary 

Biologicals Co. 

Ltd. Budapest, 

Hungary. 

CevacTransmune Live, freeze-

dried complex vaccine 

Infectious bursal disease virus 

(IBDV), Winterfield 2512, strain  

G-16……min. 100.1 CID50 

(Immunological Product). 

(For Veterinary Use). 

Recommend

ed 

Approved if 

the same strain 

have already 

been registered 

with DRAP 

Deferred for 

confirmation 

of strain and  

review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

2.  M/s. Ghazi 

Brothers, 

Karachi.  

M/s. IZOS.p.A., 

Via A. Bianchi 

9, Brescia, Italy. 

IzovacAviflu 9 Multidose Freeze-

Dried Bottle 

Each dose of  0.5ml of vaccine 

contains:- 

Inactivated Avian Influenza A, 

strain H9N2…………..320 H.A.U. 

(Immunological)  

(For Veterinary Use). 

Recommend

ed 

approved Approved 
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3.  M/s. Golden 

Harvest, 

Karachi.  

M/s. Lohmann 

Animal Health 

International, 

Winslow, 

Maine, United 

State of 

America. 

AviPro ® 105 ND Chick Vaccine 

Each per dose (0.1ml) contains:- 

Newcastle disease virus, B1 type, 

LaSota strain, (a minimum of  108.1 

EID50 

(Inactivated poultry vaccine). 

(For Veterinary Use). 

Recommend

ed  

Approved Approved 

4.  M/s. Golden 

Harvest, 

Karachi.  

 

M/s. Lohmann 

Animal Health 

International, 

Winslow, 

Maine, United 

State of 

America. 

AviPro ® 108 FC 

3PlatinumVaccine 

Each per dose (0.25ml) contains:- 

Pasteurellamultocida, X-73 strain 

(Type 1)……….108.5 CFU 

Pasteurellamultocida, P-1662 strain 

(Type 4)….108.5CFU 

Pasteurellamultocida, 86-1913 

strain (Type 3x4)…108.5CFU 

(Inactivated poultry vaccine). 

(For Veterinary Use). 

Recommend

ed 

Sero type 

information is 

required, 

somatic and 

capsular 

antigen 

numbers are 

required.  

An example 

“neo bactrina” 

in which strain 

is different 

from local 

strain and is 

causing deaths 

in local 

industry.    

Deferred for 

clarification  of 

information 

sought by the 

committee and 

review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

5.  M/s. Hilton 

Pharma (Pvt) 

Ltd., Karachi.  

M/s. PT. 

MEDIONJI. 

Raya 

BatujajarCimare

me, 

KabupatenBang

dung, Indonesia. 

Medivac  ND-Gumboro Emulsion 

Vaccine 

Each dose (0.5ml) of vaccine 

contains:- 

Inactivated Newcastle disease virus 

of LaSota strain at least 50 PD50 

Inactivated infectious bursal disease 

virus of Winterfield 2512 strain at 

least 800 serum neutralization (SN). 

(For Veterinary Use). 

Recommend

ed 

Approved Approved 
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6.  M/s. Hi-Tech 
Pharmaceuticals,  

Lahore.  

 

Manufactured 

by: 

M/s. Pfizer 

Animal Health 

(Pfizer Inc), 

2000 Rockford 

Road, Charles 

City, Iova, USA. 

Poulvac ®  SE VaccineEach  0.5ml 

dose contains:- 

Salmonella enteritidis Phase Type 

4…..RP….≥1.0/dose at release. 

Salmonella enteritidis Phase Type 

8…RP……≥1.0/dose at release. 

Salmonellaenteritidis Phase Type 

13a…RP….≥1.0/dose at release. 

37% Formaldehyde 

Solution………0.0006ml 

White Oil……0.1995ml 

Arlacel-83…..0.1105ml 

Tween-80…..0.00168ml 

Saline………q.s to 0.3ml 

(For Veterinary Use). 

Recommend

ed  

More data is 

required 
Deferred for 

clarification 

from the 

applicant 

regarding use 

of formalin 

concentration 

and  review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD.  

7.  M/s. Hospital 

Services & 

Sales, Karachi.  

 

M/s. QYH 

(QIAN YUAN 

HAO) 

BIOLOGICAL 

CO. LTD., 

Beijing, P.R. 

China. 

QYH-ND IB EDS VAC 

Each one dose contains:- 

Newcastle Disease, infectious 

Bronchitis & Egg Drop Syndrome 

Vaccine, Inactivated (La Sota Strain 

+ M41 Strain + AV127 Strain).  

(For Veterinary Use). 

Deferred for 

clarification 

on strain on 

virus 

incorporated 

in the 

vaccine  

Approved Approved 
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8.  M/s. Hospital 

Services & 

Sales, Karachi.  

 

M/s. QYH 

(QIAN YUAN 

HAO) 

BIOLOGICAL 

CO. LTD., 

Beijing, P.R. 

China. 

QYH-ND Live Vaccine    

Each one dose contains:- 

Newcastle Disease Virus Sota 

Strain) HA titer of allantoic fluids > 

106.5 EID50/0.1ml before freeze 

drying. 

 

(For Veterinary Use). 

Recommend

ed  

Approved 

subject to 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant.   

This is 

applicable to 

all vaccines 

that are already 

in the market 

in order to 

prevent any 

untoward 

incidence of 

bioterrorism. 

Deferred for 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant. The 

Board also 

endorsed 

recommendati

ons of 

committee 

regarding 

testing of 

vaccines that 

are already in 

the market in 

order to 

prevent any 

untoward 

incidence of 

bioterrorism 

   

9.  M/s. Huzaifa 

International,  

Sargodha.  

 

M/s. Komipharm 

International Co. 

Ltd., Korea. 

Pro-Vac ® ND * IB Vaccine 

Each one dose contains:- 

Newcastle Disease virus (B1 strain, 

more than 107.5 EID50/ml, 

40%)………more than 105.0 EID50 

Infectious Bronchitis virus (K H-

120 strain, not more than 105.5 

EID50/ml,20%....more than 102.5 

EID50 

LPGG……………………40% 

Streptomycin sulfate……..q.s 

Penicillin…………………q.s 

(Biological product (Live viral 

bivalent vaccine for Avian 

Infectious Bronchitis virus 

+Newcastle Disease virus). 

(For Veterinary Use). 

Recommend

ed 

Approved 

subject to 

above 

conditions 

Deferred for 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant. 
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10.  M/s. Huzaifa 

International, 

Sargodha. 

 

M/s.  

Kombipharm 

International Co. 

Ltd., Shihung-

SI, Kyonggi-

DO, Korea. 

Pro-Vac ® NDK Vaccine 

Each one dose (0.5ml/dose) 

contains:- 

Inactivated Newcastle Disease virus 

culture solution……40% 

Formalin …………..0.1% 

Physiological Saline…..26.6% 

Aluminum Hydroxide Gel 

(50mg/1mL)…….33.3% 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed  

Approved Approved 

11.  M/s. Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore.  

 

M/s. 

BoehringerIngel

heimVetmedica, 

S.A de C.V 

Guadalajara, Jal. 

Mexico. 

 

Barvac 10 WaysconRetigen 

Each 2.0ml dose contains:- 

Clostridium chauvoei………..1.2ml 

harvest with a minimum O.D. of 

0.30 

Clostridium septicum……15 CPU 

of toxoid 

Clostridium novyi………..10 CPU 

of toxoid 

Clostridium sordellii…….180 CPU 

of toxoid 

Clostridium perfringens….Type C 

400 beta CPU of toxoid 

Clostridium perfringens….Type D 

270 epsilon of toxoid 

Mannheimiahaemolytica….1010 

organisms 

Pasteurellamultocida…..1010.2 

organisms 

CPU = combining Power Units 

 (Biological). 

(For Veterinary Use). 

Recommend

ed  

Details of 

serotypes of P. 

multocida and 

M. 

haemolytica.   

Deferred for 

clarification 

from firm for 

details of 

serotypes of P. 

multocida and 

M. haemolytica 

and  review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

12.  M/s. Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore. 

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

Hipraviar-ND Broilers Injectable  

Each per dose (0.2ml) contains:- 

Inactivated Newcastle Disease 

Virus, Strain La 

Sota……..>108EID50 

Adjuvant…………q.s.ad.0.2ml 

(Biologicals). 

(For Veterinary Use). 

Recommend

ed 

Approved  Approved 
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13.  M/s. Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore.  

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

Hipraviar-BPL2 Injectable 

Each per dose (0.5ml) contains:- 

Inactivated Newcastle Disease 

Virus, Strain La 

Sota……HAI>…..1/16(*) 

*(*) IHA= Antibodies obtained 

using hemagglutination inhibition. 

(Biologicals). 

(For Veterinary Use). 

Recommend

ed 

Information 

required about 

the HAI titer 

used in the 

formulation  

Deferred for 

clarification 

regarding HAI 

titer used in 

the 

formulation 

and  review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

 

14.  M/s. Marush 

(Pvt) Limited, 

Lahore.  

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

 

Coripracac Vaccine 

Each dose of 0.5ml contains:- 

Haemophilus paragallinarum 

serotype A……>  109 

microorganisms 

Haemophilus paragallinarum 

serotype B……>  109 

microorganisms 

Haemophilus paragallinarum 

serotype C…….>  109 

microorganisms 

(Biologicals).  

(For Veterinary Use). 

Recommend

ed  

Killed 

approved live 

is not approved 

Deferred for 

clarification 

regarding 

status of 

organisms 

whether live or 

killed and  

review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

15.  M/s. Marush 

(Pvt) Limited, 

Lahore.  

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

 

Hipragumboro-BPL2 Vaccine 

Each dose of 0.5ml contains:- 

Inactivated Infectious Bursal 

Disease Virus, strain 

W2512…..….> 105 TCID50 

Inactivated Newcastle Disease 

Virus, strain La Sota….> 108 EID50 

Excipient q.s. ad…….0.5ml 

(Biologicals).  

(For Veterinary Use). 

Recommend

ed 

Approved Approved 
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16.  M/s. Marush 

(Pvt) Limited, 

Lahore.  

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

Hiprapox Vaccine 

Each dose contains:- 

Live Fowl-Pox Virus, strain 

FPV92…..> 104 EID50 

Excepiants……q.s..ad.0.01ml 

(Biologicals). 

(For Veterinary Use). 

Recommend

ed  

Approved 

subject to 

above 

conditions of 

live vaccines 

Deferred for 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant 

17.  M/s. Marush 

(Pvt) Limited, 

Lahore.  

 

M/s. 

LaboratoriosHip

ra S.A. Avda. La 

SelvaAmer 

(Girona) Spain. 

 

Hipraviar-BI/H120 Vaccine 

Each one dose contains:- 

Live Newcastle disease (ND) Virus, 

strain B1….> 106.5 EID50 

Live infectious bronchitis (1B) 

Virus, strain H120….>  103EID50 

(Biologicals). 

(For Veterinary Use). 

Recommend

ed 

Approved 

subject to 

above 

conditions of 

testing 

Deferred for 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant 

18.  M/s. Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore.  

M/s. CEVA-

Biomune 

Veterinary 

Biologicals 

Company, 

Lenexa, KS 

USA.  

VectormuneHVTNDV Injectable 

Each dose contains:- 

Marek’s disease Newcastle disease 

antigen is at least 2280 PFU’s per 

dose through 

expiration(Biological). 

(For Veterinary Use). 

Recommend

ed  

Technical 

details about 

transportation 

and the 

composition is 

required. 

Deferred for 

clarification 

regarding 

Technical 

details about 

transportation 

and the 

composition 

and review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD 
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19.  M/s. Marush 

(Pvt) Limited, 

Lahore.  

 

M/s. CEVA-

Biomune 

Veterinary 

Biologicals 

Company, 

Lenexa, KS 

USA.  

 

CEVAC  MD RISPENS 

INJECTABLE  

Each dose contains:- 

Marek’s Disease, Rispens CV 1988 

Strain &Cryo No……..at least 2412 

PFU per dose as release & at least 

1608 PFU per dose through 

expiration. 

-Cryoprotectant 

No……………..max 50% 

(Biological).  

(For Veterinary Use). 

Recommend

ed  

Approved Approved 

20.  M/s. Mustafa 

Brothers, 

Faisalabad. 

M/s. Federal 

Governmental 

Budgetary 

Institution 

“Federal Centre 

for Animal 

Health” (FGBI 

“ARRIAH”, 

Vladimir, 

Russia. 

Dry Live vaccine against 

Newcastle disease from strain La 

Sota. 

Contains:- 

One intranasal (ocular) dose of the 

vaccine contains at least 106.7 

EID50/head of ND vaccine strain 

(strain  La Sota) 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed subject 

clarification 

of brand 

name 

Approved 

 

Recheck the 

specs for 

typing error 

Deferred for 

clarification of 

strain and 

review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD 

21.  M/s. Selmore 

Agencies (Pvt) 

Ltd., Lahore.  

M/s Dae Sung 

Microbiological 

Labs.Sam-Dong, 

Eiwang-Shi 

Kyunggi-Do, 

South Korea. 

ND+IB Killed VAC Vaccine 

Each dose (0.5ml) contains:- 

Inactivated Newcastle BI or Lasota 

strain culture soup…20% 

Inactivated IB culture soup..15% 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed  

Approved Approved 

22.  M/s. Selmore 

Agencies (Pvt) 

Ltd., Lahore.  

M/s Dae Sung 

Microbiological 

Labs.Sam-Dong, 

Eiwang-Shi 

Kyunggi-Do, 

South Korea. 

EDS VAC Vaccine 

Each dose (0.5ml) contains:- 

Inactivated EDS 76 culture…...15% 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed  

Approved Approved 
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23.  M/s. Snam 

Pharma, 

Lahore.  

 

M/s. Biovetaa.s. 

IvanovicenaHan

e, Czech 

Republic. 

Ornibur 

Intermediate Plus, Lyophilizate for 

the preparation of suspension for 

domestic fowl 

Each one dose contains:- 

Virus bursitidisavium, strain IBDV 

OP-1, min. 104.0 TCID50-max.105.2 

TCID50 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed  

Details of the 

strain and NVL 

to test for 

above 

mentioned 

requirements. 

Deferred for 

testing of 

extraneous 

pathogens by 

NVL at the 

cost of 

applicant 

24.  M/s. Snam 

Pharma, Lahore.  

 

M/s. Biovetaa.s. 

IvanovicenaHan

e, Czech 

Republic. 

Ornimix Clone B1 + H120  

Lyophilisate for preparation of 

suspension 

Each one dose contains:- 

Paramyxoviruspseudopestisavium, 

strain Bio 52: NDVB1-min. 106.0 

EID50, max.107.5 EID50 

Virus bronchitidisinfectiosaeavium, 

strain Bio 53: IBV H 120-

min.103.0EID50, max.104.8 EID50 

(Vaccine). 

(For Veterinary Use). 

Recommend

ed 

Approved 

subject of 

correction 

spellings 

Approved 

25.  M/s. Vet Line 

International, 

Lahore.  

M/s.CEVA-

PHYLAXIA 

Veterinary 

Biologicals Co. 

Ltd., Budapest, 

Hungary. 

Licence Holder:- 

M/s. Laprovet 

Hungary 

Veterinary 

Pharmaceutical 

LTd. Budapest, 

Hungary. 

ITA ND + IBD Vaccine  

Each dose (0.5ml) contains:- 

Inactivated Newcastle disease  

virus, strain NDV-“SZ”… min…50 

PD50 

Inactivated Infectious Bursal 

disease virus, strain “GP” induced 

min..3log10VN 

(Biological-Avian inactivated 

Vaccine). 

(For Veterinary Use). 

Recommend

ed   

Approved Approved 
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26.  M/s. Vet. 

Pharma Trading 

Company, 

Gujranwala.  

 

M/s. KBNP, 

INC, Dugok-ri, 

Sinam, Yesan, 

Chungnam, 

Korea. 

Himmvac ND Oil Vaccine 

Each vial contains:- 

Inactivated ND virus (B1)…..30%   

(At least 108.8 EID50/dose) 

(Biological Products). 

(For Veterinary Use). 

Recommend

ed  

Approved Approved 

27.  M/s. Vet. 

Pharma Trading 

Company, 

Gujranwala. 

 

M/s. KBNP, Inc. 

Dugok-ri, 

Sinam, Yesan, 

Chungnam, 

Korea. 

HimmvacDalguban  AN Oil 

Vaccine 

Each per dose contains:- 

Low pathogenic AIV strain 

“A/Chicken/Korea/01310/2001 

(H9N2)”….Min.108.5EID50 

NDV strain “LaSota”……..Min. 

109.5 EID50 

(Poultry Vaccine). 

Recommend

ed 

Approved if in-

activated, if 

already 

registered need 

to be de-

registered. 

Registration 

board deferred 

the request 

and advised 

DBER to 

prepare list of 

already 

registered 

preparations 

containing live 

AIVvirus for 

consideration 

of the Board.  

 

28.  M/s. Vet. 

Pharma Trading 

Company, New 

Steel Market, 

Near Regent 

Cinema, G.T. 

Road, 

Gujranwala-

Pakistan. 

 

M/s. KBNP, Inc. 

Dugok-ri, 

Sinam, Yesan, 

Chungnam, 

Korea. 

 

HimmvacDHPPL Vaccine  

Each Freeze-dried fraction: DHPP 

live vaccine per dose contains:- 

Freeze dried, Modified 

Live………25% 

Canine Distemper virus…..(at least 

103.5 EID50/dose) 

Infectious Canine Hepatitis virus 

25% 

……(at least 105.0TCID50/dose).  

Canine parainfluenza type 2 virus 

30% 

(at least 104.0 TCID50/dose). 

(Canine Vaccine) 

Recommend

ed 

Not 

recommended 

being live as 

the killed 

vaccine is 

effective. 

Company may 

be asked to 

justify the 

import of live 

viruses 

Deferred for 

clarification 

about import 

of live virus 

and review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD 
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29.  M/s. Vety-Care 

(Pvt) Ltd., 

Rawalpindi.  

M/s. Intervet 

International, 

USA. 

Innovax-Nd Vaccine 

Each dose contains:- 

Live Turkey Herpes Virus strain 

HVT/NDV-F>……at least 1810PFU 

per bird dose. 

(Live  virus vaccine) 

(For Veterinary Use). 

Recommend

ed 

Deferred for 

details of 

serotype of 

strain NDV-F 

are required. 

Deferred for 

clarification 

about serotype 

of strain NDV-

F and and 

review by 

already 

constituted 

committee and 

veterinary 

expert of 

ECBD. 

 

30.  M/s. Vety-Care 

(Pvt) Ltd., 

Rawalpindi.  

M/s. Intervet 

International 

B.V. Wim de 

Korverstraat, 

AN Boxmeer, 

Netherland. 

NobilisSG9RVacccine 

Each dose 0.2ml contains:- 

Salmonella gallinarum strain 9R in 

stabilizer………at least 2x107CFU 

(Live vaccine). 

(For Veterinary Use). 

Recommend

ed 

Deferred for 

justification of 

live strains and 

its details.   

Deferred for 

clarification 

about 

justification of 

live virus 

strain 

 

  

 Case 2: Change of source of an approved vaccine for local manufacture:  

The case relates to bulk import local repacking of the then WHO prequalified vaccine i.e., 

Pentavalent vaccine that was approved in 213 DRB meeting with the following composition 

and source: 

a. From: Amsovax-5: Diphtheria, Tetanus, whole cell Pertussis, Hepatitis-B and 

Haemophilus influenza type B conjugate vaccine as per WHO formula, from M/s Shanta 

Biotech India, India.  

i. At the time of application this source was WHO prequalified but latter on it was 

derecognized by WHO, hence the local company applied for change of source to a 

new WHO prequalified source; 

b. To: Amsovax-5: New WHO prequalified product from M/s Biological E, Ltd., India with 

the same composition of vaccine. The application was submitted on 16.09.2011 and the 

dossier of the new product was submitted on 28.10.2011. The vaccine is Diphtheria, 

Tetanus, Pertussis (Whole cell), Hepatitis B (rDNA) and Haemophilus Type B Conjugate 

Vaccine (Adsorbed)-(Hib vaccine lyophilized in separate vial which is to be reconstituted  
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with DTwP-rHepB vaccine filled in a separate vial). Shelf life is 24 months. The packing 

applied for is 10 doses per vial. As per Schedule I of DRAP Act, 2012 the naked vials 

without labels will be imported in bulk quantities that will be locally labeled and Vaccine 

Vials Monitor (VVM) will be applied before packing in cartons).   

c. The firm was communicated the approval on 11.03.2013 and was asked to submit the 

WHO approval and technical information on the CTD format; the firm submitted the 

required information on 01.04.2013. The WHO approval status has been verified from 

the WHO Web site as well.   

d. The local facility is a licensed to manufacture vaccine by way of formulation since 1995 

for HepB, TT, and antivenom serum; recommended for approval subject to local panel 

inspection for facility suitability for handling such product.  

 

Registration Board 239 deferred firm’s request for evaluation by ECBD. 

ECBD: ECBD recommends the change of source as per request. 

Decision:  The Board decided to defer case for option by the firm to import in 

labeled vials instead of naked vials. The Board will reconsider the case after 

firm,s reply.  

  Case 3: Increase in the extension of shelf life: 

When the parent regulatory body approves the extension in the shelf life of certain Biological 

the same exercise takes up to 28 months in our case, in the meantime the import is suddenly 

stopped and the patients are left with no substitutes. As new Biologicals are mostly used in the 

treatments of cancers of various kinds and are after real time stability studies the initial 18 

month self life is usually extended to 24 months or more by the regulatory of origin, whereas 

we wait until this is implemented and when it is done we initiate the process and the import is 

halted immediately because the exporting country had already implemented the new shelf life 

and cannot export to our country.  

ECBD opinion was solicited to simultaneously increase the shelf life based on the decision of 

the regulatory authority of the country or origin and asks for field data in local condition after 

the implementation under local conditions. Theoretically the local cold chain should be at par 

with the international standards hence the excuse of case to case basis is negation of the 

concept and in fact accepts that the local cold chain system is faulty and we are allowing it 

deliberately. 



 
 

  206 

ECBD approved the increase of shelf life as per the regulatory agency of the country of 

origin. 

Decision:  Board decided to take up matter on case to case matter after 

consideration by ECBD first. 
 

 Case 4: Extension in shelf life of Enbrel (R.N. 062228, Wyeth) from 24 to 30 months. 

M/s Wyeth Pakistan Limited had on March 02, 2012 requested the extension of the shelf life 

of Enbrel (R.N. 062228 dated 24.04.2010) from 24 to 30 months at par with EMA approval 

issued on 05.10.2010.  Enbrel (Etanercept) is a biopharmaceutical that treats autoimmune 

diseases by interfering with tumor necrosis factor (TNF; a soluble inflammatory cytokine) by 

acting as a TNF inhibitor. It has U.S. F.D.A. approval to treat rheumatoid, juvenile 

rheumatoid and psoriatic arthritis, plaque psoriasis and ankylosing spondylitis. The product is 

stored at +2˚ to +8˚ C hence there is no problem in extension because local temperature 

conditions do not apply. Necessary fee of Rs.5000/ has been paid. All papers are in order. 

Decision:  Registration Board discussed the matter in detail. It was deliberated 

that members of the Board will evaluate the case. But it was decided to present 

the case for review of ECBD and then RB will decide the matter. 
 

Case 5: Approval of Change of Manufacturing Site –Prevenar 13 Suspension for 

injection-Reg. No. 066110. 

M/s Wyeth Pakistan Limited, Karachi has submitted a request for change of manufacturing 

site of their already registered drug Prevenar 13 suspension for injection from Baxter 

Pharmaceutical Solutions LLC, Bloomington IN USA to Pfizer Ireland Pharmaceuticals, 

Dublin, Ireland where the final release site shall remain the same i.e., Wyeth Pharmaceuticals, 

Hampshire, UK. The new manufacturing site is EMA approved; the firm has submitted the 

COPP from EMA, GMP certificate from Irish Medicine Board and site master file. Full fee 

Rs.50,000/- has been paid for this innovator product. The product is to be kept at +2˚ to +8˚ C 

hence cold chain stability data is globally valid has been provided. All papers are in order. 

Decision:  Registration Board advised firm to provide the public assessment 

report. Case will be evaluated by ECBD and recommendation will be considered 

by Registration Board. 
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Case 6: Correction in Name of Biologicals as per the Registration letter: 

A number of registered biological drugs especially the Biosimilars have slightly different 

names printed on their labels, outer cartons, and leaflet of prescribing information; in cases of 

tenders for government supplies and court cases this causes problems hence it should be 

mandatory to have these names corrected as per approved names and descriptions.  

Permission is solicited from DRB to allow Director Biological to issue corrected new 

registration letter by cancelling the older ones, mere issue of name correction corrigendum is 

not sufficient.  

Decision:  Registration Board decided to discuss such matters on case to case 

basis. 
 

Case 7:  Additional conditions to be added on the registration letter of biological and    

 vaccines for local manufacture/importer.  

a) As post marketing surveillance the applicant shall submit periodic safety update 

report (PSUR) every six months for the first two years. For subsequent two years, the 

PSUR shall be submitted annually by the authorized person. All reported AEFI shall 

also be submitted in the same manner. All reported adverse reaction related to the 

drug shall be immediately notified to the DBER and Director Pharmacy Services.  

b) Market Authorization will be withdrawn by default if any one of the SRA, non-SRA 

or ICH countries imposes any alert on its use or import at any time. Importer and 

registration holder will be responsible to verify the status before import of each 

consignment and bound to report the situation within a week to DRAP. Written 

approval of continuation will be issued by DRAP on review of information and 

satisfaction.  

c) Importers and registration holders will be bound to keep themselves educated about 

GMP compliance of facility and transportation etc. In any case where violation is 

recorded by any regulatory agency the same will be brought into the notice of DRAP 

within a week time.  

d) Failure to comply with any one of the new conditions mentioned on the registration 

letter shall be reported to the Registration Board for review of the registration and 

may lead to r  
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Decision:  The Board deferred the case till next meeting for detailed 

deliberations. 
 

Case 8:  Intra dermal use of Cell Culture Rabies Vaccines.  

Cell Culture Rabies Vaccine (CCRV) when introduced in 1980’s had one site of 

administration that was intramuscular, latter on WHO in 1995 introduced an additional Multi-

site intradermal route in post exposure treatment that was equally effective but used less 

amount of expensive vaccine. Among other advantage was a quick response of IgG. This 

procedure was applicable to cell culture vaccines in Pakistan ever since. However, officially 

at the time of registration of cell culture vaccines this route was not requested by the 

Commercial Firms due to their own commercial interests because less vaccines was sold if the 

multi-site I.D. was used, but the doctors trained in I.D. route administration still preferred this 

route at the dog bite treatment centers for judicious use of available resources.  

Now two firms, M/s Novartis Pharma (Pakistan) Limited, Karachi for their CCRV “Rabipur” 

R.N. 018238 and M/s Hospital Services & Sales, Karachi for their CCRV “Indirab” R.N. 

053814 have requested formally to approve this I.D. as suggested by WHO in the treatment of 

post exposure of animal bite / rabies. 

The Board is requested to formally adopt the ID route of administration of Cell Culture 

Rabies Vaccines as per WHO recommended procedure of dosing.  

Decision:  Request of the firm was acceded to by the Board. 
 
Case 9.  Change of manufacturing site of following Biological (Insulin) of M/s Novo 

Nordisk Pharma (Pvt) Ltd., Karachi  

  M/s Novo Nordisk has submitted five applications on October 08, 2013 for the 

change of manufacturing site of their already registered Biologicals from their Manufacturing 

site from Denmark to France.  

S.No. Product & Regn.No. Existing site  Proposed site 

1 Insulatard Penfill ®  

100 IU/ml 5x3 ml  

(R.No. 010341) 

Novo Nordisk A/S 

Novo Alle 

DK-2880 Bagsvaerd 

Denmark 

Novo Nordisk Production 

S.A.S. 

5 bis, rue Edmond Poillot 

28000 Chartres 

France 

2 Actrapid ® Penfill®  

100 IU/ml 5x3 ml 

(R.No. 010344) 

-do- -do- 
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3 NovoMix® 30 

Flexpen® 100 U/ml 5x3 

ml  

(R. No. 041175) 

-do- -do- 

4 NovoRapid® Flexpen ® 

100 U/ml 5x3 ml  

(R.No. 041176) 

-do- -do- 

5 Levemir® Flexpen®  

100 U/ml 5x3 ml 

(R.No. 047631) 

-do- -do- 

 

The firm has submitted following documents with each application: 

1. Fee Challan of Rs. 50,000 

2. Copy of Registration letter 

3. Copy of Renewal letter 

4. Form 5-A 

5. EMA certificate of medicinal product, Original verified by Pakistan embassy  

6. Current manufacturing authorization in France, Original verified by Pakistan embassy 

7. GMP certificate of French site, Original verified by Pakistan embassy 

8. Site master file 

9. Declaration of assembly process and quality testing 

10. Validation  report 

11. Analytical procedures 

12. Specifications 

13. Stability data 

14. Quality considerations 

  

 The Drug Registration Board is requested to please grant the site change applications of M/s  

Novo Nordisk Pharma (Pvt) Lts, Karachi.  

Decision of DRB:  The Board referred the case for recommendation of ECBD and 

authorized its Chairman for decision on the matter. 

Case 10.Miscellaneous supplementary cases. 

 

a. M/s NIH: Renewal of Registration of TT vaccine R.No. 003842: NIH had submitted 

the required fee of Rs. 4,000 for the renewal of the vaccine before the due date on 05.04.2012 

(limit date was 14.04.2012). The application was submitted through official route by dak but no 

renewal letter was issued. Consequently due to devolution process the department could not 

follow the application and has now submitted the fresh application with Rs 20,000/- for renewal 

of registration.  
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Decision:  Registration Board approved renewal of TT vaccine R.No. 003842 from its due 

date. 

 

b. M/s Sind Medical Stores: Vaxapox (live, attenuated varicella vaccine; R.No. 

074628): Change in the name of principal company name, shelf life extension, 

change of excipients with known standards in the formulations. The company has 

submitted fee of Rs. 100,000 and embassy certified originals of company credentials 

of manufacturer abroad, cGMP certificate and free sale certificate. Revised  

Form 5A is present along with relevant data.   

Decision:  The Board referred the case for recommendation of ECBD. 

c. M/s Macter International (Pvt) Ltd., Karachi: Case of import of Interferon from 

Cuba instead of China: The firm was originally given registration of Heberon Alfa R 

2-b Registration No. 047675 manufactured by M/s Heber Biotec, Havana, Cuba, 

latter on the firm requested the changed of its source to M/s Changchun Heber 

Biological Technology Co., Ltd, China on 21.03.2011. Recently the firm has 

imported two lots of Interferon from Cuba instead of China hence its lot release was 

stopped, the firm was directed to remove all stocks from market.  

It is suggested that since the change of source or any other correction on the 

registration letters are issued as separate letter it is almost impossible for NCLB to 

know what deviation have been allowed. Therefore all such modifications are to be 

printed on the revised Registration Letter with original information as well as revised 

information for complete record, the original Registration Letter shall be considered 

cancelled however the original registration number and the date of registration shall 

remain the same.  

Case was reported for further guidance by the Board: i)in terms the penalty to the 

firm, ii) the fate of the lots imported, and iii) the suggestion given above on how to 

handle the modification in the registration letters for all firms to avoid confusion or 

benefit claimed by the firms by fooling the import offices.  
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Decision:  Registration Board decided that DDG(E&M), DRAP Karachi will 

investigate the and will submit the report matter within 15 days for 

consideration of Registration Board. 

 

d. M/s Pharmedic Laboratories (Pvt) Ltd., Lahore: Case of Substandard 

manufacturing conditions: The firm was given registration for local manufacture of 

interferon Hepaferon3MIUReg no. 029537 by way of import of concentrate and its 

local dilution and filling. The firm had obtained a supply order for the KPK 

government and supplied interferon; the department did not collect the samples at the 

time of delivery but when latter on the samples were taken and send to DTL 

Peshawar and NCLB they were found having foreign particles in all the batches 

supplied to KPK and were rejected; the samples submitted earlier for Lot release were 

different from the samples collected from the stores of Health Department KPK. 

Further there are allegations of short supply and on the directions of the Peshawar 

High Court; NAB is now investigating the matter. Physical inspection of the premises 

of the firm was conducted by NAB Peshawar, their report is confidential. All samples 

when taken by the FID Peshawar and submitted to NCLB were found defective 

therefore the firm was directed to stop production and investigate this Quality 

Assurance failure.  

Decision:  The Board deferred the case till report of NAB, Peshawar and 

decision by Peshawar High Court. Moreover, Registration Board ratified the 

above action taken by NCLB. 

 

e. M/s Martin Dow Limited, Karachi: DRB in its 240th meeting had approved  a 

Biosimilar rDNA product of this firm by the name of “PEGNANO, PFS (Peg 

Interferon alfa-2a 180 mcg)” manufactured by M/s Nanogen Biopharmaceuticals, 

Tang NhonPhua ward, Vietnam. The product has been approved based on the data 

provided by the firm claiming to be biosimilar to Roche’s “Pegasys” that is an 

innovator product. Now Roche has submitted a letter on 28.11.2013 claiming that 

“Pegnano” was registered in the country of origin as a generic product and not by the 

Biosimilarity pathway and hence is not biosimilar to “Pegasys” further when tested in 

the laboratory the two products are different. Roche has requested that DRAP Act, 

2012 and WHO guidelines should be implemented to avoid the possibility of 
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registration of substandard drugs. Earlier Roche had submitted similar letters to Chief 

Minister Punjab for his consideration of the matter on scientific grounds.  

Decision of DRB:  Registration Board deferred the issuance of registration 

letter of PEGNANO, PFS (Peg Interferon alfa-2a 180 mcg and referred the 

case to ECBD for further review / evaluation and comments on its previous 

recommendations about the same product. The Board also decided that 

ECBD will also evaluate already registered interferons on same lines. 

 

Case No: 11.  Special case of Registration of bOPV manufactured by M/s Bio Farma, 

Indonesia for EPI use as there is very limited manufacturers of bOPV left in the world; 

the diseases is not only prevalent in Pakistan rather its cases are increasing and travel 

advisory has been issued for passengers from Pakistan by the governments of Saudi 

Arabia and India.  

 

Decision: Registration Board discussed the matter in detail. The Board also discussed 

global shortage of the vaccine and urgent and new demand by the country of bOPV. As 

product is WHO prequalified since 26.05.2010, thus Registration Board approved the 

producy only for institution / EPI purpose. The Board advised DBER to review the 

dossier before issuance of registration letter.  

 

 

 



 
 

  213 

Item No:VII. Quality Control Cases. 

Case No. 1.     New cases  

Sr. 

No 

Nam e of 

Drugs  

Firm  CDL Report  Appellate 

Testing  

Detail / Decision 

1. Standardmol 

Suspension , 

(Paracetamol) 

Batch No. S-

120, 

File No. 03-39-

2013 

M/s 

Standard 

Drug 

Company, 

Hyderabad  

Adulterated & 

Sub-Standard. 

Descriptio n:- 

Pink colured 

suspension in 

60ml ambered 

glass bottle 

containing a 

number of glass 

pieces very much 

visible by naked 

eye. 

Not 

Challenged  

1. The Board was apprised background of    the 

case as under:- 

i. On a complaint, the FID Karachi-III, draw 

two separate samples of Standardmol 60ml 

Suspension, Batch No.S-120 manufactured 

by M/s Standard Drug Co Hyderabad, from 

Main Store of Central Health Establishment 

(CHE) and stocks recalled by CHE, on 14-

05-2013, for Test/Analysis. 

ii. The Federal Government Analyst declared 

both of these samples Adulterated & Sub-

Standard vide test reports No.R.650/2013, & 

R.643/2013 dated 02nd July, 2013.  

iii. After receipt of complete case from FID, 

Show Cause Notices dated 09th December 

2013 and 11th December 2013 were issued to 

following accused as specified by the FID.  

a) Mr. Imtiaz Ahmad,  

 (Partner) 

b) Mr. Mushtaq Ahmad,  

 (Partner) 

c) Mr. Muhammad Hyder Zaidi, 

 (Production Incharge/Manager) 

d) Miss Qurat-ul-Ain   (Quality  Control 

Incharge) 

 iv. Firm’s production was stopped by CLB on 

recommendations of FID, Hyderabad, given 

vide inspection report dated 22-7-13. 

Another follow-up panel inspection, carried 

out on 11-10-13, reported improvements with 

recommendations for resumption of 

production. The case will be considered and 

decided by the Central Licensing Board. 

 v.  All the aforementioned accused have been 

called for personal hearing before the Board 

2. Mr. Imtiaz Ahmed, (Partner), appeared on 

behalf of the firm and accused and stated that 

they have checked the keeping samples of the 

batch and found those according to the 
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specifications. He further stated that he could 

not get the FID’s letter and test report in time as 

the factory was in a process of renovation and 

now after knowing the situation he has made 

request to the FID to the Appellate testing. 

3.  The Board, however, observed that the 

excuse given by firm’s representative regarding 

their delayed request for appellate testing does 

not appears to be genuine. Moreover the firm’s 

compliance to GMP in the past is also doubtful. 

Decision:- 

4. In view of the personal hearing and available 

record/ facts of the case, the Board did not find 

firm’s contention satisfactory and therefore, 

decided as under:- 

i. Cancel registration of Standardmol    

Suspension. 

ii. Recommendation to the Central 

Licensing Board for 

suspension/Cancellation of Syrup/ 

Liquid Section of Standard Drug 

Company, Hyderabad.  

 

 

Case No. 02        Miscellaneous cases. 

a. Manufacturing and sale of unstable fabrinol suspension by M/s Pharmawise Labs, (Pvt) 

Ltd., Lahore. 

   Giving background of the case the Board was informed that the Federal Inspector of Drugs, 

Lahore and Assistant Drug Controller, Lahore, during panel inspection of M/s Pharmawise Labs., Lahore 

on 16-01-2013, reported to have observed crystallization (apparently look like glass pieces) of 

Paracetamol in the recalled stocks, of Fabrinol Suspension. Following major observations relating to the 

instant case were made by the panel:- 

i. Crystallization of Paracetamol was observed in the Fabrinol Suspension due to unstable 

formulation which apparently looked like glass pieces. 

ii. The difference in the shades of glass bottles suggested that used bottles were being used. 

iii. Screw caps were being used on bottles instead of P.P Caps. 
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iv. The firm has adopted older/ alternate / their own developed testing method on U.V 

Spectrophotometer for Fabrinol Suspension despite the fact that this product is now 

included in current USP. 

v. The firm to ensure availability of proper stability study chamber for carrying out stability 

studies 
 

The panel directed the firm to stop production of Fabrinol Suspension till development of stable 

formulation after proper stability study and development of revised formulation of this drug. M/s 

Pharmawise, vide under taking dated 16-01-2013, also informed about stopping manufacturing and sale 

of the Fabrinol Suspension and recall of all the stocks. 

3. The Federal Inspector of Drug  later  reported that the M/s Pharmawise, vide letter dated 12-03-

2013, has withdrawn its voluntary consent regarding surrender of registration of Fabrinol Suspension and 

started its manufacturing without submitting any scientific data supported with document/evidence 

regarding stability of formulation of the Fabrinol Suspension. The FID further reported that M/s 

Pharmawise has not taken prior approval of competent authority / forum for the formulation of Febrinol 

Suspension and resumption of its production. The FID has, therefore, concluded that M/s Pharmawise 

Labs is manufacturing an unstable and substandard Fabrinol Suspension.  

4. A show cause notice dated 30th October 2013 was issued to the firm’s Chief Executive Mr. Ch. 

Nadir Khan, for contravention of the provisions of Section 23 of the Drugs Act, 1976, the rules made 

there under, including Good Manufacturing Practices specified in Scheduled B-II of Drug (Licensing, 

Registering and Advertising) Rules 1976, as well as conditions of Registration and the firm’s 

representative was called for personal hearing before the Board.  

5. Ch. Nadir Khan, Chief Executive of M/s Pharmawise Laboratories, appeared before the Board 

and stated that he has already requested for a copy of the report dated 16-01-2013, so that he could 

respond to the show cause notice. He, however, could not explain the fact that as per requirement of the 

law, the original report of inspection dated 16-01-2013, was already pasted on the official Inspection 

Register in the custody of the firm, therefore, the report was with the firm since the date of inspection. 

While conceding the existence of problem in the Febrinol Suspensions, Ch. Nadir Khan also accepted the 

fact that used bottles were being used for the suspension but claimed that now this practice has been 

discontinued. With regards to unilateral resumption of production of Febrinol Suspension, without any 

approval, he was of the view that since they have rectified the problem so no formal approval is required 

for this purpose. 

6. The Board observed that the firm’s demand for copy of the inspection report dated 16-01-2013 is 

not justified as the report is already available with the firm for being pasted on the Inspection Registered 
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in the custody of the firm. Moreover, the firm’s representative has conceded the fact that the problem 

existed in the Febrinol Suspension, however he could not satisfied the Board with regards to rectifications 

/ improvement claimed to be made by the firm in this regard.  

Decision: Registration Board in view of personal hearing and available record / facts of the case 

decided as under:- 

a. Production of Febrinol Suspension shall be stopped till further orders. 

b. Inspection of the firm by following panel to investigate the problem and give its 

finding and recommendation for consideration of Registration Board:- 

i. Dr. Amanullah Khan, Director, Drug Testing Laboratories, Quetta. 

ii. Mr. Jamil Anwar, Director, Drug Testing Laboratories, Lahore. 

iii. Deputy Director General (E&M), DRAP, Lahore. 

iv. Area FID Lahore. 

 

b. MANUFACTURING AND SALE OF SUBSTANDARD APTAHIST 10MG TABLETS 

BATCH NO. 09006 M/S APTCURE (PVT) LTD., LAHORE 

 Apprising background of the case, the Board was informed that the sample of Aptahist 10mg 

Tablets Batch No 09006, manufactured by M/s Aptcure (Pvt) Ltd., Lahore, drawn by FID Lahore on 14-

03-2013 from manufacturer premises was declared substandard by Federal Government Analyst vide Test 

report No. LIP.101/2013 dated 16-05-2013 for having Ebastine 35.8% as against limit of 90.110% 

(manufacturer’s specification). On request of the firm the sample was tested by Appellate Lab which give 

an inconclusive report by declaring  percentage of Ebastine as 110.97% with following remarks:- 

i. Incomplete specification provided by the manufacturer having no limits for the active 

ingredient. 

ii. M/s Hignoon Laboratories (Pvt) Ltd Lahore, brand leader of said product, mentioning limits 

95-105% in their specification.  
 

Decision: The Board observed that the specification of the product appears to be in-appropriate / 

incomplete and therefore decided to issue show cause notice to the firm. 

 

c. MANUFACTURE AND SALE OF SUB-STANDARD DRUG” EROCOF-D BATCH 

NO.1K005 BY M/S EROS PHARMACEUTICAL (PVT) LTD KARACHI 

 Apprising background of the case, the Board was informed that the sample of Erocof-D Cough 

Expectorant, batch No. 1K005, manufactured by M/s Eros Pharmaceutical, Karachi, was declared 

substandard vide CDL test report No. TB.65/2012 dated 10-08-2012. The firm was subsequently issued 

show cause notice and the Drug Registration Board, in its 237th meeting held on 26-02-2013, took ex-

parte decision to cancel the registration of the Erocof-D Cough Expectorant as the firm failed to appear 
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before the Board. M/s Eros Pharmaceuticals subsequently filed an appeal before the Drug Appellate 

Board, against the aforementioned decision of Drug Registration Board, pleading that they have made the 

Appellate Testing request with in prescribed time but it could not be processed as the post of FID was 

vacant at that time. The Drugs Appellate Board, in its 140th meeting held on 20-08-2013, accepted the 

request of the Appellant (M/s Eros Pharmaceuticals) for retesting of their alleged substandard product 

Erocof-D Cough Expectorant, batch No. 1K005 form Appellate Lab  and remanded back the case to  

Drug Registration Board for considering the Appellate Lab’s report and taking  further action as per law. 

2. The sample was accordingly send to the Appellate Lab for re-testing and the Lab vide its Test 

Report No 014-MNHSR/2013 has declared the Erocof-D 120ml Cough Expectorant, batch No.1K005 as 

standard quality. 

Decision:  The Board in view of the orders of Appellate Board dated 06-09-2013, passed in the 

Appeal No. 08/2013 filed by M/s Eros Pharmaceutical Karachi and Drug Appellate Laboratorie’s 

Standard Report No. 014-MNHSR/2013 dated 30-09-2013, issued in respect of Erocof-D, Batch No. 

1K005, decided to restore registration of Erocof-D 120ml (Cough Expectorant) by with-drawing 

cancellation of registration letter No. 3-09/2012-QC dated 22-03/2013. 

 

d. MANUFACTURE AND SALE OF SUB-STANDARD DRUG” HOSPITEX BANDAGES 

BATCH NO. 0014 BY M/S GENERAL PHARMA GUJRANWALA. 

Apprising background of the case, the Board was informed that the samples of Hospitax Bandage 

Batch No. 0014 manufacture by General Pharma Gujranwala, drawn by FID Lahore from manufactures 

premises, was declared sub-standard by Federal Government Analyst vide test report No. LIP.296/2013 

dated 06th June 2013 for not complying Warp and Weft limits as per following details  

Thread per 10cm Determined Limits  

Warp  129.92 135.0 to 163.0 Does not comply with B.P 1988. 

Weft  82.677 84.0 to 96.0 Does not comply with B.P 1988. 

 

2. On explanation letter issued by FID, the firm stated that the erstwhile Ministry of Health has 

already given relaxation of 5% on the BP limits vide a notification in respect of length of WRAP & 

WEFT. The firm’s contention is that their product complies specifications if the relaxed specifications are 

applied.  
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3. As per revised specification for Cotton Bandages issued by erstwhile Ministry of Health’s letter 

No.F.6-6/2005-Reg-II (South) dated 13th September 2006, the following  relevant specifications were 

prescribed for Warp and Weft:-  

i. Only B.P.C and B.P Type-2 bandages will be allowed to manufacture. 

ii. In the case of warp and weft the total number of thread will be as per B.P 

number of weft and warp number may differ up-to 05%. 

 

Decision: The Board observed that the revised specification’s notification issued in 2006 may 

require a review and therefore decided to defer the case with the directions to place the earlier 

revised notification No.F.6-6/2005-Reg-II (South) dated 13th September 2006 before the Board in its 

next meeting. 
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Item No.VIII. Any other item with permission of chair. 

Case NO.01.    Deferred Applications for Registration of Medical Devices for Import. 

                          Registration Board considered the following applications of medical devices and decided 

as mentioned against each.  Approved applications have already been recommended by Expert Committee 

on Medical Devices and are subject to inspection of manufacturer abroad, verification of storage facilities 

etc as per policy. 

SYRINGES 

S.No. Name of Importer and 

Manufacturer/Exporter. 

Name of Medical 

Device  

Demanded 

price &  

Pack size 

Shelf 

life 

Decision  

 
 

1.  M/s Becton Dickinson Pakistan (Pvt) 

Ltd,  19-D/1, Gulberg-III, Lahore. 
 

Manufactured by: 

M/s Becton Dickinson Medical (S) 

Pte Ltd, 30 Tuas Avenue 2, 

Singapore 639461, Singapore. 

BD TM Syringe Slip 

Tip with BD 

Precision Glide TM 

Needle 
 

(24G, 25G, 26G, 

27G) 

Decontrolled 
 

1ml 

 

5 years Approved. 

 
Case NO.02.   Fresh Applications for Registration of Medical Devices for Import. 

                          Registration Board considered the following applications of medical devices and decided 

as mentioned against each.  Approved applications have already been recommended by Expert Committee 

on Medical Devices for the consideration of Registration Board and are subject to inspection of 

manufacturer abroad, verification of storage facilities etc as per policy. 

A:      CATHETERS: 

S.No. Name of  Importer and 

Manufacturer/Exporter. 

Name of Medical 

Device. 

Demanded 

price &  

Pack size 

Shelf 

life 

Decision 

 

1.  M/s Cardiac Care,                           

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada Crescentino snc, 

13040, Saluggia (VC) Italy. 

ProHp Pegaso 

PTCA Balloon 

Catheter. 
 

Balloon Length 

(mm): 10,15,20, 30. 
 

Balloon Dia (mm): 

1.5, 2.0, 2.25, 

2.75,3.0,3.25, 3.50, 

Decontrolled 

 

(Different 

product codes 

available) 

36 

months 

Approved. 
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3.75, 4.0. 

2.  M/s Cardiac Care,                               

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada Crescentino snc, 

13040, Saluggia (VC) Italy. 

Brio Pegaso-SCRX  

PTCA Balloon 

Catheter. 
 

Balloon Length 

(mm): 10,15,20, 30. 
 

Balloon Dia (mm):  

1.5, 2.0, 2.5, 

3.0,3.5, 4.0. 

 

Decontrolled 

 

(Different 

product codes 

available) 

36 

months 

Approved. 

  

B:      STENTS 

 

S.No. Name of  Importer and 

Manufacturer/Exporter. 

Name of Medical Device  Demanded 

price &  

Pack size 

Shelf 

life 

Decision 

 

1.  M/s Cardiac Care,             

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada 

Crescentino snc, 13040, 

Saluggia (VC) Italy. 

Cre8 Amphilimus Eluting 

Coronary Stent. 
 

Stent Length (mm): 

12,16,20, 25,31. 
 

Stent Dia (mm): 

2.50, 2.75, 3.0, 3.50, 4.00, 

4.50. 
 

Decontrolled 

 

(Different 

product 

codes 

available) 

18 

months 

Approved. 

2.  M/s Cardiac Care,           

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada 

Crescentino snc, 13040, 

Saluggia (VC) Italy. 

Avantgarde Chrono 

Carbostent 
 

(Coronary carbofilm coated 

bare metal 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. 

Decontrolled 

 

(Different 

product 

codes 

available) 

36 

months 

Approved. 

3.  M/s Cardiac Care,         

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada 

Crescentino snc, 13040, 

Saluggia (VC) Italy. 

Chrono Carbostent 
 

(Coronary carbofilm coated 

Cobalt Chromium stent) 
 

Stent Length (mm): 

7, 8,12,16,20, 24, 25,31. 

Decontrolled 

 

(Different 

product 

codes 

available) 

36 

months 

Approved. 
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Stent Dia (mm): 

2.25, 2.50, 2.75, 3.0, 3.50, 

4.00, 4.50. 

4.  M/s Cardiac Care,             

848-C, Shadman-I, Lahore. 

Manufactured by 

M/s CID SPA Strada 

Crescentino snc, 13040, 

Saluggia (VC) Italy. 

Janus Optima Tacrolimus 

Eluting Carbostent 
 

(Coronary carbofilm coated 

drug eluting stent) 
 

Stent Length (mm): 

11,15,19, 25,31. 
 

Stent Dia (mm): 

2.50, 2.75, 3.0, 3.50, 4.00. 

Decontrolled 

 

(Different 

product 

codes 

available) 

18 

months 

Approved. 

 

Case No.03.   Miscellaneous Cases. 

Case No.a.         COMPLAINT REGARDING MEDICAL DEVICES MANUFACTURED BY M/S 

MORNINGSIDE PHARMACEUTICAL LTD, UK IMPORTED BY M/S ELATE 

CC (PVT) LTD, KARACHI. 

              The following medical devices (syringes and IV cannulas) were registered in the name of 

M/s Elate CC Pvt Ltd, Suit No.1,2,3, Block-3, Gulshan-e-Iqbal, Karachi.  The products were approved in 

226th meeting of Registration Board:- 

S.No. Reg. No. Name of drug (s) & 

Composition. 

Packing Manufactured by 

1. 066028 Sensecure 1ml Syringe. 

 

1ml M/s. Morningside Pharmaceutical 

Ltd., UK 

2. 066029 Sensecure 3ml Syringe. 

 

3ml -do- 

3. 066030 Sensecure 5ml Syringe. 

 

5ml -do- 

4. 066031 Sensecure 10ml Syringe. 

 

10ml -do- 

5. 066032 Sensecure 20ml Syringe. 

 

20ml -do- 

6. 066033 Sensecure 30ml Syringe. 

 

30ml -do- 

7. 066034 Sensecure 50ml Syringe. 

 

50ml -do- 

8. 066035 Sensecure 60ml Syringe. 

 

60ml -do- 

   9. 066036 Sensecure IV Cannula  18 G.  

 

18 G/ 

pack of 100’s. 

-do- 
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   10. 066037 Sensecure IV Cannula  24 G.  24 G/ pack of 

100’s. 

-do- 

11. 066038 Sensecure IV Cannula  22 G.  
 

22 G/ pack of 

100’s. 

-do- 

12. 066039 Sensecure IV Cannula  20 G.  20 G/ pack of 

100’s. 

-do- 

 

 A complaint has been received in the DRAP which is a copy of email alongwith quotation of M/s 

Morningside Pharmaceutical Ltd, 5 Pavilion way, castle business park, Loughborough, Leicestershire, 

UK.  The quotation is of different types of cannulas with brand name of Sensecure ® Morningside UK.   

The origin of IV cannulas mentioned in the quotation is India and the license mentioned is Wholesale 

Dealers License No.WL/22920/1.   

 In this regard, the official website of Medicines and Healthcare Products Regulatory Agency 

(MHRA), UK (Regulating Medicines and Medical Devices) has been checked.  

 

(i) The medical device register which has database of registered devices does 

not show any registration of medical device of M/s Morningside 

Pharmaceutical Ltd, UK, being manufacturer. 
 

(ii) MHRA Register of Licensed Manufacturing Sites (Human & Veterinary 

Sites) shows two manufacturing sites (Site ID: 37167 and Site ID: 393217) of 

M/s Morningside Pharmaceutical Ltd, UK (Manufacturer’s Authorization 

No.UK MIA 22920) but the scope of manufacturer’s authorization is for 

human medicinal products. 
 

(iii) MHRA Register of Licensed Wholesale Dealer Sites (Human, Veterinary 

and Combined Sites) shows two wholesale sites (Site ID: 37167 and Site ID: 

393217) of M/s Morningside Pharmaceutical Ltd, UK.    
  

 The case was placed before the Registration Board in its 240th meeting held on 7th November, 

2013 for its consideration.   The Board decided as under:- 

“The Registration Board after detailed discussion decided that M/s Elate CC Pvt Ltd, Suit No.1,2,3, 

Block-3, Gulshan-e-Iqbal, Karachi should be asked to clarify status regarding manufacturing of above 

mentioned medical devices by M/s. Morningside Pharmaceutical Ltd., UK and status of registration 

of these devices with MHRA, UK”. 

 Accordingly letter was sent to M/s Elate CC (Pvt) Limited, Karachi on 12th December, 2013 

directing them to clarify the status regarding manufacturing of above mentioned medical devices by M/s 

Morningside Pharmaceutical Ltd, UK and status of registration of these medical devices with MHRA 
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within three days.  The reply received from Business Development Manager of M/s Elate CC Pvt Ltd, 

Karachi saying as under:- 

“Mr. Ashar, CEO of Elate CC Pvt Ltd is abroad now a days & will be back by 1st week of 

January, 2014.  He is the only person who can explain the situation as mentioned in this letter.  

I assure you that as he return, he would certainly attend this letter by post or by physical 

presence.” 

  The reply of official e-mail (dir.md.mc@dra.gov.pk) sent on 11th November, 2013 to MHRA 

(info@mhra.gsi.gov.uk) regarding verification of manufacturer of medical devices namely M/s 

Morningside Pharmaceutical Ltd, UK has been received. MHRA has informed that they have not located 

any registration held under the company name i.e. M/s Morningside Pharmaceutical Ltd, UK. 

 The registration applications/dossiers of above mentioned product were also checked, the 

applicant M/s Elate CC (Pvt) Limited, Karachi has shown M/s Morningside Pharmaceutical Ltd, 

UK being manufacturer of these medical devices.    

 The case was placed before the Board for its consideration and further necessary action in the light 

of Section 7 (11) of Drugs Act, 1976. 

Decision:    The Board decided to issue show cause notice to M/s Elate CC (Pvt) Limited, Karachi 

for cancellation of registration of above mentioned products under Section 7 (11) of Drug Act, 1976. 

b.   MEDICAL DEVICE RULES, 2013. 

 

 The Chairman Registration Board asked the members regarding comments on draft Medical 

Device Rules, 2013 as decided in 240th meeting of Registration Board wherein it was decided that the 

members of Registration Board will submit their comments (if any) during the next meeting. Dr. 

Amanullah Khan, Director, Drug Testing Laboratory, Quetta and Dr. Khalid Khan, Director, Drug 

Testing Laboratory, Peshawar informed that their Governments i.e. Health Department, Quetta and Health 

Department, KPK have already sent their comments on Medical Device Rules, respectively. Chairman 

and members of the Board lauded efforts of Directorate of Medical Device & Medicated Cosmetics in 

drafting aforementioned rules.  

 

Regitration Board deferred rest of additional agenda till next meeting. 
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