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Minutes for 274
th

Registration Board Meeting held on 21-23
rd

 September, 2017. 

 

Item No. Detail of Item Page No. 

Item No.I Confirmation for minutes of 273
rd

 Registration Board meeting 03 

Item No.II Pharmaceutical Evaluation & Registration Division 04 ï 1017 

Item No.III Biological Drugs Division 1018 ï 1060 

Item No.IV Quality Assurance & Lab Testing Division 1061 ï 1103 

Item No.V Additional Agenda 

A. Pharmaceutical Evaluation & Registration Division 

B. Biological Drugs Division 

 

1104 ï 1112 

1113 ï 1116 
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274
th 

meeting of Registration Board was held on 21-23
rd

 September, 2017 in the 

Committee Room, Drug Regulatory Authority of Pakistan, G-9/4, Islamabad. The meeting 

was chaired by Mr. Ghulam RasoolDutani, Director, Pharmaceutical Evaluation & 

Registration Division, DRAP. The meeting started with recitation of the Holy Verses. The 

meeting was attended by the following: -  
  

1.  Dr.RafeeqAlam Khan 

Meritorious Professor, Faculty of Pharmacy,  

University of Karachi 

Member 

2.  Maj.Gen.Dr. Tahir Mukhtar Syed 

Commandant AFIRM / Head Department of Medicine, Army 

Medical College 

Member 

3.  Prof.Dr. Ghulam Sarwar, Dean,  

Faculty of Pharmacy, Jinnah Women University, Karachi 

Member 

4.  Dr.Qurban Ali, Ex-Director General  

National Veterinary Laboratory, Islamabad. 

Expert Member Vetrinary Drugs 

Member 

5.  Dr.Amanullah Khan 

Director, Drugs Testing Laboratory, Quetta  

Government of Baluchistan 

Member 

6.  Mr. Muhammad Sohail 

Director, Drugs Testing Laboratory, Rawalpindi              

Government of Punjab. 

Member 

7.  Mr. Abid Hayat, 

Director, Drugs Testing Laboratory, Karachi,  

Govt. of Sindh 

Member 

8.  Syed Muzaffar Ali Jafri, 

Director, Drugs Testing Laboratory, Peshawar,  

Govt. of Khyber Pakhtunkhwa 

Member 

9.  Mr. Muhammad Aslam 

Assistant Draftsman-II, Ministry of Law & Justice  

Member 

10.  Dr. Noor-us-Saba 

Director, Biological Evaluation & Registration Division, DRAP 

 

11.  Dr. Shaikh Akhter Hussain 

Director, Medical Device Division, DRAP 

Director, QA&LT Division, DRAP 

Member 

12.  Dr.Obaidullah, Additional Director (PE&R) Secretary 
 

The officers of relevant sections assisted their Directors with agenda and deliberation 

during the meeting. 

Mr.Ehsan Awan, Mr.Nadeem Hussain Alamgeer and Mr.Shahzad Hussain attended 

the meeting as observer on behalf of PPMA, Pharma Bureau and PCDA, respectively. 
 

Mr.MuhammadSohail, Maj.Gen.Dr. Tahir Mukhtar Syed, Dr. Shaikh Akhter Hussain 

and Dr. Noor-us-Saba did not attend the meeting on 21.09.2017, 22.09.2017 and 23.09.2017 

respectively.  
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Item No. I: Confirmation of minutes of 273
rd

meeting Registration Board. 

273
rd

meeting of Registration Board was held on 28-29
th
August, 2017. The draft 

minutes were circulated among the members of meeting on 09.09.2017 with the request to 

forward their comments (if any) but no comments were received by members of Registration 

Board. However, during scrutiny of draft minutes, Assistant Director (PEC-V) and Deputy 

Director / Incharge, PEC identified a correction as recorded in last column of the following 

table: 

Details Name of firm , product 

& composition 

Recorded 

Decision 

Correct Decision 

Case No.02: 

Routine 

Applications 

 

ii. Deferred cases. 

S.No.407. 

M/s S.J. & G. FazulEllahiePvt. Ltd., 

E/46,S.I.T.E, Karachi 
Carefer Injection 100mg/2ml  

(IV Injection/Infusion) 

Each 2ml contains: 

Ferric carboxymaltose eq. to elemental 

iron é100mg 

Approved  Deferred for 

confirmation of me-

too status 

 

 

 Draft minutes were approved by Chairman, Registration Board with above correction 

and approved minutes were accordingly circulated. Mr.Abid Hayat Director DTL, Peshawar 

responded that minutes stand approved subject to condition that each evaluator is supposed / 

required to give certificate to the effect that the data and information presented in the Board 

meeting are correct and authentic to the best of their knowledge.  

Decision: Registration Board was apprised that document(s)/data submitted by the 

applicants is/are evaluated by evaluators and 

deficiencies/shortcomings/corrections are communicated to the 

firms.After completion of application(s), the case(s) is/are presented 

before the Board.  

 

Registration Board confirmed the minutes as approved by Chairman, 

Registration Board. 
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Item No. II:  Pharmaceutical Evaluation & Registration Division. 

A. Pharmaceutical Evaluation Cell. 

         

S.No. Detail 

Case No.01  Clarification regarding Ketorolac  

Case No.02 Routine Application 

 a) Routine applications for registration of (Human) drugs submitted with full fee 

i. New cases 

ii. Deferred cases 

iii.  Cases in which the firms have yet not been responded even after lapse of 30 

days 

iv. Cases in which the firms have been communicated for short-comings with 30 

days time period and waiting for reply 

b) Routine applications whose differential fee submitted upto 30
th
 September, 2015 

i. New cases 

Case No.03 Registration applications of newly granted DML or New section    

a) DML (Drug Manufacturing License(s))  

b) New section(s)  

c) Deferred cases of New section(s)  

Case No.04 Registration of veterinary drugs 

a) Drugs applied for local manufacturing  

b) New section  

 c) Deferred cases 

Case No.05 Applications for registration of drugs for which stability studies are required 

a) New cases of stability studies for consideration 

b) Deferred cases of stability studies 

Case No. 06 Cases of personal hearing 

Case No. 07 Miscellaneous Cases 

Case No. 08 

 

 

Priority applications 

a. Local Manufacture 

b. Finished Import  

Case No. 09 

 

 

 

Import Cases 

a) Import routine cases (Human) 

b) Import routine cases (Veterinary) 

c) Import Deferred cases 

d) Incomplete Files 
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Sr. No Name of Evaluator Title  

1.  Mr. Muhammad Tahir Waqas Evaluator PEC-I  

2.  Mr. Ammar Ashraf Awan  Evaluator PEC-II  

3.  Mr. Muhammad Haseeb Tariq  Evaluator PEC-III  

4.  Mst. Urooj Fatima  Evaluator PEC-IV  

5.  Mst. IqraAftab Evaluator PEC-V 

6.  Mr. Muhammad Umar Latif  Evaluator PEC-VI  

7.  Mst. Sidra Khalid  Evaluator PEC-VII  

8.  Mst. Haleema Sharif  Evaluator PEC-VIII  

9.  Mr. Farooq Aslam  Evaluator PEC-X 

10.  Mst. NajiaSaleem Evaluator PEC-XI  

11.  Syed Ajwad Bukhari  Evaluator PEC-XII  

12.  Mst. MehwishJaved Khan  Evaluator PEC-XIII  

13.  Muhammad Ahsan Hafiz  Evaluator PEC-XIV  
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Case No. 01: Clarification regarding Ketorolac . 

Following two drug products which were approved in 271
st
 meeting of registration 

board appearing at serial # 410 & serial # 411 in the minutes. These products were applied as 

separately by the applicant. These applications were applied with the name of ketorolac 

tromethamine and ketorolac trometamol separately, after confirmation from scientific 

references it has been found that ketorolac trometamol and ketorolac tromethamine is a same 

molecule/drug having same CAS number i.e.74103-07-4. Ketorolactromethamine is USP 

nomenclature while ketorolac trometamol is B.P nomenclature.  

1.  Name and address of manufacturer / 

Applicant 

M/s WinBrains Research Laboratories, Plot # 69/1, Phase 

I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Ketomin Injection 30mg. 

Diary No. Date of R& I & fee  Dy No.2979; 12-04-2017;  Rs.20,000/- 

Composition Each ml contains:- 

Ketorolac tromethamineé.30mg  

Pharmacological Group NSAID 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 5ôs (1ml);  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

US-FDA Approved. 

Me-too status  Tromit Injection of Standpharm 

GMP status  Panel Inspection conducted on 03-02-2017 recommends 

renewal of DML and grant of four additional sections. 

Remarks of the Evaluator.  

2.  Name and address of manufacturer / 

Applicant 

M/s WinBrains Research Laboratories, Plot # 69/1, Phase 

I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Ketomol Injection 30mg. 

Diary No. Date of R& I & fee  Dy No.2978; 12-04-2017;  Rs.20,000/- 

Composition Each ml contains:- 

Ketorolac trometamolé.30mg  

Pharmacological Group NSAID 

Type of Form Form-5 

Finished Product Specification As per Innovatorôs specification 

Pack size &  Demanded Price 5ôs (1ml) clear glass ampoule type I;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities 

US-FDA Approved. 

Me-too status  Olac 30mg Injection of English pharma 

GMP status  Panel Inspection conducted on 03-02-2017 recommends 

renewal of DML and grant of four additional sections. 

Remarks of the Evaluator Firm has claimed Innovator specs and applied formulation 

does not exist in available USP and B.P. 
 

Decision: Registration Board was apprised that Ketorolac tromethmine and Ketorolac 

trometamol are same molecule/drug, whereas the firm has submitted above two 

different applications for the same generic formulation. Registration Board 

deliberated that only one application can be considered for one generic 

formulation and hence upon firmôs request the Registration Board approved 

application of Ketomin Injection 30mg (containing Ketorolac tromethamine) 

and decided to reject application of Ketomol Injection 30mg (containing 

Ketorolac trometamol). 
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Case No.02: Routine Applications  

a) Routine applications for registration of (Human) drugs submitted with full fee. 

i. New cases 

ii.  Deferred cases 
iii.  Cases in which the firms have yet not been responded even after lapse of 30 

days  
iv. Cases in which the firms have been communicated for short-comings with 

30 days time period and waiting for reply  

v. Cases in which the firms have been responded with incomplete replies 

 

b) Routine applications whose differential fee submitted upto 30
th
 September, 2015 

 

i. New cases 

ii.  Deferred cases 

 
i. New cases          

         Evaluator PEC-III  

3.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Bercef  250mg dry Injection IV 

Composition Each vial Contains:- 

Ceftriaxone sodium eq. to ceftriaxoneéé.250mg 

Diary No. Date of R& I & fee  Dy.No.2300: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs: Rs. 101/- 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin Injection by Roche 

(MHRA Approved) 

Me-too status  Rocephin by Martin Dow 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

4.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Bercef  500mg dry injection IV 

Composition Each vial Contains:- 

Ceftriaxone sodium eq.to ceftriaxone éé.500mg 

Diary No. Date of R& I & fee  Dy.No.2299: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs: Rs. 170/- 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin Injection by Roche 

(MHRA Approved) 

Me-too status  Rocephin by Martin Dow 
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GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

5.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Bercef  1g dry injection IV 

Composition Each vial Contains:- 

Ceftriaxone sodium eq.to ceftriaxone éé.1g 

Diary No. Date of R& I & fee  Dy.No.2303: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs: Rs. 321/- 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin Injection by Roche 

(MHRA Approved) 

Me-too status  Rocephin by Martin Dow 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

6.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore. 

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Berxime 100mg/5ml Dry Suspension 

Composition Each 5ml Contains:- 

Cefixime as trihydrate éé.100mg 

Diary No. Date of R& I & fee  Dy. No. 2298: 18-05-2016 / Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 180/pack 30ml 

Approval status of product in Reference 

Regulatory Authorities 

Cefixime by Aurobindo 

(USFDA Approved) 

Me-too status  Cefim by Hilton 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

7.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Berxime 400mg Capsule 

Composition Each capsule Contains:- 

Cefixime as trihydrate éé.400mg 
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Diary No. Date of R& I & fee  Dy.No.2302: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications JP specification 

Pack size & Demanded Price 1 x 5ôs: Rs. 325/- 

Approval status of product in Reference 

Regulatory Authorities 

Suprax by Lupin 

(USFDA Approved) 

Me-too status  Cebosh by Bosh 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

8.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Berzone 1g Dry Injection 

Composition Each vial Contains:- 

Cefoperazone (as Sodium)éé500mg 

Sulbactam (as Sodium)éé500mg 

Diary No. Date of R& I & fee  Dy.No.2301: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications JP Specifications 

Pack size & Demanded Price Rs. 250/- per vial 

Approval status of product in Reference 

Regulatory Authorities 

(PMDA Japan Approved) 

Me-too status  2SUM by Sami Pharma 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

9.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Berzone 2g Dry Injection 

Composition Each vial Contains:- 

Cefoperazone (as Sodium)éé1000mg 

Sulbactam (as Sodium)éé1000mg 

Diary No. Date of R& I & fee  Dy.No.2997: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications JP Specifications 

Pack size & Demanded Price Rs. 350/- per vial 

Approval status of product in Reference 

Regulatory Authorities 

Approved in Europe (Poland, Slovakia,Czech Republic) 

by EMA 

Me-too status  CEBAC 2g of M/s Bosch Pharmaceuticals, Karachi 

(Reg.# 037631) 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 
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Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

10.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Sefoxime  250mg Dry Injection 

Composition Each vial Contains:- 

Cefotaxime as sodiuméé.250mg 

Diary No. Date of R& I & fee  Dy.No.2296: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 60/- per vial 

Approval status of product in Reference 

Regulatory Authorities 

Claforan injection by Aventis 

 (MHRA Approved) 

Me-too status  Cefotax by Bosch 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

11.  Name and address of manufacturer / 

Applicant 

M/s 3S pharmaceuticals (Pvt) Ltd., 5-Km, Off Raiwind 

Manga Road Lahore  

Contract Manufactured by:  

M/s Vega Pharmaceuticals (Pvt) Ltd, Plot No. 4, Pharma 

city Sunder 30Km, Multan Road Lahore 

Brand Name +Dosage Form + Strength Sefoxime  500mg Injection  

Composition Each vial Contains:- 

Cefotaxime as sodiuméééé.500mg 

Diary No. Date of R& I & fee  Dy.No.2305: 18-05-2016Fee.50,000/-: 18-05-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 110/- per vial  

Approval status of product in Reference 

Regulatory Authorities 

Claforan injection by Aventis 

 (MHRA Approved) 

Me-too status  Cefotax by Bosch 

GMP status  Last inspection report dated 17-7-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Firm has submitted that they have not registered any 

product for contract manufacturing till date. 

Decision:Approved. 

12.  Name and address of manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals, Plot 84/1, Block A, Phase 

5, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Cure ï H Sachet 

Composition Each Sachet Contains:-  

L-Ornithine-L-aspartateéé..3000  mg 

Diary No. Date of R& I & fee  Dy No. 102: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group Hepatoprotectant 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per SRO 
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Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Hepa-Merz sachet by Brookes Pharma 

GMP status  Last GMP inspection report dated 11-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Deferred for evidence of approval by reference regulatory authorities. 

13.  Name and address of manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals, Plot 84/1, Block A, Phase 

5, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Lumix 30mg/180 mg Dry Suspension 

Composition Each 5 ml Contains:- 

Artemether éééé. 30 mg 

Lumefantrine é..é.. 180 mg 

Diary No. Date of R& I & fee  Dy No. 162: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Antimalarial 

Type of Form Form 5 

Finished product Specifications Int. Ph.  Specification 

Pack size & Demanded Price 60ml, 90ml, 120ml: As per SRO  

Approval status of product in Reference 

Regulatory Authorities 

Approval in reference regulatory authorities/WHO could 

not be confirmed 

Me-too status  Artem DS by Hilton 

GMP status  Last GMP inspection report dated 11-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Registration Board decided to send a comprehensive reference to Malaria control 

Program regarding need of anti-malarial formulation neither approved by reference 

regulatory authorities nor by WHO. 

14.  Name and address of manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals, Plot 84/1, Block A, Phase 

5, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Lumix  80/480 mg Tablet 

Composition Each tablet contains:- 

Artemether ééééé 80 mg 

Lumefantrine éé. 480 mg 

Diary No. Date of R& I & fee  Dy No. 105: 19-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group Antimalarial 

Type of Form Form 5 

Finished product Specifications International Pharmacopeia specification 

Pack size & Demanded Price 1 x 8ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

WHO PQ medicine 

Me-too status  Artem plus tablets by Hilton 

GMP status  Last GMP inspection report dated 11-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

15.  Name and address of manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals, Plot 84/1, Block A, Phase 

5, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Dexoid 2 mg/ ml Injection 

Composition Each 1ml ampoule contains:- 

Dexamethasone as sodium phosphate éé.. 2 mg 

Diary No. Date of R& I & fee  Dy No. 110: 19-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group Corticosteroids 

Type of Form Form 5 
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Finished product Specifications USP 

Pack size & Demanded Price  1ml x 5ôs, 1ml x 10ôs, 1ml x 25ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  Last GMP inspection report dated 11-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator ¶ Evidence of approval in reference regulatory authorities 

could not be confirmed 

¶ Evidence of me-too status could not be confirmed 

Decision:Registration Board rejected the case as the firm does not have approved 

manufacturing facility for steroidal injectables.  

16.  Name and address of manufacturer / 

Applicant 

M/s Barret Hodgson Pakistan (Pvt) Ltd., F/423, SITE, 

Karachi  

Brand Name +Dosage Form + Strength Nebicare 2.5mg Tablet 

Composition Each tablet contains: 

Nebivolol hydrochloride eq. to Nebivololéé2.5 mg 

Diary No. Date of R& I & fee  Dy No. 1215: 10-6-2016PKR 20,000/-: 9-6-2016 

Pharmacological Group Beta blocker 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs: Rs. 100/-14ôs: Rs. 140/-20ôs: Rs. 200/-28ôs: Rs. 280/-

30ôs: Rs. 300/- 

Approval status of product in Reference 

Regulatory Authorities 

Nebivolol 2.5 mg Tablets by M/s TEVA UK Limited, 

(MHRA approved) 

Me-too status  Nebix 2.5mg Tablet by M/s Highnoon Pharma 

GMP status  Last inspection report dated 8-8-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

17.  Name and address of manufacturer / 

Applicant 

M/s Barret Hodgson Pakistan (Pvt) Ltd., F/423, SITE, 

Karachi 

Brand Name +Dosage Form + Strength Nebicare 5mg Tablet 

Composition Each tablet contains: 

Nebivolol hydrochloride eq. to Nebivololéé5 mg 

Diary No. Date of R& I & fee  Dy No. 1216: 10-6-2016PKR 20,000/-: 9-6-2016 

Pharmacological Group Beta blocker 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs: Rs. 170/-14ôs: Rs. 238/-20ôs: Rs. 340/- 

28ôs: Rs. 476/-30ôs: Rs. 510/- 

Approval status of product in Reference 

Regulatory Authorities 

Nebivolol 5 mg Tablets by M/s TEVA UK Limited, 

(MHRA approved) 

Me-too status  Nebix 5mg Tablet by M/s Highnoon Pharma 

GMP status  Last inspection report dated 8-8-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

18.  Name and address of manufacturer / 

Applicant 

M/s Barret Hodgson Pakistan (Pvt) Ltd., F/423, SITE, 

Karachi 

Brand Name +Dosage Form + Strength Nebicare 10mg Tablet 

Composition Each tablet contains: 

Nebivolol hydrochloride eq. to Nebivololéé10 mg 

Diary No. Date of R& I & fee  Dy No. 1222: 10-6-2016PKR 20,000/-: 9-6-2016 

Pharmacological Group Beta blocker 
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Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs: Rs. 300/-14ôs: Rs. 420/-20ôs: Rs. 600/- 

28ôs: Rs. 840/-30ôs: Rs. 900/- 

Approval status of product in Reference 

Regulatory Authorities 

Bystolic 10 mg Tablets by Forest Lab, 

(USFDA approved) 

Me-too status  Nebix 10mg Tablet by M/s Highnoon Pharma 

GMP status  Last inspection report dated 8-8-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

19.  Name and address of manufacturer / 

Applicant 

M/s Barret Hodgson Pakistan (Pvt) Ltd., F/423, SITE, 

Karachi 

Brand Name +Dosage Form + Strength Nebicare 20mg Tablet 

Composition Each tablet contains: 

Nebivolol  hydrochloride eq. to Nebivololéé20 mg 

Diary No. Date of R& I & fee  Dy No. 1221: 10-6-2016PKR 20,000/-: 9-6-2016 

Pharmacological Group Beta blocker 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs: Rs. 500/-14ôs: Rs. 700/-20ôs: Rs. 1000/- 

28ôs: Rs. 1400/-30ôs: Rs. 1500/- 

Approval status of product in Reference 

Regulatory Authorities 

Bystolic 20 mg Tablets by Forest Lab, 

(USFDA approved) 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 8-8-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator ¶ ME-too status could not be confirmed 

Decision:Deferred for evidence / confirmation of me-too status. 

20.  Name and address of manufacturer / 

Applicant 

M/s Bloom Pharamaceuticals (Pvt) Ltd., Phase-I&II, 

Industrial Estate, Hattar  

Brand Name +Dosage Form + Strength Blozin 10 mg Syrup  

Composition Each 5 ml Contains:- 

Zinc as sulphate monohydrate. éé10 mg 

Diary No. Date of R& I & fee  Dy No. 183: 8-6-2016PKR 20,000/-: 15-03-2016 

Pharmacological Group Zinc supplement 

Type of Form Form 5 

Finished product Specifications International Pharmacopoeia 

Pack size & Demanded Price 60 ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

The formulation is present in International 

Pharmacopoeia 

Me-too status  Melbek syrup by Wilshire 

GMP status  Last GMP Inspection of Bloom Pharmaceuticals 

Conducted on 28-12-16 with conclusive remarks of 

cGMP compliance 

Remarks of the Evaluator  

Decision:Approved. 

21.  Name and address of manufacturer / 

Applicant 

M/s Brookes Pharma (Pvt) Ltd., 58&59, Sector 15, 

Korangi Industrial Area, Karachi  

Brand Name +Dosage Form + Strength Hepa Forte Syrup 

Composition Each 5ml contains: 

L-Ornithine L-Aspartateé.600.00mg 

Riboflavin Sodium phosphate.1.52mg 

Nicotinamideé..48.00mg 

Diary No. Date of R& I & fee  Dy No. 1144: 6-6-2016PKR 20,000/-: 6-6-2016 
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Pharmacological Group (Hepatoprotective) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 120ml: Rs. 246.42/- 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 6-5-2016 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

¶ Me-too status could not be confirmed 

¶ Evidence of approval in reference regulatory 

authorities could not be confirmed 

Decision:Deferred for following submissions: 

¶ Evidence of approval in reference regulatory authorities 

¶ Evidence of me-too status 

22.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Ledroxil 250 mg Oral Suspension  

Composition Each 5ml contains: 

Cefadroxil as monohydrateéé.250mg 

Diary No. Date of R& I & fee  Dy No. 131: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 90ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

DURICEF by Bristol-Myers Squibb Co 

(USFDA Approved) and discontinued for reasons other 

than safety and efficacy 

Me-too status  Duricef by GSK 

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

23.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Ledroxil 500 mg Capsule 

Composition Each capsule contains: 

Cefadroxil as monohydrateéé.500mg 

Diary No. Date of R& I & fee  Dy No. 130: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 12ôs/ As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

DURICEF by Bristol-Myers Squibb Co 

(USFDA Approved) and discontinued for reasons other 

than safety and efficacy 

Me-too status  Duricef by GSK 

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 
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24.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Uniclor 125 mg Oral Suspension 

Composition Each 5ml contains: 

Cefaclor (as monohydrate)ééé.125mg 

Diary No. Date of R& I & fee  Dy No. 135: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml: As per SRO  

Approval status of product in Reference 

Regulatory Authorities 

Cefaclor by Strides Pharma 

(MHRA Approved) 

Me-too status  Cefgard by Standpharm 

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

25.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Uniclor 250 mg Oral Suspension 

Composition Each 5ml contains: 

Cefaclor as monohydrate éé.250mg  

Diary No. Date of R& I & fee  Dy No. 132: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

CEFACLOR by Yung Shin Pharmaceutical Ind 

(USFDA Approved) 

Me-too status  Cefalor by Bosch Pharma 

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

26.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Uniclor 250 mg Capsule 

Composition Each capsule contains: 

Cefaclor as monohydrateéé.250mg 

Diary No. Date of R& I & fee  Dy No. 134: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 12ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cefaclor Capsule by Strides 

(MHRA Approved) 

Me-too status  Ceclor by AGP 

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 
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27.  Name and address of manufacturer / 

Applicant 

M/s Bryon Pharmaceuticals (Pvt) Ltd., 48-Hayatabad 

Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Uniclor 500 mg Capsule 

Composition Each capsule contains: 

Cefaclor as monohydrateéé.500mg 

Diary No. Date of R& I & fee  Dy No. 133: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 12ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cefaclor Capsule by Strides 

(MHRA Approved) 

Me-too status  Ceclor by AGP  

GMP status  Last inspection report 15-02-2017 Overall GMP is found 

satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

28.  Name and address of manufacturer / 

Applicant 

M/s Caliph Pharmaceuticals (Pvt.) Ltd, Plot# 17, special 

industrial zone (EPZ) Risalpur KPK 

Brand Name +Dosage Form + Strength Sucralfa 1 gm Suspension  

Composition Each 5ml contains 

Sucralfateéééé1gm 

Diary No. Date of R& I & fee  Dy No. 119: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Antiulcer agent 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Antepsin by Chugai Pharm 

(MHRA Approved) 

Me-too status  Ulsuc by Mediate 

GMP status  Last inspection conducted on 07-03-2017 and report 

concludes that overall GMP was satisfactory.  

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

29.  Name and address of manufacturer / 

Applicant 

M/s Caliph Pharmaceuticals (Pvt.) Ltd, Plot# 17, special 

industrial zone (EPZ) Risalpur KPK 

Brand Name +Dosage Form + Strength Ferrical 100 mg Oral Solution 

Composition Each 5ml contains 

Iron polysaccharide complex equivalent to elemental 

ironééé100mg 

Diary No. Date of R& I & fee  Dy No. 120: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Hematinic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 30ml, 60ml, 120ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Niferex Elixir by Tillomed Lab 

(MHRA Approved) 

Me-too status  NuIron syrup by Hiranis 

GMP status  Last inspection conducted on 07-03-2017 and report 

concludes that overall GMP was satisfactory. 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
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30.  Name and address of manufacturer / 

Applicant 

M/s Caliph Pharmaceuticals (Pvt.) Ltd, Plot# 17, special 

industrial zone (EPZ) Risalpur KPK 

Brand Name +Dosage Form + Strength Nizo 100 mg/ 5 ml  Dry Suspension 

Composition Each 5ml Contain: 

Nitazoxanideé.100mg/5ml 

Diary No. Date of R& I & fee  Dy No. 121: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Antibiotic/Antiprotozoal 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 30ml, 60ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alinia by Romark 

(USFDA Approved) 

Me-too status  NT-Tox by Genix 

GMP status  Last inspection conducted on 07-03-2017 and report 

concludes that overall GMP was satisfactory. 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

31.  Name and address of manufacturer / 

Applicant 

M/s Caliph Pharmaceuticals (Pvt.) Ltd, Plot# 17, special 

industrial zone (EPZ) Risalpur KPK 

Brand Name +Dosage Form + Strength Risper 5 mg Oral Solution 

Composition Each 5 ml contains:- 

Risperidoneééé. 5 mg 

Diary No. Date of R& I & fee  Dy No. 122: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Risperedal 1mg/ml oral solution by Janssen  

(MHRA Approved) 

Me-too status  Risp oral solution by Adamjee 

GMP status  Last inspection conducted on 07-03-2017 and report 

concludes that overall GMP was satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

32.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt) Ltd, 62-Industrial 

Estate, Kot Lakhpat, Lahore 

Brand Name +Dosage Form + Strength Leucofolate Injection 15mg/2ml 

Composition Each 2 ml ampoule contains: 

Calcium folinate equivalent to folinic acidééé15mg 

Diary No. Date of R& I & fee  Dy No. 2306: 27-5-2016PKR 20,000/-: 26-5-2016 

Pharmacological Group Detoxifying agent for antineoplastic treatment 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2ml x 1ôs, 2ml x 5ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Calcium folinate 7.5mg/ml (2ml) ampoule injection by 

Hospira (MHRA Approved)  

Me-too status  Calcium folinate by Atco 15mg injection  

GMP status  Last inspection report dated 8-3-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 
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33.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt) Ltd, 62-Industrial 

Estate, Kot Lakhpat, Lahore 

Brand Name +Dosage Form + Strength Leucofolate Injection 30mg/10ml 

Composition Each 10ml Ampoule contains: 

Calcium folinate equivalent to folinic acidééé30mg 

Diary No. Date of R& I & fee  Dy No. 2307: 27-5-2016PKR 20,000/-: 26-5-2016 

Pharmacological Group Detoxifying agent for antineoplastic treatment 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10 ml x 1ôs, 10ml x 5ôs, 10ml x 10ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Refolinon 10ml injection (3mg/ml) by Pfizer 

(MHRA Approved)  

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 8-3-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Me too status in 10ml pack size could not be confirmed 

Decision:Deferred for evidence / confirmation of me-too status in pack size of 10ml (3mg/ml). 

34.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt) Ltd, 62-Industrial 

Estate, Kot Lakhpat, Lahore 

Brand Name +Dosage Form + Strength Leucofolate Injection 50mg/5ml 

Composition Each 5ml ampoule contains: 

Calcium folinate equivalent to folinic acidééé50mg 

Diary No. Date of R& I & fee  Dy No. 2308: 27-5-2016PKR 20,000/-: 26-5-2016 

Pharmacological Group Detoxifying agent for antineoplastic treatment 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 5ml x 1ôs, 5ml x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Calcium folinate 5ml injection (10mg/ml) by Consilient 

Health (MHRA Approved) 

Me-too status  Kunyrin Injection by Al Habib Pharma 

GMP status  Last inspection report dated 8-3-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

35.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt) Ltd, 62-Industrial 

Estate, Kot Lakhpat, Lahore 

Brand Name +Dosage Form + Strength Leucofolate Injection 100mg/10ml 

Composition Each 10ml ampoule contains: 

Calcium folinate equivalent to folinic acidééé100mg 

Diary No. Date of R& I & fee  Dy No. 2305: 27-5-2016PKR 20,000/-: 26-5-2016 

Pharmacological Group Detoxifying agent for antineoplastic treatment 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price  

Approval status of product in Reference 

Regulatory Authorities 

Calcium folinate 5ml injection (10mg/ml) by Consilient 

Health (MHRA Approved) 

Me-too status  Available in 100mg, 10ml ampoule pack size to be 

confirmed 

GMP status  Last inspection report dated 8-3-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Me-too status in 10ml ampoule could not be confirmed 

Decision:Registration Board deliberated that as me-too is available as 10ml vial with type-I 

glass and the applicant have applied for 10ml ampuole (type-I glass), thus container closure 

system is more safe as ampoule does not have rubber stopper and thus Registration Board 

approved the product.   
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36.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticals, Plot No. 12A, 15 New Servey 

No-276, Sector 5, Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Roxocef 250mg Injection 

Composition Each vial contains:Cephradineéé.250 mg 

Diary No. Date of R& I & fee  Dy No. 1078: 26-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved but discontinued 

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 10-4-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed 

Decision:Deferred for evidence of approval in reference regulatory authorities. 

37.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticals, Plot No. 12A, 15 New Servey 

No-276, Sector 5, Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Roxocef 500mg Injection 

Composition Each vial contains: 

Cephradineéé.500 mg 

Diary No. Date of R& I & fee  Dy No. 1079: 26-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 
¶ USFDA approved but discontinued. 

¶ ANSM France approved as IV only but archived on 

07-05-2011. 

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 10-4-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed 

Decision:Deferred for evidence of approval in reference regulatory authorities. 

38.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticals, Plot No. 12A, 15 New Servey 

No-276, Sector 5, Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Roxocef 1000mg Injection 

Composition Each vial contains: 

Cephradineéé.1000 mg 

Diary No. Date of R& I & fee  Dy No. 1081: 26-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 
¶ USFDA approved but discontinued 

¶ ANSM France approved separately as IV and IM but 

archived on 26-06-2016 

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 10-4-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed 

Decision:Deferred for evidence of approval in reference regulatory authorities. 
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39.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticals, Plot No. 12A, 15 New Servey 

No-276, Sector 5, Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Dexofer Injection 100mg/5ml 

Composition Each 5ml contains: 

Iron (as iron sucrose)éééé.100mg 

Diary No. Date of R& I & fee  Dy No. 1080: 26-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group (Anti-anemic preparations) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 5ml x 5ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Venofer Injection by Vifor Pharma 

(MHRA Approved) 

Me-too status  Ferotein-S by Getz 

GMP status  Last inspection report dated 10-4-2017 confirms good 

compliance to GMP  

Remarks of the Evaluator  

Decision:Approved. 

40.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Azimycin 500mg Tablet 

Composition Each film coated tablet contains: 

Azithromycin as dihydrate é..500mg 

Diary No. Date of R& I & fee  Dy No. 2203: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Macrolide 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 6ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Azithromycin tablets by Actavis UK 

(MHRA Approved) 

Me-too status  Azomax tablets by Novartis 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator  

Decision:Approved. 

41.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Crystocam 7.5mg Tablets 

Composition Each tabletcontains: 

Meloxicam ééé.7.5mg 

Diary No. Date of R& I & fee  Dy No. 2206: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications B.P 

Pack size & Demanded Price 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Mobic tablets by Boehringer 

(USFDA Approved) 

Me-too status  Orthicam by Linear Pharma 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator Firm has applied for film coated tablet while the product 

approved by reference regulatory authorities is as 

uncoated tablet 

Decision:Deferred for clarification of formulation since the product approved by reference 

regulatory authorities is uncoated tablet and the firm has applied for film coated tablet. 
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42.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Crystocam 15mg Tablets 

Composition Each tablet contains: 

Meloxicam ééé.15mg 

Diary No. Date of R& I & fee  Dy No. 2208: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications B.P 

Pack size & Demanded Price 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Mobic tablets by Boehringer 

(USFDA Approved) 

Me-too status  Orthicam by Linear Pharma 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator Firm has applied for film coated tablet while the product 

approved by reference regulatory authorities is as 

uncoated tablet 

Decision:Deferred for clarification of formulation since the product approved by reference 

regulatory authorities is uncoated tablet and the firm has applied for film coated tablet. 

43.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Crystoprine 50mg Tablets 

Composition Each film coated tablet contain: 

Azathioprine éééé..50mg 

Diary No. Date of R& I & fee  Dy No. 2212: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Immunosuppressant 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 100ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Imuran tablets by Aspen 

(MHRA Approved) 

Me-too status  Azoprine tablets by Global 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator  

Decision:Approved in the light of decision made in 271st meeting of registreation Board 

wherein Board decided to grant registration of these products in general manufacturing areas 

with condition that manufacturer shall provide safety and protective measures for workers 

and personnel which remain in direct contact or are involved in close handling of these drugs.  

44.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Crystozine 5 mg Tablets 

Composition Each film coated tablet contains:- 

Levocetirizine dihydrochlorideéé..5mg 

Diary No. Date of R& I & fee  Dy No. 2207: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (Antiallergic) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Levocetirizine tablets by Actavis 

(MHRA Approved) 

Me-too status  Atiza by Asian Continental 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
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45.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Iron-PM 100 mg Chewable Tablet 

Composition Each chewable tablet contains: 

Iron-III Hydroxide polymaltose Complex eq. to 

Elemental Iron é..100mg  

Diary No. Date of R& I & fee  Dy No. 2205: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (Haematinic) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Plymalt 100mg chewable tablet by High-Q 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator Evidence of approval in reference regulatory authorities 

could not be confirmed  

Decision:Registration Board approved the case with innovatorôs specification, since iron 

preparations are not considered as drug by various reference regulatory authorities. 

 

46.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Menfin 1 mg Tablet 

Composition Each film coated tablet contain: 

Finasteride éééé1mg 

Diary No. Date of R& I & fee  Dy No. 2211: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Testosterone-5-alpha reductase inhibitors 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Aindeem 1mg tablet by Actavis UK 

(MHRA Approved) 

Me-too status  Finarid-M Tablet by Shaheen Pharmaceuticals 

GMP status  Inspection Date:18-01-2017, Good 

Remarks of the Evaluator  

Decision:Approved in the light of decision made in 271st meeting of registreation Board 

wherein Board decided to grant registration of these products in general manufacturing areas 

with condition that manufacturer shall provide safety and protective measures for workers 

and personnel which remain in direct contact or are involved in close handling of these drugs. 

 

47.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Visofin 500mcg Tablet 

Composition Each film coated tablet contains: 

Mecobalamin ééé..500ug 

Diary No. Date of R& I & fee  Dy No. 2210: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Coenzyme-type vitamin B12 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

PMDA Japan Approved 

Me-too status  Cube 500mcg tablet by Sigma Pharma 

GMP status  Inspection Date:18-01-2017, Good 
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Remarks of the Evaluator Firm has applied for film coated  tablet while the 

product approved by PMDA is sugar coated tablet 

Decision:Deferred for clarification of formulation since the product approved by reference 

regulatory authorities is sugar  coated tablet and the firm has applied for film coated tablet. 

48.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Abalin 50 mg Capsule 

Composition Each capsule contains 

Pregabalinééééé.50mg 

Diary No. Date of R& I & fee  Dy No. 2227: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Anticonvulsant 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism CV 

(USFDA Approved) 

Me-too status  Gabica by Getz 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

49.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Loxetin 20mg Capsules 

Composition Each capsule contains: 

Duloxetine hydrochloride enteric coated  Pellets 

equivalent to Duloxetine é.20mg 

Diary No. Date of R& I & fee  Dy No. 2223: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cymbalta Capsules by Lilly 

(USFDA Approved) 

Me-too status  Dulan 20mg Capsules by Hilton 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided  

Decision:Deferred for following submissions: 

¶ Source of pellets 

¶ Certificate of analysis of pellets 

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per the 

requirements of zone IV-A 

¶ GMP of manufacturer of pellets 

¶ Differential fee (if pellets are imported)  

50.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Loxetin 30 mg Capsules 

Composition Each capsule contains: 

Duloxetine hydrochloride enteric coated  Pellets  

equivalent to Duloxetine é.30mg 

Diary No. Date of R& I & fee  Dy No. 2219: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 
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Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cymbalta Capsules by Lilly 

(USFDA Approved) 

Me-too status  Dulan 30mg Capsules by Hilton 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided  

Decision:Deferred for following submissions: 

¶ Source of pellets 

¶ Certificate of analysis of pellets 

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A 

¶ GMP of manufacturer of pellets 

¶ Differential fee (if pellets are imported) 

51.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Loxetin 60 mg Capsule 

Composition Each capsule contains: 

Duloxetine hydrochloride enteric coated  Pellets 

equivalent to Duloxetine é.60mg 

Diary No. Date of R& I & fee  Dy No. 2220: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cymbalta Capsules by Lilly 

(USFDA Approved) 

Me-too status  Dulan 60mg Capsules by Hilton 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Deferred for following submissions: 

¶ Source of pellets 

¶ Certificate of analysis of pellets 

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A 

¶ GMP of manufacturer of pellets 

¶ Differential fee (if pellets are imported). 

 

52.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Meloxi 15mg Tablet 

Composition Each tablet contains: 

Meloxicam ééé.15mg 

Diary No. Date of R& I & fee  Dy No. 2225: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Mobic tablets by Boehringer 

(USFDA Approved) 

Me-too status  Orthicam by Linear Pharma 
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GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator Firm has applied for film coated tablet while the product 

approved by reference regulatory authorities is uncoated 

tablet 

Decision:Deferred for clarification of formulation since the product approved by reference 

regulatory authorities is uncoated tablet and the firm has applied for film coated tablet. 

53.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Rostatin 5mg Tablet 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)éé..é5mg 

Diary No. Date of R& I & fee  Dy No. 2224: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specfication 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 5mg Tablets by M/s AstraZeneca  

(USFDA approved) 

Me-too status  Rosut 5mg Tablet by M/s Genome Pharmaceuticals 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

54.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Rostatin 10 mg Tablet 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)éé..é10mg 

Diary No. Date of R& I & fee  Dy No. 2221: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specfication 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 10mg Tablets by M/s AstraZeneca  

(USFDA approved) 

Me-too status  Rosut 10mg Tablet by Genome Pharmaceuticals 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

 

55.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Rostatin 20mg Tablet 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)éé..é20mg 

Diary No. Date of R& I & fee  Dy No. 2222: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specfication 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 20mg Tablets by M/s AstraZeneca  

(USFDA approved) 

Me-too status  Rosut 20mg Tablet by Genome Pharmaceuticals 
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GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

56.  Name and address of manufacturer / 

Applicant 

M/s EG Pharmaceuticals, 13-A, Industrial triangle, 

Kahuta Road, Islamabad 

Brand Name +Dosage Form + Strength Sprix 30 mg injection 

Composition Each  Injection contains 

Ketorolac trometamol ééé.  30 mg/ml 

Diary No. Date of R& I & fee  Dy No. 2226: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

KETOROLAC by Hospira 

(USFDA Approved) 

Me-too status  Torapan Injection by Valor Pharma 

GMP status  Last inspection report dated 22-06-2017 confirms 

reasonable level of compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

57.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength OL-Pine 5mg Tablet  

Composition Each film coated tablet contains:Ȥ 
Olanzapineéééé5mg  

Diary No. Date of R& I & fee  Dy No. 2374: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Olanzapine tablets by Accord healthcare 

(MHRA Approved) 

Me-too status  Olan-Z tablet by Lowitt 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

58.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength OL-Pine 10mg Tablet 

Composition Each film coated tablet contains:Ȥ 
Olanzapineéééé10mg  

Diary No. Date of R& I & fee  Dy No. 2359: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Olanzapine tablets by Accord healthcare 

(MHRA Approved) 

Me-too status  Olan-Z tablet by Lowitt 
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GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

59.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Oxetin Capsule 6/25mg 

Composition Each capsule contains 

Olanzapineéééé.6mg 

Fluoxetine as hydrochlorideéé...25mg 

Diary No. Date of R& I & fee  Dy No. 2373: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant, Anti-Psychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Symbyax by Eli Lilly  

(USFDA Approved) 

Me-too status  Co-Depricap by Nabiqasim 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

60.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Oxetin Capsule 25/12mg 

Composition Each capsule contains 

Olanzapineéééé.12mg 

Fluoxetine as hydrochlorideéé...25mg 

Diary No. Date of R& I & fee  Dy No. 2357: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Symbyax by Eli Lilly  

(USFDA Approved) 

Me-too status  Olanco by Genome Pharmaceuticals 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 
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61.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Quferate Tablet 25mg 

Composition Each film coated tablet contains: 

Quetiapine (as fumarate)ééé..25 mg 

Diary No. Date of R& I & fee  Dy No. 2366: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Atypical antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs, 1 x 30ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Quetiapine by Sandoz 

(MHRA Approved) 

Me-too status  Quitin by Werrick 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

62.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Freglin Capsule 75mg 

Composition Each capsule contains: 

Pregabalin é 75mg 

Diary No. Date of R& I & fee  Dy No. 2362: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 1 x 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

63.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Oritox Tablet 60mg 

Composition Each film coated tablet contains: 

Etoricoxibééé..60 mg 

Diary No. Date of R& I & fee  Dy No. 2358: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group COX-2 Inhibitor 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specifications 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Arcoxia tablet by Grunenthal Ltd 

(MHRA Approved) 

Me-too status  Arcox tablets by Genome 
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GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

64.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Loxicam Tablets 8mg  

Composition Each film coated tablet contains: 

Lornoxicam........8mg 

Diary No. Date of R& I & fee  Dy No. 2375: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Xefo 8 mg Filmtabletten by M/s Takeda Pharma 

(Swiss Medic approved) 

Me-too status  Acabel 8mg Tablet by M/s Continental Pharma  

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

65.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Leveita Tablets 250mg 

Composition Each film coated tablet contains 

Levetiracetamééééé..250mg 

Diary No. Date of R& I & fee  Dy No. 2368: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Keppra Tablets by UCB 

(USFDA Approved) 

Me-too status  Lerace by Hilton 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

66.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Leveita Tablets 500mg 

Composition Each film coated tablet contains 

Levetiracetamééééé..500mg 
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Diary No. Date of R& I & fee  Dy No. 2369: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs:  As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Keppra Tablets by UCB 

(USFDA Approved) 

Me-too status  Lerace by Hilton 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

67.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Seralin Tablet 50 mg  

Composition Each film coated tablet contains:- 

Sertraline as hydrochlorideé..50 mg 

Diary No. Date of R& I & fee  Dy No. 2360: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lustral tablets by Pfizer 

(MHRA Approved) 

Me-too status  Sertal tablets by Sami 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

68.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Seralin Tablet 100 mg  

Composition Each film coated tablet contains:- 

Sertraline as hydrochlorideé..100 mg 

Diary No. Date of R& I & fee  Dy No. 2371: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lustral by Pfizer 

(MHRA Aproved) 

Me-too status  Serlin tablets by Shrooq 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 
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Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

69.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Lotrigin Tablet 50mg 

Composition Each tablet contains:- 

Lamotrigineéé..50mg 

Diary No. Date of R& I & fee  Dy No. 2356: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (anticonvulsants and Anti epileptic drug) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs 

Approval status of product in Reference 

Regulatory Authorities 

Lamictal tablets by GSK 

(MHRA Approved) 

Me-too status  Lamictal tablets by GSK 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator Firm has applied for film coated tablet while the product 

approved by MHRA is uncoated tablet 

¶ GMP inspection is older than 1 year 

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year 

¶ Clarification of formulation since the product approved by reference regulatory 

authorities is uncoated tablet and the firm has applied for film coated tablet 

70.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Lotrigin Tablet 100mg 

Composition Each tablet contains:- 

Lamotrigineéé..100mg 

Diary No. Date of R& I & fee  Dy No. 2376: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (anticonvulsants and Anti epileptic drug) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 30ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Lamictal tablets by GSK 

(MHRA Approved) 

Me-too status  Lamictal tablets by GSK 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

71.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Faxin-V tablet 37.5 mg 

Composition Each tablet contains 

Venlafaxine (as hydrochloride)é..37.5 mg 

Diary No. Date of R& I & fee  Dy No. 2365: 30-5-2016PKR 20,000/-: 30-5-2016 
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Pharmacological Group (Anti depressant) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 14ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Venlafaxine tablet by Dexcel Pharma 

(MHRA Approved) 

Me-too status  Vexor tablet by Global 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

72.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Faxin-V tablet 75 mg 

Composition Each tablet contains 

Venlafaxine (as hydrochloride)é..75 mg 

Diary No. Date of R& I & fee  Dy No. 2363: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (Anti depressant) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 20ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Venlafaxine tablet by Dexcel Pharma 

(MHRA Approved) 

Me-too status  Vexor tablet by Global 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

73.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Faxin-V XR Capsules 75mg 

Composition Each capsule contains:- 

Venlafaxine hydrochloride sustained release pellets 

(32%) equivalent to venlafaxineé.é 75 mg 

Diary No. Date of R& I & fee  Dy No. 2361: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Anti depressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 14ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Politid XL capsule by Actavis 

(MHRA Approved) 

Me-too status  Efexor capsule by Pfizer 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 
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Remarks of the Evaluator Source of SR pellets 32%: M/s Vision Pharmaceuticals 

Islamabad. 

¶ GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

 

74.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Fexine Suspension 30mg 

Composition Each 5ml contains 

Fexofenadine hydrochlorideéééé.30mg 

Diary No. Date of R& I & fee  Dy No. 2367: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antihistamine 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60ml x 1ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Allegra suspension by Sanofi Aventis 

(USFDA Approved) 

Me-too status  Fexofast by Platinum Pharma 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

 

75.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength E-Rox Tablet 500mg/20mg 

Composition Each enteric coated tablet contains: 

Naproxen é.500mg 

Esomeprazole magnesium 

Trihydrate eq.to Esomeprazole é20mg 

Diary No. Date of R& I & fee  Dy No. 2354: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Combination product of NSAID and proton pump 

inhibitor (PPI) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 20ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Vimovo delayed release tablets by Horizon pharma 

(USFDA Approved) 

Me-too status  Not registered yet 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator ¶ Internationally available formulation is a multi-layer, 

delayed-release tablet combining an enteric-coated 

naproxen core and an immediate-release esomeprazole 

magnesium layer surrounding the core 

¶ Me-too status could not be confirmed 

¶ GMP inspection is older than 1 year 
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Decision:Deferred for following submissions 

¶ Application on Form 5-D 

¶ Differential fee PKR 30,000/- 

¶ Accelerated and real time stability study data along with relevant documents as per the 

requirements of 251
st
 meeting of Registration Board 

¶ GMP inspection report conducted within a period of last 1 year. 

76.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, Kalashah 

Kaku, Lahore 

Brand Name +Dosage Form + Strength Sodride Injection 0.9%w/v (5ml) 

Composition Each 5ml contains:- 

Sodium Chloride éé0.9%w/v 

Diary No. Date of R& I & fee  Dy No. 2355: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Normal saline 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs, 100ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Refence in 5ml glass ampoule could not be confirmed 

Me-too status  Solwel injection, M/s welwrd, 060817 

GMP status  Last inspection conducted on 03-05-2016 and report 

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

¶ Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Deferred for following submissions 

¶ Evidence of approval in reference regulatory authorities 

¶ GMP inspection report conducted within a period of last 1 year. 

77.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Esglit 20 mg Tablets 

Composition Each film coated tablet contains: 

Escitalopram oxalate eq. to escitalopramé 20mg 

Diary No. Date of R& I & fee  Dy No. 2305: 2-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Selective serotonin reuptake inhibitor (SSRI) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 50ôs, 100ôs 

Approval status of product in Reference 

Regulatory Authorities 

Cipralex Tablet by Lundbeck 

(MHRA Approved) 

Me-too status  (MHRA Approved) 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate  

Remarks of the Evaluator  

Decision:Approved. 

78.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Glixon 2.0mg/0.5mg Tablet 

Composition Each sublingual tablet contains: 

Buprenorphine Hydrochloride equivalent to 

Burprenorphineéééé. 2 mg  

Naloxone hydrochloride dihydrate  equivalent to 

Naloxoneéééé.. 0.5mg 
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Diary No. Date of R& I & fee  Dy No. 2304: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Opioid receptor partial antagonist 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Suboxone sublingual tablets by Indivior UK 

(MHRA Approved) 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Me-too status could not be confirmed 

¶ Firm has initially applied for plain tablet and then in 

response to letter of shortcoming, the firm has requested 

to change it to sublingual tablet 

Decision:Deferred for evidence of me-too status or application on Form 5-D along with 

differential fee PKR 30,000/- and stability study data as per the requirement of 251
st
 meeting 

of Registration Board. 

79.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Glixon 4.0mg/1.0mg Tablet 

Composition Each sublingual tablet contains: 

Buprenorphine Hydrochloride  equivalent to 

Burprenorphineéééé. 4 mg  

Naloxone hydrochloride dihydrate  equivalent to 

Naloxoneéééé.. 1mg 

Diary No. Date of R& I & fee  Dy No. 2309: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Opioid receptor partial antagonist 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ The reference of TGA provided by the firm is of 

ñSoluble filmò instead of sublingual tablet 

¶ Me-too status could not be confirmed 

¶ Firm has initially applied for plain tablet and then in 

response to letter of shortcoming, the firm has requested 

to change it to sublingual tablet 

Decision:Deferred for following submissions 

¶ Evidence of approval of applied formulation as sublingual tablet in reference 

regulatory authorities 

¶ Evidence of me-too status or application on Form 5-D along with differential fee PKR 

30,000/- and stability study data as per the requirement of 251
st
 meeting of 

Registration Board. 

80.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Glixon 8.0mg/2.0mg Tablet 

Composition Each sublingual tablet contains: 

Buprenorphine Hydrochloride  equivalentto 

Burprenorphineéééé. 8 mg  

Naloxone hydrochloride dihydrate  equivalentto 

Naloxoneéééé.. 2 mg 
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Diary No. Date of R& I & fee  Dy No. 2306: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Opioid receptor partial antagonist 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Suboxone sublingual tablets by Indivior UK 

(MHRA Approved) 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Me-too status could not be confirmed 

¶ Firm has initially applied for plain tablet and then in 

response to letter of shortcoming, the firm has requested 

to change it to sublingual tablet 

Decision:Deferred for evidence of me-too status or application on Form 5-D along with 

differential fee PKR 30,000/- and stability study data as per the requirement of 251
st
 meeting 

of Registration Board. 

81.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Glixon 12.0mg/3.0mg Tablet 

Composition Each sublingual tablet contains: 

Buprenorphine Hydrochloride  equivalentto 

Burprenorphineéééé. 12 mg  

Naloxone hydrochloride dihydrate  equivalentto 

Naloxoneéééé.. 3mg 

Diary No. Date of R& I & fee  Dy No. 2308: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Opioid receptor partial antagonist 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ The reference of TGA provided by the firm is of 

ñSoluble filmò instead of sublingual tablet 

¶ Me-too status could not be confirmed 

¶ Firm has initially applied for plain tablet and then in 

response to letter of shortcoming, the firm has requested 

to change it to sublingual tablet 

Decision:Deferred for following submissions 

¶ Evidence of approval of applied formulation as sublingual tablet in reference 

regulatory authorities 

¶ Evidence of me-too status or application on Form 5-D along with differential fee PKR 

30,000/- and stability study data as per the requirement of 251
st
 meeting of 

Registration Board. 

82.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Grip 5mg Tablet 

Composition Each tablet contains: 

Aripiprazole  éé5.0mg 

Diary No. Date of R& I & fee  Dy No. 2301: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 
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Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Abilify tablets by Otsuka  

(USFDA Approved) 

Me-too status  Ariza by Hilton 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Firm has initially applied for film coated tablet but in 

response to the letter of shortcoming, the firm has 

requested to change their formulation to uncoated since 

the film coated tablet is not available internationally  

Decision:Approved. 

83.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Grip 10mg Tablet 

Composition Each tablet contain: 

Aripiprazole  éé10 mg 

Diary No. Date of R& I & fee  Dy No. 2307: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Abilify tablets by Otsuka  

(USFDA Approved) 

Me-too status  Aripip by Pharmatec 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Firm has initially applied for film coated tablet but in 

response to the letter of shortcoming, the firm has 

requested to change their formulation to uncoated since 

the film coated tablet is not available internationally 

Decision:Approved. 

84.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Grip 15mg Tablet 

Composition Each tablet contain: 

Aripiprazole  éé15 mg 

Diary No. Date of R& I & fee  Dy No. 2310: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Abilify tablets by Otsuka  

(USFDA Approved) 

Me-too status  Aripip by Pharmatec 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Firm has initially applied for film coated tablet but in 

response to the letter of shortcoming, the firm has 

requested to change their formulation to uncoated since 

the film coated tablet is not available internationally 

Decision:Approved. 
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85.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Grip 20mg Tablet 

Composition Each tablet contain: 

Aripiprazole  éé20 mg 

Diary No. Date of R& I & fee  Dy No. 2302: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Abilify tablets by Otsuka  

(USFDA Approved) 

Me-too status  Aripaze by Global 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Firm has initially applied for film coated tablet but in 

response to the letter of shortcoming, the firm has 

requested to change their formulation to uncoated since 

the film coated tablet is not available internationally 

Decision:Approved. 

86.  Name and address of manufacturer / 

Applicant 

M/s Glitz Pharma Plot No. 265, Industrial Triangle 

Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Grip 30mg Tablet 

Composition Each tablet contain: 

Aripiprazole  éé30 mg 

Diary No. Date of R& I & fee  Dy No. 2302: 02-6-2016PKR 20,000/-: 01-6-2016 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, 60ôs, 100ôs, 200ôs, 500ôs 

Approval status of product in Reference 

Regulatory Authorities 

Abilify tablets by Otsuka  

(USFDA Approved) 

Me-too status  Aripaze by Global 

GMP status  Last inspection report dated 19-09-2017, panel 

recommended the grant of cGMP certificate 

Remarks of the Evaluator ¶ Firm has initially applied for film coated tablet but in 

response to the letter of shortcoming, the firm has 

requested to change their formulation to uncoated since 

the film coated tablet is not available internationally 

Decision:Approved. 

87.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Binter 125mg tablet 

Composition Each tablet contains: 

Terbinafine as hydrochlorideéé.125mg 

Diary No. Date of R& I & fee  Dy No. 2216: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (Antifungal) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs: Rs. 313/- 

Approval status of product in Reference 

Regulatory Authorities 

Terbinafine 125 mg tablets by M/s Genus  

(MHRA approved) 

Me-too status  Onyfine 125mg Tablet by M/s Medisure 

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections 
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Remarks of the Evaluator GMP inspection report is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

88.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Aler-D Tablet 5mg 

Composition Each film coated tablet contains: 

Desloratadine é 5mg 

Diary No. Date of R& I & fee  Dy No. 2215: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antihistamine, Anti-allergic 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specification 

Pack size & Demanded Price 10ôs: Rs. 175/- 

Approval status of product in Reference 

Regulatory Authorities 

CLARINEX by Merck  

(USFDA Approved) 

Me-too status  Destina by Hilton 

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator GMP inspection report is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

89.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Ment Tablet 10mg 

Composition Each film coated tablet contains: 

Memantine hydrochlorideé.10mg 

Diary No. Date of R& I & fee  Dy No. 2213: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group NMDA receptor antagonists 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs: Rs. 900/- 

Approval status of product in Reference 

Regulatory Authorities 

Ebixa tablets by Lundbeck 

(MHRA Approved)  

Me-too status  Memanda 10mg Tablets by M/s Fassgen  

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator GMP inspection report is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

90.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Rein Tablet 

Composition Each tablet contains 

Mebeverine hydrochlorideééé135mg 

Diary No. Date of R& I & fee  Dy No. 2217: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Anticholinergic 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 3 x 10ôs: Rs. 225/- 

Approval status of product in Reference 

Regulatory Authorities 

Colofac tablets by Mylan 

(MHRA Approved) 

Me-too status  Colofac tablets by Abbott 

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections. 
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Remarks of the Evaluator ¶ Firm has applied for uncoated tablet while the product 

approved by reference agencies is as film coated tablet 

¶ Strength of mebeverine mentioned in Form 5 is 125mg 

while that in enclosures is 135mg. 

¶ GMP inspection report is older than 1 year 

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year 

¶ Clarification of formulation since the product approved by reference regulatory 

authorities is film coated tablet. 

91.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Lepid 10 mg Tablets 

Composition Each film coated tablet contains: 

Atorvastatin (as calcium trihydrate)é10 mg 

Diary No. Date of R& I & fee  Dy No. 2214: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs: Rs. 150/- 

Approval status of product in Reference 

Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 

Me-too status  Lipitor tablets by Pfizer 

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator GMP inspection report is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

92.  Name and address of manufacturer / 

Applicant 

M/s Harrison Pharmaceuticals, 10-KM, Lahore Road 

Sargodha 

Brand Name +Dosage Form + Strength Lepid 20mg tablet 

Composition Each film coated tablet contains: 

Atorvastatin (as calcium trihydrate)é20 mg 

Diary No. Date of R& I & fee  Dy No. 2218: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs: Rs. 366/- 

Approval status of product in Reference 

Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 

Me-too status  Lipitor tablets by Pfizer 

GMP status  Last inspection report dated 31-3-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator GMP inspection report is older than 1 year 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

93.  Name and address of manufacturer / 

Applicant 

M/s. Iceberg Pharmaceuticals (Pvt) Ltd.  

Plot No.144, Nowshera Industrial Estate, Risalpur  

Brand Name +Dosage Form + Strength Tenoberg 300 mg Tablets 

Composition Each film coated tablet contains:- 

Tenofovir Disoproxil fumerateéé..300mg 

Diary No. Date of R& I & fee  Dy No. 151: 26-5-2016PKR 20,000/-: 26-5-2016 

Pharmacological Group Anti viral 

Type of Form Form 5 

Finished product Specifications International Pharmacopoeia 

Pack size & Demanded Price 30ôs: As per SRO 



Minutes for 274
th
Registration Board Meeting   41 

 

 

Approval status of product in Reference 

Regulatory Authorities 

Viread by Gilead Pharma  

(USFDA Approved) 

Me-too status  Tenovir by Pharmix 

GMP status  04-11-16 Panel inspection, GMP was satisfactory  

Remarks of the Evaluator  

Decision:Approved. 

94.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Alphaten 0.2% Ophthalmic Solution  

Composition Each ml contains: 

Brimonidine Tartrateéé2mg 

Diary No. Date of R& I & fee  Dy No. 1856: 20-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Sympathomimetics in glaucoma therapy 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 5ml: MRP Rs. 500/- 

Approval status of product in Reference 

Regulatory Authorities 

Alphagan by Allergan Pharma 

(MHRA Approved) 

Me-too status  Alphagan by Barret Hodgson 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator ¶ Brand name resembles with innovator and me-too of 

Barret Hodgson 

¶ The finished product monograph is included in USP 

priority list 

Decision:Approved with innovatorôs specification and change of brand name. 

95.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Zoladin Ophthalmic suspension 

Composition Each ml contains 

Brinzolamideéééé10mg 

Brimonidine Tartrateé.2mg 

Diary No. Date of R& I & fee  Dy No. 1920: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Carbonic anhydrase inhibotor 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Simbrinza eye drops by Novartis 

(MHRA Approved) 

Me-too status  Could not be confirmed 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator ¶ The finished product monograph is included in USP 

priority list 

¶ Simbrinza eye drops was approved in 268
th
 RB 

meeting for M/s Ali Gohar & Company (Import) 

¶ Since this is a generic version of a new drug which was 

initially approved in 268
th
 RB meeting therefore the 

firm has to provide stability study data 

Decision:Deferred for following submissions 

¶ Application on Form 5-D 

¶ Differential fee PKR 30,000/- 

¶ Accelerated and real time stability study data along with relevant documents as per 

the requirements of 251
st
 meeting of Registration Board 
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96.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Procain 0.5% Ophthalmic Solution 

Composition Each ml contains: 

Proparacaine Hydrochlorideé.5mg 

Diary No. Date of R& I & fee  Dy No. 1857: 20-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Topical anesthetic 

Type of Form Form 5  

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alcaine by Novartis 

(USFDA Approved) 

Me-too status  Alcaine eye drops by Ali Gohar & Co. 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator  

Decision:Approved. 

 

97.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Opcon-A Ophthalmic Solution 

Composition Each ml contains: 

Naphazoline Hydrochloride é.0.25mg 

Pheniramine Maleateéé..0.3mg 

Diary No. Date of R& I & fee  Dy No. 1858: 20-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Decongestant and antiallergic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 15ml: Rs. 120/- 

Approval status of product in Reference 

Regulatory Authorities 

Naphacon A 0.025%/0.3% ophthalmic solution by 

Alcon (USFDA Approved) 

Me-too status  Opticon A 0.025%/0.3% by Winthrox 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator Internationally available and me-too formulation is 

available as 0.025%/0.3% while firm has applied for 

0.025/0.03%. 

Decision:Deferred for clarification of applied formulation since the product approved by 

reference regulatory authorities and DRAP is 0.025%/0.3% while the firm has applied for 

0.025%/0.03%. Registration Board further deferred this case for submission of fee PKR 

20,000/- and revised Form-5 and master formulation. 

 

98.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Nazol 0.1% Ophthalmic Solution  

Composition Each ml contains: 

Naphazoline Hydrochlorideé.1mg 

Diary No. Date of R& I & fee  Dy No. 1859: 20-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Decongestant and antiallergic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 15ml: Rs. 100/- 

Approval status of product in Reference 

Regulatory Authorities 

Naphazolin hydrochloride 0.1% eye drops by Akon 

(USFDA Approved) 

Me-too status  Naphcon eye drops by Ali Gohar & Co. 
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GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator  

Decision:Approved. 

99.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Avatan 0.004% Ophthalmic Solution 

Composition Each ml contains 

Travoprost ééé40 mcg 

Diary No. Date of R& I & fee  Dy No. 1918: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Antiglaucoma preparations 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2.5ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Bondulc eye drops by Actavis 

(MHRA Approved) 

Me-too status  Travatan solution by Ali Gohar & Co. 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator  

Decision:Approved. 

 

100.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Plot # 35, Industrial 

Estate, Kahuta Triangle, Kahuta Road  Islamabad 

Brand Name +Dosage Form + Strength Bimat-T Ophthalmic Solution  

Composition Each ml contains 

Bimatoprostéé.0.3mg 

Timolol (as maleate)é..5mg 

Diary No. Date of R& I & fee  Dy No. 1919: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group beta-blocking agents, prostaglandins 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 3ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ganfort by Allergan 

(MHRA Approved) 

Me-too status  Could not be confirmed 

GMP status  According to last inspection report dated 09-03-2017 the 

company is complying with the GMP guidelines 

Remarks of the Evaluator ¶ Evidence of Me-too status could not be confirmed 

Decision:Deferred for evidence of me-too status. 

 

101.  Name and address of manufacturer / 

Applicant 

M/s Maple Pharmaceuticals (Pvt) Ltd., 147/23, Korangi 

Industrial Area Karachi 

Brand Name +Dosage Form + Strength Valsar-AM 5/80mg Tablet 

Composition Each film coated tablet contains: 

Amlodipine as besylateé5mg 

Valsartanéé..80 mg 

Diary No. Date of R& I & fee  Dy No. 775: 8-6-2016PKR 20,000/-: 7-6-2016 

Pharmacological Group (Antihypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

EXFORGE Tablet by M/s Novartis  

(MHRA approved) 

Me-too status  Amlortan Tablet by M/s Genome Pharmaceuticals 
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GMP status   

Remarks of the Evaluator GMP inspection report within last 1 year is required 

Decision:Approved. 

102.  Name and address of manufacturer / 

Applicant 

M/s Maple Pharmaceuticals (Pvt) Ltd., 147/23, Korangi 

Industrial Area Karachi 

Brand Name +Dosage Form + Strength Valsar-AM 5/160mg Tablet 

Composition Each film coated tablet contains: 

Amlodipine as besylateé5mg 

Valsartanéé..160 mg 

Diary No. Date of R& I & fee  Dy No. 775: 8-6-2016PKR 20,000/-: 7-6-2016 

Pharmacological Group (Antihypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

EXFORGE Tablet by M/s Novartis  

(MHRA approved) 

Me-too status  Amlortan Tablet by M/s Genome Pharmaceuticals 

GMP status  GMP inspection report within last 1 year is required 

Remarks of the Evaluator  

Decision:Approved. 

103.  Name and address of manufacturer / 

Applicant 

M/s Maquinôs International, F-2/H, PTCL Industrial 

Complex Opposite Dalda Factory Site, Karachi 

Brand Name +Dosage Form + Strength Macofer Injection 

Composition Each 5ml contains: 

Iron Sucrose complex eq. to Elemental Ironéé.100mg 

Diary No. Date of R& I & fee  Dy No. 1147: 6-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group (Heamatinic) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Pack size is not provided 

Approval status of product in Reference 

Regulatory Authorities 

Venofer Injection by Vifor Pharma 

(MHRA Approved) 

Me-too status  Ferotein-S by Getz 

GMP status  Last inspection report dated 8-11-2016 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

104.  Name and address of manufacturer / 

Applicant 

M/s Maquinôs International, F-2/H, PTCL Industrial 

Complex Opposite Dalda Factory Site, Karachi  

Brand Name +Dosage Form + Strength Omox 400mg Tablet 

Composition Each film coated tablet contains; 

Moxifloxacin (as Hydrochloride)é....400mg 

Diary No. Date of R& I & fee  Dy No. 1146: 6-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price Pack size is not provided 

Approval status of product in Reference 

Regulatory Authorities 

Avelox 400 mg film-coated tablets by M/s Bayer 

(MHRA approved) 

Me-too status  Metoxim 400mg Tablet by M/s Foray Pharmaceutical 

GMP status  Last inspection report dated 8-11-2016 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Pack size is not provided 

Decision:Approved with innovatorôs specification. 
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105.  Name and address of manufacturer / 

Applicant 

M/s Maquinôs International, F-2/H, PTCL Industrial 

Complex Opposite Dalda Factory Site, Karachi 

Brand Name +Dosage Form + Strength Sompra 40mg Injection 

Composition Each vial contains: 

Esomeprazole as sodium eq. to Esomeprazoleé.40mg 

Diary No. Date of R& I & fee  Dy No. 1145: 6-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Proton pump inhibitor 

Type of Form Form 5 

Finished product Specifications Fir has claimed in house specifiction 

Pack size & Demanded Price Pack size is not provided 

Approval status of product in Reference 

Regulatory Authorities 

NEXIUM IV by Astrazeneca Pharms 

(USFDA Approved) 

Me-too status  ES-LOPROT by Nabiqasim Industries 

GMP status  Last inspection report dated 8-11-2016 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator Pack size is not provided 

Decision:Deferred for evidence / confirmation of approved manufacturing facility by 

Licensing Division. 

106.  Name and address of manufacturer / 

Applicant 

M/s Martin Dow Ltd, Plot No. 37, Sector 19, Korangi 

Industrial Area Karachi 

Brand Name +Dosage Form + Strength Turmafil 1mg Tablet 

Composition Each tablet contains: 

Lormetazepaméé1 mg 

Diary No. Date of R& I & fee  Dy No. 408: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group (Benzodiazepine derivatives) 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 30ôs, 50ôs, 100ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Dormagen tablet by Genus Pharma 

(MHRA Approved) 

Me-too status  Noctamid by Bayer 

GMP status  Last inspection report dated 7, 8 June 2017 confirms 

good compliance to GMP 

Remarks of the Evaluator GMP inspection report confirms tablet (psychotropic) 

section 

Decision:Approved. 

107.  Name and address of manufacturer / 

Applicant 

M/s Mass Pharma (Pvt) Ltd. 17-Km, Ferozepur Road,  

Lahore 

Brand Name +Dosage Form + Strength Caldipine Sustained Release Tablets 20mg 

Composition Each Sustained Release Tablet Contains: 

Nifedipine ééé20mg 

Diary No. Date of R& I & fee  Dy No. 2443: 8-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Calcium channel blocker 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 3 x 10ôs: Rs. 5.67/tablet. Rs. 170/pack 

Approval status of product in Reference 

Regulatory Authorities 

Adalat LA tablets by Bayer 

(MHRA Approved) 

Me-too status  Adalat Retard by Bayer 

GMP status  Last inspection dated 11-09-2017; firm is issued GMP 

certificate 

Remarks of the Evaluator  

Decision:Approved. 
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108.  Name and address of manufacturer / 

Applicant 

M/s Mass Pharma (Pvt) Ltd. 17-Km, Ferozepur Road,  

Lahore 

Brand Name +Dosage Form + Strength Caldipine Extended Release Tablets 30mg 

Composition Each Sustained Release Tablet Contains: 

Nifedipine ééé30mg 

Diary No. Date of R& I & fee  Dy No. 2442: 8-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Calcium channel blocker 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2 x 10ôs: Rs. 24/tablet. Rs. 480/pack 

Approval status of product in Reference 

Regulatory Authorities 

Adalat LA tablets by Bayer 

(MHRA Approved) 

Me-too status  Adalat Retard by Bayer 

GMP status  Last inspection dated 11-09-2017; firm is issued GMP 

certificate 

Remarks of the Evaluator  

Decision:Approved. 

 

109.  Name and address of manufacturer / 

Applicant 

M/s Mass Pharma (Pvt) Ltd. 17-Km, Ferozepur Road,  

Lahore 

Brand Name +Dosage Form + Strength Caldipine Extended Release Tablets 

Composition Each Sustained Release Tablet Contains: 

Nifedipine ééé60mg 

Diary No. Date of R& I & fee  Dy No. 2445: 8-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Calcium channel blocker 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2 x 10ôs: Rs. 40/tablet. Rs. 800/pack 

Approval status of product in Reference 

Regulatory Authorities 

Adalat LA tablets by Bayer 

(MHRA Approved) 

Me-too status  Adalat Retard by Bayer 

GMP status  Last inspection dated 11-09-2017; firm is issued GMP 

certificate 

Remarks of the Evaluator  

Decision:Approved. 

 

110.  Name and address of manufacturer / 

Applicant 

M/s Mass Pharma (Pvt) Ltd. 17-Km, Ferozepur Road,  

Lahore 

Brand Name +Dosage Form + Strength Trimetadon Modified Release Tablets 

Composition Each Film coated modified release tablet contains: 

Trimetazidine dihydrocholride ééé35mg 

Diary No. Date of R& I & fee  Dy No. 2444: 8-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group Antianginal 

Type of Form Form 5 

Finished product Specifications 
Firm has claimed in house specification while the 

product monograph is present in JP 

Pack size & Demanded Price Rs. 13.5/tablet, Rs. 270/pack 

Approval status of product in Reference 

Regulatory Authorities 

Vastarel 35mg MR tablets by Servier 

(AGES Austria Approved) 

Me-too status  Vastarel by Servier 

GMP status  Last inspection dated 11-09-2017; firm is issued GMP 

certificate 

Remarks of the Evaluator  

Decision:Approved with Japanese Pharmacopoeia Specifications. 
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111.  Name and address of manufacturer / 

Applicant 

M/s MBL Pharma, B-77-A, H.I.T.E., Hub Baluchistan 

Brand Name +Dosage Form + Strength Alox 60mg Tablet 

Composition Each film coated tablet contains: 

Fexofenadine hydrochlorideé60 mg 

Diary No. Date of R& I & fee  Dy No. 1027: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group (Anti histamines) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 65/- per pack of 1 x 10 tablets 

Approval status of product in Reference 

Regulatory Authorities 

Fexofenadine hydrochloride tablets by Mylan  

(USFDA Approved) 

Me-too status  Telfast by Sanofi Aventis 

GMP status  Last inspection report dated 22-5-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

112.  Name and address of manufacturer / 

Applicant 

M/s MBL Pharma, B-77-A, H.I.T.E., Hub Baluchistan 

Brand Name +Dosage Form + Strength Alox 120mg Tablet 

Composition Each film coated tablet contains: 

Fexofenadine hydrochlorideé120 mg 

Diary No. Date of R& I & fee  Dy No. 1029: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group (Anti histamines) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 130/- per pack of 1 x 10 tablets 

Approval status of product in Reference 

Regulatory Authorities 

Telfast tablet by Sanofi  

(MHRA Approved) 

Me-too status  Telfast by Sanofi Aventis 

GMP status  Last inspection report dated 22-5-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

113.  Name and address of manufacturer / 

Applicant 

M/s MBL Pharma, B-77-A, H.I.T.E., Hub Baluchistan 

Brand Name +Dosage Form + Strength Stafen 100mg Tablet 

Composition Each film coated tablet contains: 

Flurbiprofené..100 mg 

Diary No. Date of R& I & fee  Dy No. 1028: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 6 x 5ôs: Rs. 170 per blister pack 

Approval status of product in Reference 

Regulatory Authorities 

Teva-Flurbiprofen by Teva Canada Pharm 

(Health Canada Approved) 

Me-too status  Ansaid tablets by Pfizer 

GMP status  Last inspection report dated 22-5-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 
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114.  Name and address of manufacturer / 

Applicant 

M/s MBL Pharma, B-77-A, H.I.T.E., Hub Baluchistan 

Brand Name +Dosage Form + Strength Andinole Tablet  

Composition Each sugar coated tablet contains: 

Propyphenazone é..175 mg 

Caffeine anhydrousé25mg 

Diary No. Date of R& I & fee  Dy No. 1030: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group (Analgesics) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 200ôs: Rs. 160/- 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Romtolido tablets by Regent Pharma 

GMP status  Last inspection report dated 22-5-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Deferred for evidence of approval by reference regulatory authorities. 

 
115.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Cyfix SR 15mg Capsule 

Composition Each capsules contains: 

Cyclobenzprine hydrochloride sustained release pellets 

léé.15mg 

Diary No. Date of R& I & fee  Dy No. 1897: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Centrally acting muscle relaxant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Amrix Capsule by Teva Pharms 

(USFDA Approved) 

Me-too status  Cyclorest ER capsule by Martin Dow 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator ¶ Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. Registration Board further 

deferred the case for following submissions:   

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported). 
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116.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Cyfix SR Capsule 30 mg 

Composition Each capsules contains: 

Cyclobenzprine hydrochloride sustained release 

pelletséé.30mg 

Diary No. Date of R& I & fee  Dy No. 1896: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Centrally acting muscle relaxant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Amrix Capsule by Teva Pharms 

(USFDA Approved) 

Me-too status  Cyclorest ER capsule by Martin Dow 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator ¶ Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. Registration Board further 

deferred the case for following submissions:   

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported). 

 

117.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Dulax Capsules 30mg 

Composition Each capsule contains: 

Duloxetine hydrochloride enteric coated Pellets (17%) 

eq. to Duloxetineéééé30mg 

Diary No. Date of R& I & fee  Dy No. 1894: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cymbalta Capsules by Lilly 

(USFDA Approved) 

Me-too status  Dulan Capsules by Hilton 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator ¶ Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 
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Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. Registration Board further 

deferred the case for following submissions:   

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported). 

 

118.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Dulax Capsules 60mg 

Composition Each capsule contains: 

Duloxetine hydrochloride enteric coated Pellets (17%) 

eq. to Duloxetineéééé60mg 

Diary No. Date of R& I & fee  Dy No. 1890: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cymbalta Capsules by Lilly 

(USFDA Approved) 

Me-too status  Dulan  Capsules by Hilton 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator ¶ Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. Registration Board further 

deferred the case for following submissions:   

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported). 

 

119.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Easyfix Tablet 

Composition Each Film coated Tablet contains 

Sodium Fusidate éé..250mg 

Diary No. Date of R& I & fee  Dy No. 1899: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Antiinfective 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Fucidin Tablet by Leo Lab 

(MHRA Approved) 

Me-too status  Fuci-Bax by Baxter Pharma 
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GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

120.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Ezee Tablet  

Composition Each tablet contains: 

Ezetimibe ééé.10mg 

Diary No. Date of R& I & fee  Dy No. 1891: 24-5-2016 

PKR 20,000/-: 20-5-2016 

Pharmacological Group Lipid modifying agents  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ezetrol tablets by MSD 

(MHRA Approved) 

Me-too status  Tmib tablets by Bosch 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

 

121.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Lycin Capsule 

Composition Each capsule contains 

Lincomycin  éé..500mg 

Diary No. Date of R& I & fee  Dy No. 1892: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Antibacterial 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2 x 6ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lincocine 500 mg Capsule by Pfizer 

(ANSM approved) 

Me-too status  Lincocin 500mg capsule by M/s Pfizer 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 
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122.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Nimotide Tablets 

Composition Each film coated tablet contains: 

Nimodipineééé..30mg 

Diary No. Date of R& I & fee  Dy No. 1889: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Calcium channel blocker 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 3 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Nimotop tablets by Bayer 

(MHRA Approved) 

Me-too status  Nimoden tablet by High Q 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

123.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Norfix tablet  

Composition Each film coated tablet contains 

Norfloxacin ééé..400mg 

Diary No. Date of R& I & fee  Dy No. 1888: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group Fluoroquinolone 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs: 2 x 7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Norfloxacin tablets by Ratiopharm 

(MHRA Approved) 

Me-too status  Uroquin tablets by Orta 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

124.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Pitamax Tablet 1mg 

Composition Each film coated tablet contains 

Pitavastatin as calciumééé.1mg 

Diary No. Date of R& I & fee  Dy No. 1898: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference Alipza by Kowa Pharma 
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Regulatory Authorities (MHRA Approved) 

Me-too status  Pitastin by Atco 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

125.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Pitamax Tablet 2mg 

Composition Each film coated tablet contains 

Pitavastatin as calciumééé.2mg 

Diary No. Date of R& I & fee  Dy No. 1893: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alipza by Kowa Pharma 

(MHRA Approved) 

Me-too status  Pitastin by Atco 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 

126.  Name and address of manufacturer / 

Applicant 

M/s Medizan Laboratories (Pvt) Ltd. Plot No. 313, 

Industrial Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Pitamax Tablet 4mg 

Composition Each film coated tablet contains 

Pitavastatin as calciumééé.4mg 

Diary No. Date of R& I & fee  Dy No. 1895: 24-5-2016PKR 20,000/-: 20-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alipza by Kowa Pharma 

(MHRA Approved) 

Me-too status  Pitastin by Atco 

GMP status  Last inspection conducted on 10-4-2017 satisfactory 

compliance to GMP 

Remarks of the Evaluator  

Decision:Registration Board was apprised of the observations related to GMP made by panel 

of inspection for the product Sofomed (Sofosbuvir 400mg) Tablets and as recorded in 

inspection report (dated: 18
th
 July 2017) considered in 272

nd
 meeting of Registartion Board. 

Registration Board deferred the case for clarification from QA&LT Division regarding GMP 

status of the firm in the light of observations made by the panel of inspection for the product 

Sofomed (Sofosbuvir 400mg) Tablets dated 18
th
 July 2017. 
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127.  Name and address of manufacturer / 

Applicant 

M/s Paramount Pharamceuticals, Plot No. 36, Industrial 

triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Omeprazen 40mg 

Composition Each capsule contains; 

Omeprazole (as enteric coated pellets 8.5%)é....40mg 

Diary No. Date of R& I & fee  Dy No. 1977: 24-5-2016PKR 20,000/-: 24-5-2016 

Pharmacological Group Proton pump inhibitor  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2 x 7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Omeprazole by Actavis 

(USFDA Approved) 

Me-too status  Xempra 40mg Capsule by Genome Pharmaceutical 

GMP status  Last inspection conducted on 30-12-2015 

Remarks of the Evaluator ¶ GMP inspection is older than 1 year 

¶ Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Deferred for following submissions:  

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as 

per the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported) 

¶ GMP inspection report conducted within a period of last 1 year  

128.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Capidon Tablet 

Composition Each sugar coated tablet contains: 

Propyphenazoneé.175mg 

Caffeine anhydrousé25mg 

Diary No. Date of R& I & fee  Dy No. 1102: 31-5-2016 

Pharmacological Group (Analgesic/antipyretic) 

Type of Form Form 5 

Finished product Specifications  

Pack size & Demanded Price Rs. 180/per pack of 4 x 50 tablets 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Qutalidone tablets by Genome 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed  

Decision:Deferred for evidence of approval in reference regulatory authorities. 
129.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Plifast 60mg Tablet 

Composition Each film coated tablet contains: 

Fexofenadine hydrochlorideé.60mg 

Diary No. Date of R& I & fee  Dy No. 1104: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group (Anti histamine) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 110/- per pack of 1 x 10 tablets 

Approval status of product in Reference Fexofenadine hydrochloride tablets by Mylan  
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Regulatory Authorities (USFDA Approved) 

Me-too status  Telfast by Sanofi Aventis 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

130.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Plifast 120mg Tablet 

Composition Each film coated tablet contains: 

Fexofenadine hydrochlorideé.120mg 

Diary No. Date of R& I & fee  Dy No. 1101: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group (Anti histamine) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price Rs. 170/- per pack of 1 x 10 tablets 

Approval status of product in Reference 

Regulatory Authorities 

Telfast tablets by Sanofi 

(MHRA Approved) 

Me-too status  Telfast by Sanofi Aventis 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

131.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Plimazole Cream  

Composition Each gm contains: 

Clotrimazoleéé1% w/w 

Diary No. Date of R& I & fee  Dy No. 1149: 7-6-2016PKR 20,000/-: 6-6-2016 

Pharmacological Group (Anti fungal) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10 gm tube: Rs. 47/-  

20 gm tube: Rs. 55/- 

Approval status of product in Reference 

Regulatory Authorities 

Canesten Cream by Bayer 

(MHRA Approved) 

Me-too status  Canesten topical cream by Bayer 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

132.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Plistat Oral Drops (Oral suspension) 

Composition Each ml contains: 

Nystatinéé.100,000 units 

Diary No. Date of R& I & fee  Dy No. 1105: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group (Antifungal) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30 ml: Rs. 50/- 

Approval status of product in Reference 

Regulatory Authorities 

Nystan oral suspension by E.R. Squibb 

(MHRA Approved) 

Me-too status  Nilstat by Pfizer 
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GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

133.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Plivachyme Tablet 

Composition Each enteric coated tablet contains: 

Trypsin/chymotrypsin (6:1approx.) eq. to Proteolytic 

enezyme ..50,000 units 

(Inflammatory edema) 

Diary No. Date of R& I & fee  Dy No. 1103: 31-5-2016PKR 20,000/-: 31-05-2016 

Pharmacological Group Anti-inflamatory 

Type of Form Form 5 

Finished product Specifications Firm has claimed USP specification 

Pack size & Demanded Price 3 x 10ôs: Rs. 190 per blister pack of tablets 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Chymotrypsin tablets by Hamid Organization (Import) 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator ¶ Firm has claimed USP specification while the product 

monograph is not present in USP 

¶ Evidence of approval in reference regulatory 

authorities could not be confirmed 

Decision:Deferred for evidence of approval in reference regulatory authorities. 
134.  Name and address of manufacturer / 

Applicant 

M/s Pliva Pakistan (Pvt) Ltd, B-77, H.I.T.E., 

Baluchistan 

Brand Name +Dosage Form + Strength Stanic 100mg Tablet  

Composition Each film coated tablet contains: 

Flurbiprofené..100mg  

Diary No. Date of R& I & fee  Dy No. 1100: 31-05-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price 6 x 5ôs: Rs. 190 per blister pack 

Approval status of product in Reference 

Regulatory Authorities 

Teva-Flurbiprofen by Teva Canada Pharm 

(Health Canada Approved) 

Me-too status  Ansaid tablets by Pfizer 

GMP status  Last inspection report dated 27-1-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

135.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Abipra 10 mg Tablets 

Composition Each Enteric Coated Tablet Contains:- 

Rabeprazole Sodium .. 10 mg 

Diary No. Date of R& I & fee  Dy No. 173: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group PPI 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Pariet tablets by Eisai 

(MHRA Approved) 



Minutes for 274
th
Registration Board Meeting   57 

 

Me-too status  Repar by Barret Hodgson 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
136.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Abipra 20 mg Tablets 

Composition Each Enteric Coated Tablet Contains:- 

Rabeprazole Sodium .. 20 mg 

Diary No. Date of R& I & fee  Dy No. 168: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group PPI 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Pariet tablets by Eisai 

(MHRA Approved) 

Me-too status  Repar by Barret Hodgson 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

137.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Ceftrex 1 g Injection 

Composition Each Vial Contains:- 

Ceftriaxone as sodium..éé 1 g 

Diary No. Date of R& I & fee  Dy No. 174: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin Injection by Roche 

(MHRA Approved) 

Me-too status  Rocephin by Martin Dow 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator Firm has not specified IM or IV route 

Decision:Deferred for clarification whether the applied product is for IM or IV route. 

138.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Expodox Dry  Powder Suspension 

Composition Each 5 ml Contains:- 

Cefpodoxime as proxetil.éé 80 mg 

Diary No. Date of R& I & fee  Dy No. 165: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator ¶ Me-too status could not be confirmed 

¶ Evidence of approval by reference regulatory authorities 

could not be confirmed 

¶ Form 5 contains 40mg strength but later on the strength 

has been changed to 80mg by pen without initials 
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Decision:Deferred for following submissions: 

¶ Evidence of me-too status 

¶ Evidence of approval in reference regulatory authorities 

¶ Clarification regarding the applied formulation since 40mg strength has been changed 

to 80mg on registration application wih pen. 

139.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Descover 60 ml Syrup 

Composition Each 5 ml Contains:- 

Desloratadine éé 2.5 mg 

Diary No. Date of R& I & fee  Dy No. 172: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Antihistamine 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Clarinex syrup by Schering 

(USFDA Approved) 

Me-too status  Neo-antial syrup by Sami Pharma 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
140.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Flexiflor 4 mg Tablets 

Composition Each film coated tablet contains: 

Lornoxicam é 4mg 

Diary No. Date of R& I & fee  Dy No. 170: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Xefo 4 mg Filmtabletten by M/s Takeda Pharma AG,  

(Swiss Medic approved) 

Me-too status  Acabel 4mg Tablet by M/s Continental Pharma  

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

141.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Flexiflor 8 mg Tablets 

Composition Each film coated tablet contains: 

Lornoxicam é 8mg 

Diary No. Date of R& I & fee  Dy No. 171: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group NSAIDs 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specification 

Pack size & Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities 

Xefo 8 mg Filmtabletten by M/s Takeda Pharma AG,  

(Swiss Medic approved) 

Me-too status  Acabel 8mg Tablet by M/s Continental Pharma 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
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142.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Graptor  625 mg Tablets 

Composition Each Film Coated Tablet Contains:- 

Gemifloxacin as mesylateéé. 625 mg 

Diary No. Date of R& I & fee  Dy No. 164: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Quinolone 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Could not be confirmed 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator Me-too status could not be confirmed 

Evidence of approval by reference regulatory authorities 

could not be confirmed 

Decision:Deferred for following submissions: 

¶ Evidence of me-too status  

¶ Evidence of approval in reference regulatory authorities 

143.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Komlinz  60 ml Syrup 

Composition Each 5 ml Contains:- 

Linezolid é..ééé.. 100 mg 

Diary No. Date of R& I & fee  Dy No. 166: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Oxazolidinone, Antibiotics 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specifications  

Pack size & Demanded Price 60ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities 

ZYVOX granules for oral suspension by Pfizer Labs 

(MHRA Approved) 

Me-too status  Nezolid by Searle 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator Internationally available as dry powder suspension while 

the firm has applied for syrup dosage form 

Decision:Deferred for clarification of the applied formulation since the product approved by 

reference regulatory authorities is dry powder suspension while the firm has applied for 

syrup. 

144.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Komlinz 600 mg Tablets 

Composition Each Film Coated  Tablet Contains:- 

Linezolid  .é. 600 mg 

Diary No. Date of R& I & fee  Dy No. 163: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Synthetic Antibiotics 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house Specifications 

Pack size & Demanded Price 1 x 5ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Zyvox by Pharmacia 

(USFDA Approved) 

Me-too status  Volinza by Wilshire 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
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145.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Ozem 40 mg Capsules 

Composition Each capsule contains; 

Omeprazole (as enteric coated pellets 8.5%)é....40mg 

Diary No. Date of R& I & fee  Dy No. 169: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group PPI 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Omeprazole by Actavis 

(USFDA Approved) 

Me-too status  Xempra 40mg Capsule by Genome Pharmaceutical 

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator Source, COA, stability study data and GMP of 

manufacturer of pellets is not provided 

Decision:Deferred for following submissions:  

¶ Source of pellets  

¶ Certificate of analysis of pellets  

¶ Real time and accelerate stability study data of 3 batches of pellets conducted as per 

the requirements of zone IV-A  

¶ GMP of manufacturer of pellets  

¶ Differential fee (if pellets are imported)  

146.  Name and address of manufacturer / 

Applicant 

M/s. Polyfine ChemPharma, 51-Industrial Area, 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Tamdura Capsule 

Composition Each Capsule Contains:- 

Tamsulosin (as hydrochloride)é 0.4 mg 

Dutasteride éé. 0.5 mg 

Diary No. Date of R& I & fee  Dy No. 167: 1-6-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Alpha adrenoceptor antagonist 5 alpha reductase 

inhibitor  

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 1 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA Approved 

Me-too status  Duodart capsule of GSK  

GMP status  GMP Inspection Date: 17-03-2017, Satisfactory 

Remarks of the Evaluator The formulation is not as per innovator product 

approved by FDA 

Decision:Deferred for clarification of applied formulation in the light of decision of 250
th

 

meeting of Registartion Board.  

147.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products (Pvt.) Ltd., D-

122, S.I.T.E. Karachi. 

Brand Name +Dosage Form + Strength Lacosam 50mg Tablet 

Composition Each film coated tablet contains: 

Lacosamideéé50 mg 

Diary No. Date of R& I & fee  Dy No. 1090: 27-5-2016PKR 20,000/-: 27-5-2016 

Pharmacological Group (Anticonvulsants and antiepileptics) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Vimpat tablets by UCB Pharma 

(MHRA Approved) 
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Me-too status  Lacolep by Hilton 

GMP status  Last inspection conducted on 27-12-2016 and report 

concludes that firm was considered to be operating at 

satisfactory level of GMP guidelines 

Remarks of the Evaluator  

Decision:Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

148.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products (Pvt.) Ltd., D-

122, S.I.T.E. Karachi. 

Brand Name +Dosage Form + Strength Lacosam 100mg Tablet 

Composition Each film coated tablet contains: 

Lacosamideéé100 mg 

Diary No. Date of R& I & fee  Dy No. 1091: 27-5-2016PKR 20,000/-: 27-5-2016 

Pharmacological Group (Anticonvulsants and antiepileptics) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Vimpat tablets by UCB Pharma 

(MHRA Approved) 

Me-too status  Lacolep by Hilton 

GMP status  Last inspection conducted on 27-12-2016 and report 

concludes that firm was considered to be operating at 

satisfactory level of GMP guidelines 

Remarks of the Evaluator  

Decision:Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

149.  Name and address of manufacturer / 

Applicant 

M/s Sami Pharmaceuticals (Pvt) Ltd, F-95, S.I.T.E. 

Karachi 

Brand Name +Dosage Form + Strength Glymo XR 500mg Tablet 

Composition Each extended release tablet contains: 

Metformin hydrochlorideé..500 mg 

Diary No. Date of R& I & fee  Dy. No. 413: 25-05-2016PKR 20,000/-: 24-05-2016 

Pharmacological Group (Anti diabetic) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Glucophage XR by Bristol Myer Squibb 

(USFDA Approved) 

Me-too status  Metwil XR by Wilson 

GMP status  Last inspection report dated 02-11-2016 confirms good 

compliance to GMP  

Remarks of the Evaluator  

Decision:Approved. 

150.  Name and address of manufacturer / 

Applicant 

M/s Sami Pharmaceuticals (Pvt) Ltd, F-95, S.I.T.E. 

Karachi 

Brand Name +Dosage Form + Strength Glymo XR 1000mg Tablet 

Composition Each extended release tablet contains: 

Metformin hydrochlorideé..1000 mg 

Diary No. Date of R& I & fee  Dy. No. 412: 25-05-2016PKR 20,000/-: 24-05-2016 

Pharmacological Group (Anti diabetic) 

Type of Form Form 5 
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Finished product Specifications USP 

Pack size & Demanded Price As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Glucient SR 100mg tablet by Consilient Health 

(MHRA Approved) 

Me-too status  Metwil XR by Wilson 

GMP status  Last inspection report dated 02-11-2016 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

151.  Name and address of manufacturer / 

Applicant 

M/s Sami Pharmaceuticals (Pvt) Ltd, F-95, S.I.T.E. 

Karachi 

Brand Name +Dosage Form + Strength Eticox 60mg Tablet 

Composition Each film coated tablet contains: 

Etoricoxibééé..60 mg 

Diary No. Date of R& I & fee  Dy No. 1097: 31-5-2016PKR 20,000/-: 30-05-2016 

Pharmacological Group COX 2 inhibitor  

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specifications 

Pack size & Demanded Price As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Arcoxia tablet by Grunenthal Ltd 

(MHRA Approved) 

Me-too status  Arcox tablets by Genome 

GMP status  Last inspection report dated 02-11-2016 confirms good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 
152.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Sanflucan 50mg Capsule 

Composition Each capsule contains: 

Fluconazoleééé50 mg 

Diary No. Date of R& I & fee  Dy. No. 1120: 02-06-2016PKR 20,000/-: 01-06-2016 

Pharmacological Group (Anti fungal) 

Type of Form Form 5 

Finished product Specifications JP  

Pack size & Demanded Price 7ôs: Rs. 967.2/- 

Approval status of product in Reference 

Regulatory Authorities 

Azocan 50mg Capsule by FDC International 

(MHRA Approved) 

Me-too status  Rexole by Biorex 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

153.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Sanflucan 150mg Capsule 

Composition Each capsule contains: 

Fluconazoleééé150 mg 

Diary No. Date of R& I & fee  Dy. No. 1121: 02-06-2016PKR 20,000/-: 01-06-2016 

Pharmacological Group (Anti fungal) 

Type of Form Form 5 

Finished product Specifications JP  

Pack size & Demanded Price 1ôs: Rs. 442/- 

Approval status of product in Reference 

Regulatory Authorities 

Azocan P Capsule by FDC International 

(MHRA Approved) 
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Me-too status  Rexole by Biorex 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

154.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Sanflucan 200mg Capsule 

Composition Each capsule contains: 

Fluconazoleééé200 mg 

Diary No. Date of R& I & fee  Dy. No. 1122: 02-06-2016PKR 20,000/-: 01-06-2016 

Pharmacological Group (Anti fungal) 

Type of Form Form 5 

Finished product Specifications JP  

Pack size & Demanded Price 4ôs: Rs.2798.71/- 

Approval status of product in Reference 

Regulatory Authorities 

Azocan P Capsule by FDC International 

(MHRA Approved) 

Me-too status  Diflucan by Pfizer 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

 

155.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Floxasan 250mg Tablet 

Composition Each film coated tablet contains: 

Levofloxacin hemihydrate eq. to levofloxaciné..250 mg 

Diary No. Date of R& I & fee  Dy No. 1125: 2-6-2016PKR 20,000/-: 01-06-2016 

Pharmacological Group Fluoroquinolones 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs: Rs. 417.56/- 

Approval status of product in Reference 

Regulatory Authorities 

LEVAQUIN by Janssen Ortho LLC  

(USFDA Approved) 

Me-too status  Leflox by Getz 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

 

156.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Floxasan 500mg Tablet 

Composition Each film coated tablet contains: 

Levofloxacin hemihydrate eq. to levofloxacin...500 mg 

Diary No. Date of R& I & fee  Dy No. 1126: 2-6-2016PKR 20,000/-: 01-06-2016 

Pharmacological Group Fluoroquinolones 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs: Rs. 821.6/- 

Approval status of product in Reference 

Regulatory Authorities 

LEVAQUIN by Janssen Ortho LLC  

(USFDA Approved) 

Me-too status  Leflox by Getz 

GMP status  Last inspection report dated 29-03-2017 confirms Good 
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compliance to GMP 

Remarks of the Evaluator  

Decision:Approved. 

157.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Omecool 20mg Capsule 

Composition Each capsule contains: 

Omeprazole enteric coated pellets (8.5%) eq. to 

Omeprazoleééé.20 mg 

Diary No. Date of R& I & fee  Dy No. 1124: 2-6-2016PKR 20,000/-: 1-6-2016 

Pharmacological Group (Proton pump inhibitor) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: Rs. 195/- 

Approval status of product in Reference 

Regulatory Authorities 

Omeprazole by Actavis 

(USFDA Approved) 

Me-too status  Xempra Capsule by Genome Pharmaceutical 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator Source of pellets: M/s Vision Pharmaceuticals, 

Islamabad 

Decision:Approved. 

158.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Omecool 40mg Capsule 

Composition Each capsule contains: 

Omeprazole enteric coated pellets (8.5%) eq. to 

Omeprazoleé..40 mg 

Diary No. Date of R& I & fee  Dy No. 1123: 2-6-2016PKR 20,000/-: 1-6-2016 

Pharmacological Group (Proton pump inhibitor) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: Rs. 259/- 

Approval status of product in Reference 

Regulatory Authorities 

Omeprazole by Actavis 

(USFDA Approved) 

Me-too status  Xempra Capsule by Genome Pharmaceutical 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator Source of pellets: M/s Vision Pharmaceuticals, 

Islamabad 

Decision:Approved. 

159.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Nepac Forte 0.3% Ophthalmic suspension 

Composition Each ml contains: 

Nepafenacééé..3mg 

Diary No. Date of R& I & fee  Dy No. 1128: 2-6-2016PKR 20,000/-: 1-6-2016 

Pharmacological Group Non-steroidal anti inflammatory (Prodrug)   

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 5ml: Rs. 1000/- 

Approval status of product in Reference 

Regulatory Authorities 

Nevanac ophthalmic suspension by Novartis 

(MHRAApproved) 

Me-too status  Could not be confirmed 
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GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator ¶ Me-too status could not be confirmed 

¶ Firm has  ophthalmic section (General) 

Decision:Deferred for evidence of me-too status. 

160.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Lotepred Forte 0.5% Ophthalmic Ointment 

Composition Each gm contains: 

Loteprednol etabonateé5mg 

Diary No. Date of R& I & fee  Dy No. 1129: 2-06-2016PKR 20,000/-: 1-06-2016 

Pharmacological Group (Corticosteroid) 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price Rs. 150/- per 3.5gm pack 

Approval status of product in Reference 

Regulatory Authorities 

Lotemax 0.5% ophthalmic ointment by Bousch & Lomb 

(USFDA Approved)   

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator ¶ Me-too status could not be confirmed 

Decision:Deferred for evidence of me-too status. 

161.  Name and address of manufacturer / 

Applicant 

M/s Sante (Pvt) Ltd., A-97 S.I.T.E. Super Highway 

Karachi 

Brand Name +Dosage Form + Strength Diclotol-Plus Tablet 

Composition Each enteric coated tablet contains: 

Diclofenac sodiumé.75mg 

Misoprostolé..200 mcg 

Diary No. Date of R& I & fee  Dy No. 1127: 2-06-2016PKR 20,000/-: 1-06-2016 

Pharmacological Group NSAID along with mucoprotective 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 20ôs: Rs. 400/- 

Approval status of product in Reference 

Regulatory Authorities 

Arthrotec Tablet by Pfizer 

(USFDA Approved) 

Me-too status  Arthrotec tablet by Pfizer 

GMP status  Last inspection report dated 29-03-2017 confirms Good 

compliance to GMP 

Remarks of the Evaluator The formulation contains misoprostol 1% HPMC 

dispersion and the formulation contains inner enteric 

coated layer surrounded by misoprostol dispersion 

coating and the method of manufacturing submitted is in 

line with the innovator product.  

Decision:Approved. 

162.  Name and address of manufacturer / 

Applicant 

M/s Scilife Pharma (Pvt) Ltd., Plot # FD-57/58-A2, 

Korangi Creek Industrial Park Karachi  

Contract manufactured by:  

M/s Opal Laboratories (Pvt) Ltd., Plot # LC-41, L.I.T.E. 

Landhi Karachi 

Brand Name +Dosage Form + Strength Scifix Capsule 400 mg 

Composition Each Capsule contains: 

Cefixime (as Trihydrate)é..400 mg    

Diary No. Date of R& I & fee  Dy No. 1163: 8-6-2016PKR 50,000/-: 07-6-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 
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Finished product Specifications JP 

Pack size & Demanded Price 5ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Suprax capsule by Lupin 

(USFDA Approved) 

Me-too status  Cef-OD by CCL 

GMP status  Last inspection report dated 8-12-2016 of M/s Opal 

recommended renewal of DML 

Remarks of the Evaluator ¶ Firm has submitted that they have no product registered 

on contract manufacturing till date 

Decision:Approved. 

163.  Name and address of manufacturer / 

Applicant 

M/s Scilife Pharma (Pvt) Ltd., Plot # FD-57/58-A2, 

Korangi Creek Industrial Park Karachi  

Contract manufactured by:  

M/s Opal Laboratories (Pvt) Ltd., Plot # LC-41, L.I.T.E. 

Landhi Karachi 

Brand Name +Dosage Form + Strength Scifix Dry Powder Oral Suspension 100mg/5ml  

Composition Each 5ml contains:- 

Cefixime (as trihydrate)éé.100mg  

Diary No. Date of R& I & fee  Dy No. 1158: 8-6-2016PKR 50,000/-: 7-6-2016 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Suprax by Lupins 

(USFDA Approved) 

Me-too status  Cef-OD by CCL 

GMP status  Last inspection report dated 8-12-2016 of M/s Opal 

recommended renewal of DML 

Remarks of the Evaluator ¶ Firm has submitted that they have no product registered 

on contract manufacturing till date 

Decision:Approved. 

164.  Name and address of manufacturer / 

Applicant 

M/s Scilife Pharma (Pvt) Ltd., Plot # FD-57/58-A2, 

Korangi Creek Industrial Park Karachi  

Contract manufactured by:  

M/s Opal Laboratories (Pvt) Ltd., Plot # LC-41, L.I.T.E. 

Landhi Karachi 

Brand Name +Dosage Form + Strength Scifix DS Dry Powder Oral Suspension 200mg/5ml  

Composition Each 5ml contains: 

Cefixime as trihydrateéé.200mg 

Diary No. Date of R& I & fee  Dy No. 1202: 8-6-2016PKR 50,000/-: 7-6-2016 

Pharmacological Group Cephalosporin Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cefixime by Aurobindo 

(USFDA Approved) 

Me-too status  Cefim by Hilton 

GMP status  Last inspection report dated 8-12-2016 of M/s Opal 

recommended renewal of DML 

Remarks of the Evaluator ¶ Firm has submitted that they have no product 

registered on contract manufacturing till date 

Decision:Approved. 
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165.  Name and address of manufacturer / 

Applicant 

M/s The Searle Company Ltd F-319 SITE Karachi 

Brand Name +Dosage Form + Strength Tiopium 18mcg Capsule 

Composition Each capsule contains: 

Tiotropium as bromide monohydrateéé.18 mcg 

Diary No. Date of R& I & fee  Dy No. 461: 3-6-2016PKR 20,000/-: 03-6-2016 

Pharmacological Group (Anti cholinergic)  

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Spiriva inhalation powder hard capsule by Boehringer 

(MHRA Approved) 

Me-too status  Tiovair by Highnoon 

GMP status  Last inspection report dated 12-06-2017 confirm GMP  

Remarks of the Evaluator  

Decision:Approved with innovatorôs specification. 

 
166.  Name and address of manufacturer / 

Applicant 

M/s Seatle (Pvt) Ltd, 45-KM Multan Road Lahore 

Brand Name +Dosage Form + Strength Troisa Cream 

Composition Each Gram Contains:- 

Eflornithine hydrochloride (as monohydrate)éé139mg 

Diary No. Date of R& I & fee  Dy No. 2287: 26-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Ornithine decarboxylase inhibitor 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10g, 15g, 30g: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Vaniqa cream by Skinmedica 

(USFDA Approved) 

Me-too status  Depilus cream by Atco 

GMP status   

Remarks of the Evaluator Latest GMP inspection report is not provided 

Decision:Deferred for submission of GMP inspection report conducted within a period 

of last 1 year. 

 
167. s

  

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theracavir tablet 0.5mg 

Each tablet contains:- 

Entecavir 0.5mg 

Composition Each film coated tablet contains  

Entecavir (as monohydrate)éé.0.5mg 

Diary No. Date of R& I & fee  Dy No. 2351: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antivirals  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Baraclude tablets by Bristol Myers 

(MHRA Approved) 

Me-too status  Livose-C tablets by Wilson 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 
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Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

¶ Firm has initially applied for uncoated tablet and in 

response to the letter of shortcoming they have 

requested to change the formulation to film coated tablet 

Decision: Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

168.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theracavir tablet 1mg 

Each tablet contains:- 

Entecavir 1mg 

Composition Each film coated tablet contains  

Entecavir (as monohydrate)éé.1mg 

Diary No. Date of R& I & fee  Dy No. 2352: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antivirals  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Baraclude tablets by Bristol Myers 

(MHRA Approved) 

Me-too status  Livose-C tablets by Wilson 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

¶ Firm has initially applied for uncoated tablet and in 

response to the letter of shortcoming they have 

requested to change the formulation to film coated 

tablet 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

169.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theraclot Plus Tablet 

Composition Each tablet contains 

Clopidogrel (as hydrogen sulphate)éé.75mg 

Aspirin ééé.éééé..75mg 

Diary No. Date of R& I & fee  Dy No. 2387: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Antiplatelet agent 

Type of Form Form-5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As Per SRO 

Approval status of product in Reference 

Regulatory Authorities 

DUOPALVIN by Sanofi 

(ANSM France Approved) 

Me-too status  Ascard Plus by Atco 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

¶ Internationally available as film coated tablet prepared 

by mixing granules of clopidogrel (prepared by wet 

granulation) and aspirin( prepared by dry granulation). 

In response to the letter of shortcoming the firm has 
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submitted that their formulation is inner core of enteric 

coated aspirin where aspirin will be released in small 

intestine with maximal absorption, while outer 

uncoated core of clopidogrel for rapid onset of action 

as well. They have further stated that they have 

manufacturing facility for double core rotary 

compression machine and that M/s Pharmevo has been 

granted registration with similar formulation as well. 

Finally they have submitted that if advised by DRAP 

they will film coat the final double core tablet 

containing aspirin as enteric coated inner coat and 

clopidogrel on outer coat.   

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year 

¶ Clarification of applied formulation since the product approved by reference 

regulatory authorities is film coated tablet prepared by mixing granules of clopidogrel 

(prepared by wet granulation) and aspirin( prepared by dry granulation). 

170.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theradol  Tablet 

Composition Each film coated tablet contains  

Tramadol hydrochlorideééé. 37.5 mg  

Paracetamolééééé. 325mg  

Diary No. Date of R& I & fee  Dy No. 2322: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Analgesic, antipyretic, Opioid Analgesic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 100ôs 

Approval status of product in Reference 

Regulatory Authorities 

ULTRACET tablet by Janssen 

(USFDA Approved) 

Me-too status  Zultracet tablet by Wilshire 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

Decision: 

Deferred for submission of GMP inspection report conducted within a period of last 1 year. 

171.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theralin Capsule 75mg 

Composition Each capsule contains: 

Pregabalin é 75mg 

Diary No. Date of R& I & fee  Dy No. 2321: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 
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Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

172.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theralin Capsule 150mg 

Composition Each capsule contains: 

Pregabalin é 150mg 

Diary No. Date of R& I & fee  Dy No. 2314: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

173.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theralin Capsule 300mg 

Composition Each capsule contains: 

Pregabalin é 300mg 

Diary No. Date of R& I & fee  Dy No. 2325: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

174.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theramet tablet 50/500mg 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate monohydrateééé.50mg 

Metformin hydrochlorideéééé..500mg 

Diary No. Date of R& I & fee  Dy No. 2388: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Hypoglycemic agents 

Type of Form Form 5 

Finished product Specifications Innovatorôs Specification 

Pack size & Demanded Price 10ôs,14ôs, 28ôs / As per SRO 

Approval status of product in Reference Janumet 50mg/500mg Tablets by M/s Merck  
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Regulatory Authorities (USFDA approved) 

Me-too status  Duvel Plus 50mg/500mg Tablet by M/s Martin Dow            

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

175.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theramol V Tablet 5/80mg 

Composition Each film coated tablet contains: 

Amlodipine besylate eq. to amlodipineéé.5 mg 

Valsartané.80 mg 

Diary No. Date of R& I & fee  Dy No. 2324: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group (Anti-hypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Asbima tablets by Winthrop 

(MHRA Approved) 

Me-too status  Exforge by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

176.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theramol VS Tablet 5/160mg 

Composition Each film coated tablet contains: 

Amlodipine besylate eq. to amlodipineéé.5 mg 

Valsartané.160 mg 

Diary No. Date of R& I & fee  Dy No. 2348: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group (Anti-hypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Asbima tablets by Winthop 

(MHRA Approved) 

Me-too status  Exforge by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 
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177.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theramol DS Tablet 10/160mg 

Composition Each film coated tablet contains: 

Amlodipine as besylateé..10mg 

Valsartanééééééé.160mg  

Diary No. Date of R& I & fee  Dy No. 2311: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

EXFORGE Tablet by M/s Novartis  

(MHRA approved) 

Me-too status  Amlortan Tablet by M/s Genome Pharmaceuticals            

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

178.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theratan tablet 80mg 

Composition Each film coated tablet contains 

Valsartanéééé..80mg 

Diary No. Date of R& I & fee  Dy No. 2394: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Valsartan tablets by Mylan 

(MHRA Approved) 

Me-too status  Diovan tablet by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

179.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theratan tablet 160mg 

Composition Each film coated tablet contains 

Valsartanéééé..160mg 

Diary No. Date of R& I & fee  Dy No. 2392: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Valsartan tablets by Mylan  

(MHRA Approved) 

Me-too status  Diovan tablet by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 
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Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

180.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theraplate tablet 75mg 

Composition Each film coated tablet contains  

Clopidogrel as bisulphateéé..75mg 

Diary No. Date of R& I & fee  Dy No. 2391: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Anti-platelet  

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As Per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Plavix tablets by Sanofi 

(MHRA Approved) 

Me-too status  Plavix tablets by Sanofi Aventis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

181.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theraquine Suspension 250mg/5ml 

Composition Each 5ml contains: 

Ciprofloxacin as hydrochlorideé250mg 

Diary No. Date of R& I & fee  Dy No. 2353: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Flouroquinolone 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60ml, 90ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cipro by Bayer 

(USFDA Approved) 

Me-too status  Quash by Wilshire 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

¶ Detailed composition of diluent as per the reference 

product is not provided  

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year. 

¶ Detailed composition of diluent in line with thereference product approved by 

reference regulatory authorities. 

182.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therasome capsule 20mg 

Composition Each capsule contains: 

Esomeprazole magesnium trihydrate enteric coated  
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Pellets (22.5%) equivalent to Esomeprazole é.20mg 

Diary No. Date of R& I & fee  Dy No. 2350: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Proton Pump Inhibitor 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

NEXIUM by Astra Zeneca  

(USFDA Approved) 

Me-too status  Esim 20mg Capsule by Genome Pharmaceutical  

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status  

Source of granules: M/s Vision Pharmaceuticals, 

Islamabad 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

183.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therastatin Tablet 10mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)éé..é10mg 

Diary No. Date of R& I & fee  Dy No. 2318: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 10mg Tablets by M/s AstraZeneca  

(USFDA approved) 

Me-too status  Rosut 10mg Tablet by M/s Genome            

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

184.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therastatin Tablet 20mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é20mg 

Diary No. Date of R& I & fee  Dy No. 2313: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification  

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 20mg Tablets by M/s AstraZeneca 

(USFDA approved) 

Me-too status  Rosut 20mg Tablet by M/s Genome Pharmaceuticals             

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 
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Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

185.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therastatin Tablet 40mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é40mg 

Diary No. Date of R& I & fee  Dy No. 2349: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group HMG Co-A Reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification  

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Crestor 40mg Tablets by M/s AstraZeneca 

(USFDA approved) 

Me-too status  Rosocard Tablet by Himont             

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

186.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theratin tablet 10mg 

Composition Each film coated tablet contains 

Atorvastatin as calcium trihydrateéé..10mg 

Diary No. Date of R& I & fee  Dy No. 2396: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 

Me-too status  Lipitor by Pfizer 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

187.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theratin tablet 20mg 

Composition Each film coated tablet contains 

Atorvastatin as calcium trihydrateéé..20mg 

Diary No. Date of R& I & fee  Dy No. 2384: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 
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Me-too status  Lipitor by Pfizer 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

188.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theravirin Tablet 400mg 

Composition Each film coated tablet contains 

Ribavirinééé.400mg 

Diary No. Date of R& I & fee  Dy No. 2315: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiviral 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 40ôs, 90ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Copegus tablet by Roche 

(MHRA Approved) 

Me-too status  Novia by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

189.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theravirin tablet 600mg 

Composition Each film coated tablet contains 

Ribavirinééé.600mg 

Diary No. Date of R& I & fee  Dy No. 2347: 30-5-2016PKR 20,000/-: 30-5-2016 

Pharmacological Group Antiviral 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ribavirin tablet by Sandoz 

(USFDA Approved) 

Me-too status  Ribuvir tablet by Martin Dow 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

190.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therazide Suspension100mg/5ml 

Composition Each 5ml Contain: 

Nitazoxanideé.100mg 

Diary No. Date of R& I & fee  Dy No. 2319: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiprotozoal 
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Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 30ml, 60ml, 90ml, 120ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alinia by Romark 

(USFDA Approved) 

Me-too status  NT-Tox by Genix 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

191.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Therazide Tablet 500mg 

Composition Each Film Coated Tablet Contain: 

Nitazoxanideéééé.500mg 

Diary No. Date of R& I & fee  Dy No. 2325: 19-5-2016PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiprotozoal 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 50ôs, 100ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Alinia by Romark 

(USFDA Approved) 

Me-too status  NT-Tox by Genix 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision: 

Deferred for submission of GMP inspection report conducted within a period of last 1 year. 

192.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Theriptin Tablet 100mg 

Composition Each film coated tablet contains:- 

Sitagliptin (as phosphate monohydrate)ééé..100mg 

Diary No. Date of R& I & fee  Dy No. 2393: 31-05-2016PKR 20,000/-: 31-05-2016 

Pharmacological Group Antidiabetic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Januvia by MSD 

(MHRA Approved) 

Me-too status  A-Glip by Atco 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 
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193.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Thiozer Tablet 2/15mg 

Composition Each tablet contains:- 

Glimeprideéééé. 2mg 

Pioglitazone as hydrochlorideé.. 15mg 

Diary No. Date of R& I & fee  Dy No. 2385: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Combination of blood glucose lowering drugs 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Piozer G by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed 

¶ The inspection report do not confirm GMP status 

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year 

¶ Evidence of approval in reference regulatory authorities. 

194.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Thiozer Tablet 30/2mg 

Composition Each tablet contains:- 

Glimeprideéééé. 2mg 

Pioglitazone as hydrochlorideé.. 30mg 

Diary No. Date of R& I & fee  Dy No. 2389: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Combination of blood glucose lowering drugs 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO  

Approval status of product in Reference 

Regulatory Authorities 

Duetact tablet by Takeda 

(USFDA Approved) 

Me-too status  Piozer G by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

195.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + Strength Thiozer Tablet 30/4mg 

Composition Each tablet contains:- 

Glimeprideéééé. 4mg 

Pioglitazone as hydrochlorideé.. 30mg 

Diary No. Date of R& I & fee  Dy No. 2386: 31-5-2016PKR 20,000/-: 31-5-2016 

Pharmacological Group Combination of blood glucose lowering drugs 

Type of Form Form 5 

Finished product Specifications USP 
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Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Duetact tablet by Takeda 

(USFDA Approved) 

Me-too status  Piozer G by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

196.  Name and address of manufacturer / 

Applicant 

M/s Unexolabs (Pvt) Ltd, 9.5 KM, Sheikhupura Road 

Lahore 

Brand Name +Dosage Form + Strength Potran 75mg Tablet 

Composition Each Tablet Contain:- 

Diclofenac potassiumé..75mg 

Diary No. Date of R& I & fee  Dy No. 2290: 18-5-2016PKR 20,000/-: 18-5-2016 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 2 x 10ôs: 200ôs: Rs. 956/- 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Eplopot tablet by Epharm 

GMP status   

Remarks of the Evaluator ¶ GMP inspection of last 1 year is not provided 

¶ Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Deferred for following submissions: 

¶ GMP inspection report conducted within a period of last 1 year 

¶ Evidence of approval in reference regulatory authorities. 

197.  Name and address of manufacturer / 

Applicant 

M/s Universal Pharmaceuticals (Pvt) Ltd., 131-A, 

Hayatabad Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Irocure Capsule 

Composition Each capsule contains: 

Iron Polysaccharide complex equivalent to elemental 

ironé150mg 

Diary No. Date of R& I & fee  Dy No. 127: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Iron Supplement/Hematinic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 3 x 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

IFEREX 150 - polysaccharide-iron complex capsule by 

M/s Nnodum Pharmaceuticals (DailyMED) 

Me-too status  Ferricure 150mg Capsule by M/s Continental 

GMP status   

Remarks of the Evaluator Last GMP inspection report within 1 year is not 

provided 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

198.  Name and address of manufacturer / 

Applicant 

M/s Universal Pharmaceuticals (Pvt) Ltd., 131-A, 

Hayatabad Industrial Estate, Peshawar 

Brand Name +Dosage Form + Strength Irocure Solution 

Composition Each 5ml contains 

Iron polysaccharide complex equivalent to elemental 
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ironééé100mg 

Diary No. Date of R& I & fee  Dy No. 128: 25-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Hematinic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Niferex Elixir by Tillomed Lab 

(MHRA Approved) 

Me-too status  NuIron syrup by Hiranis 

GMP status   

Remarks of the Evaluator Last GMP inspection report within 1 year is not 

provided 

Decision:Deferred for submission of GMP inspection report conducted within a period of last 

1 year. 

199.  Name and address of manufacturer / 

Applicant 

M/s WnsFeild Pharmaceuticals Plot # 122, Block A, 

Phase V, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Maxgrow Solution 5 % (Topical solution) 

Composition Each ml Contains:- 

Minoxidil ééé 5 % w/v 

Diary No. Date of R& I & fee  Dy No. 139: 20-5-2016PKR 20,000/-: 25-5-2016 

Pharmacological Group Vasodilator 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Regaine for men extra strength scalp solution by Mc 

Neil Products (MHRA Approved) 

Me-too status  Higrow topical solution by Fozan Pharma 

GMP status  Last inspection conducted on 23-11-2016 stating GMP 

compliance status 

Remarks of the Evaluator  

Decision:Deferred for confirmation of approved manufacturing facility/section by 

Central Licensing Board. 
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Evaluator PEC-XI  

200.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Brand Name +Dosage Form + Strength Vomitron 3mg/3ml injection 

Composition Each 3ml contains: 

Granisetron as hydrochlorideééé.3mg 

Diary No. Date of R& I & fee  Dy. No.207; 01-06-2015; Rs.20,000/- (01-06-2015) 

Pharmacological Group 5HT3-antagonist 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 3ml x 1ôs; As per PRC 

Approval status of product in 

Reference Regulatory Authorities 

Granisetron 1mg/ml concentrate for solution for 

injection or infusion (MHRA approved)  

Me-too status (with strength and 

dosage form)  

Graniset 3mg/3ml injection of M/s CCL 

GMP status  Last inspection conducted on 10-08-2017 and report 

concludes that firm is operating at satisfactory level of 

compliance with GMP. 

Remarks of the Evaluator  

Decision:Approved. 

201.  Name and address of manufacturer / 

Applicant 

M/s The Schazoo Pharmaceutical laboratories (Pvt.) 

Ltd., Kalawala, 20-Km Lahore.  

Brand Name +Dosage Form + Strength Foierin 400mg tablets 

Composition Each film coated tablet contains: 

Ribavirinéé.400mg 

Diary No. Date of R& I & fee  Dy. No.51; 04-06-2015; Rs.20,000/- (04-06-2015) 

Pharmacological Group Antiviral 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs; Rs.490/- per pack 

3x10ôs; Rs.1470/- per pack 

Approval status of product in 

Reference Regulatory Authorities 

Ribavirin 400mg tablet (USFDA approved)  

Me-too status (with strength and 

dosage form)  

Barovir 400mg tablet of M/s Barrett Hodgson Pakistan 

GMP status  Last inspection conducted on 12-06-2017 and report 

concludes that firm is found to be operating at good 

levelofGMP compliance. 

Remarks of the Evaluator ü Approved in USFDA with boxed warning. 

Decision: Approved. 

202.  Name and address of manufacturer / 

Applicant 

M/s Saffron Pharmaceuticals Pvt. Ltd., 19-Km  

Sheikhupura road, Faislabad. 

Brand Name +Dosage Form + Strength Probrad 5mg tablet 

Composition Each film coated tablet contains: 

Ivabradine as hydrochlorideééé.5mg 

Diary No. Date of R& I & fee  Dy. No.525; 06-04-2015; Rs.20,000/- (03-04-2015) 

Pharmacological Group Antianginal 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 30ôs; Rs.1500/- 

Approval status of product in 

Reference Regulatory Authorities 

Corlanor 5mg tablets (USFDA approved)  

Me-too status (with strength and 

dosage form)  

Ivatab of M/s Nabiqasim 
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GMP status  Last GMP inspection conducted on 28-11-2016 and the 

report concludes that the firm is considered to be 

operating at good level of compliance with GMP 

guidelines.  

Remarks of the Evaluator  

Decision: Approved. 

203.  Name and address of manufacturer / 

Applicant 

M/s Saffron Pharmaceuticals Pvt. Ltd., 19-Km  

Sheikhupura road, Faislabad. 

Brand Name +Dosage Form + Strength Probrad 7.5mg tablet 

Composition Each film coated tablet contains: 

Ivabradine as hydrochlorideééé.7.5mg 

Diary No. Date of R& I & fee  Dy. No.519; 06-04-2015; Rs.20,000/- (03-04-2015) 

Pharmacological Group Antianginal 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 30ôs; Rs.2100/- 

Approval status of product in 

Reference Regulatory Authorities 

Corlanor 5mg tablets (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Ivatab of M/s Nabiqasim 

GMP status  Last GMP inspection conducted on 28-11-2016 & report 

concludes that the firm is considered to be operating at 

good level of compliance with GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

204.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Laboratories Pvt. Ltd., 16-Km Multan  

road, Lahore. 

Brand Name +Dosage Form + Strength Rise 60mg tablet 

Composition Each film coated tablet contains: 

Dapoxetine as hydrochlorideééé.60mg  

Diary No. Date of R& I & fee  Dy. No.519; 06-04-2015; Rs.20,000/- (03-04-2015) 

Pharmacological Group Antidepressant 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Rs.880/- 

Approval status of product in 

Reference Regulatory Authorities 

Priligy 60mg tablets (MHRA approved)  

Me-too status (with strength and 

dosage form)  

Not available 

GMP status  Last inspection conducted on 31-08-16 and report 

concludesthat firm is operating at satisfactory level of 

GMPcompliance 

Remarks of the Evaluator ü Formulation is currently under review by DRAP. 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Evidence of generic/me-too already approved with 

DRAP. 

Decision: Deferred as the formulation is under review. 

205.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A, 

I5, Korangi Industrial area, Karachi. 

Brand Name +Dosage Form + Strength Mybrol Forte tablet 

Composition Each tablet contains: 

Paracetamolééé.650mg  

Orphenadrine citrateééé50mg 
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Diary No. Date of R& I & fee  Dy. No.655; 30-04-2015; Rs.20,000/- (29-04-2015) 

Pharmacological Group Muscle relaxant with analgesic 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 15ôs; As per PRC 

Approval status of product in 

Reference Regulatory Authorities 

Not available 

Me-too status (with strength and 

dosage form)  

Nuberol forte of M/s Searle Pakistan 

GMP status  Last GMP inspection conducted on 10-04-2017 and the 

report concludes that the firm is considered to be 

operating at good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies 

Decision: Deferred for evidence of approval of applied formulation in reference regulatory 

authorities/agencies. 
 

206.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma Pvt. Ltd., 44,45-B, Korangi Creek  

Road, Karachi. 

Brand Name +Dosage Form + Strength Lubrisol 0.3% w/v eye drops 

Composition Each ml contains: 

Hypromelloseééé.3mg  

Diary No. Date of R& I & fee  Dy. No.208; 01-06-2015; Rs.20,000/- (01-06-2015) 

Pharmacological Group Ophthalamic lubricant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 5ml; As per PRC  /  10ml; As per PRC 

Approval status of product in 

Reference Regulatory Authorities 

Hypromellose Eye Drops 0.3% w/v (MHRA approved) 

Me-too status (with strength and 

dosage form)  

Softeal of M/s Sante (pvt.) ltd. 

GMP status  Last GMP inspection conducted on 26-01-2017 and the 

report concludes that the firm is considered to be 

operating at acceptable level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved. 
 

207.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma Pvt. Ltd., 44,45-B, Korangi Creek  

Road, Karachi. 

Brand Name +Dosage Form + Strength Catafin 0.1% ophthalamic suspension 

Composition Each ml contains: 

Nepafenacééé.1mg  

Diary No. Date of R& I & fee  Dy. No.149; 27-05-2015; Rs.20,000/- (26-05-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 5ml; As per PRC 

Approval status of product in 

Reference Regulatory Authorities 

Nevanac 0.1% ophthalamic suspension/drops (USFDA 

approved) 

Me-too status (with strength and 

dosage form)  

Barinep ophthalamic suspension of M/s Barrett Hodgson 

Pakistan. 

GMP status  Last GMP inspection conducted on 26-01-2017 and the 

report concludes that the firm is considered to be 
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operating at acceptable level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved. 
 

208.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad.  

Brand Name +Dosage Form + Strength Rivar 10mg Tablets 

Composition Each film coated tablet contains: 

Rivaroxabanééé.10mg 

Diary No. Date of R& I & fee  Dy. No.2761; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Anticoagulant 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Xarelto (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Xarelto of M/s Bayer Healthcare. 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning: (a) 

premature discontinuation of rivaroxaban increases 

the risk of thrombotic events, and (b) 

spinal/epidural hematoma. 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Scientific justification regarding overage of API.  

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year. 

¶ scientific justification for addition of overage in master formulation. 

209.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Piclone 3mg Tablets 

Composition Each film coated tablet contains: 

Eszopicloneéééé3mg 

Diary No. Date of R& I & fee  Dy. No.2747; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Hypnotic/sedative 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Lunesta (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Clonexa of M/s Atco pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Revised master formula; as the quantity of eszopiclone 

mentioned in master formula is ñ1.02 mgò whereas the 

applied strength is 3mg eszopiclone per tablet. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ revised master formula depicting correct quantity of API. 
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210.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Omestran 20mg tablets 

Composition Each film coated tablet contains: 

Olmesartan medoxomilééé.20mg 

Diary No. Date of R& I & fee  Dy. No.2762; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Angiotensin II receptor antagonist 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Benicar 20mg tablets (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Orion 20mg tablets of M/s Ferozsons. 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning of fetal 

toxicity. 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Scientific justification regarding overage of API.  

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ scientific justification for addition of overage in master formulation. 

211.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial T riangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Dronate Tablets 

Composition Each film coated tablet contains: 

Risedronate as Sodiuméé50mg  

Diary No. Date of R& I & fee  Dy. No.2752; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Bisphosphonate 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Approved in USFDA as Risedronate sodium 35mg film 

coated tablets  

Me-too status (with strength and 

dosage form)  

Atconate 35mg tablets of M/s Atco labs 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Clarification regarding quantity of API as salt and its 

equivalent weight as base.  

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ clarification regarding quantity of API as salt and its equivalent weight as base. 

212.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Nothroid 50mcg tablets 

Composition Each tablet contains: 

Levothyroxine sodiuméé.50mcg  

Diary No. Date of R& I & fee  Dy. No.2756; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Thyroid hormone 
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Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 100ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Synthroid tablets (USFDA approved) 

Me-too status 

(with strength and dosage form)  

Thyroxine of M/s GSK. 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning: Thyroid 

hormones, including SYNTHROID, either alone or 

with other therapeutic agents, should not be used 

for the treatment of obesity or for weight loss. In 

euthyroid patients, doses within the range of daily 

hormonal requirements are ineffective for weight 

reduction. Larger doses may produce serious or 

even life threatening manifestations of toxicity, 

particularly when given in association with 

sympathomimetic amines such as those used for 

their anorectic effects. 

ü Shortcomings: 

¶ Evidence of approval of hormone section 

/manufacturing facility granted by the Central 

Licensing Board. 

¶ Latest GMP inspection report conducted within last 

one year is not provided. 

¶ Labeling and prescribing information (to be 

mentioned on pack/leaflet) specimen or draft. 

Decision: Deferred for submission of 

¶ evidence of approval of hormone section /manufacturing facility granted by the CLB 

¶ latest GMP inspection report conducted within last one year  

¶ labeling and prescribing information (to be mentioned on pack/leaflet) specimen or draft. 

213.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Nicline 1mg Tablets 

Composition Each film coated tablet contains: 

Vareniclineéééé..1mg  

Diary No. Date of R& I & fee  Dy. No.2751; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Nicotinic acetylcholine receptor partial agonist/smoking 

cessation aid 

Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Chantix(USFDA approved) 

Me-too status (with strength and 

dosage form)  

Chantix 1mg tablets of M/s Pfizer. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Revised master formula depicting correct quantity of 

API. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ revised master formula depicting correct quantity of API. 
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214.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valartan 80mg Tablets 

Composition Each tablet contains: 

Valsartanéééé..80mg  

Diary No. Date of R& I & fee  Dy. No.2757; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Angiotensin receptor antagonist 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1 x 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Valsartan 80mg tablets (USFDA approved) as film 

coated tablet 

Me-too status (with strength and 

dosage form)  

Diovan of M/s Novartis pharma. 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning of fetal 

toxicity. 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within the 

period of last one year. 

¶ Scientific justification regarding overage of API.  

¶ Evidence of approval status of product as uncoated 

tablets in reference regulatory authorities. 

Decision: Deferred for submission of 

¶ Latest GMP inspection report conducted within last one year  

¶ Scientific justification for addition of overage in master formulation. 

¶ Evidence of approval status of product as uncoated tablets in reference regulatory 

authorities. 

215.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta 

Road,Industrial Triangle Zone, Islamabad.  

Brand Name +Dosage Form + Strength Lazine 500mg ER Tablets 

Composition Each extended release tablet contains:  

Ranolazineéééé500mg 

Diary No. Date of R& I & fee  Dy. No.2750; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Anti-angina 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Ranexa (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Ranzol 500mg XR tablet of M/s Maple pharmaceuticals. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

Last inspection report conducted within last one year. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

216.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Urinic 40mg tablet 

Composition Each tablet contains: 

Febuxostatééé.40mg 

Diary No. Date of R& I & fee  Dy. No.2755; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Xanthine oxidase inhibitor 
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Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Uloric (USFDA approved)  

Me-too status (with strength and 

dosage form)  

Zurig of M/s Getz pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Last inspection report conducted within last one year. 

¶ Scientific justification regarding overage of API.  

¶ Evidence of approval status of product as uncoated 

tablet in reference regulatory authorities 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ scientific justification for addition of overage in master formulation. 

¶ evidence of approval status of product as uncoated tablets in reference regulatory 

authorities. 

217.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Oxycode 50mg ER tablets 

Composition Each extended release tablet contains: 

Oxycodone as hydrochlorideééé.50mg 

Diary No. Date of R& I & fee  Dy. No.2761; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Opioid analgesic 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Not provided 

Me-too status (with strength and 

dosage form)  

Not provided 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Evidence of narcotic section approval granted by CLB 

¶ Evidence of approval status of product in the applied 

strength in reference regulatory authorities. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) along 

with registration number, brand name and name of 

firm. 

¶ Revised master formula; as the quantity of oxycodone 

hydrochloride stated in master formula is 45.50mg and 

composition of coating solution is missing. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ evidence of narcotic section approval granted by the CLB 

¶ evidence of approval status of product in the applied strength in r eference regulatory 

authorities. 

¶ evidence of applied formulation/drug already approved by DRAP  

¶ revised master formula depicting correct quantity of API and composition of coating 

solution is missing. 
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218.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Nortethin tablets 

Composition 24 tablets: each containséééééNorethindrone acetate 

1mg and ethinyl estradiol 10mcg 

2 tablets: each contains ééé...Ethinyl estradiol 10mcg 

2 tablets: each contains ééé...Ferrous fumarate 75mg  

Diary No. Date of R& I & fee  Dy. No.2745; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Oral contraceptive 

Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Lo Loestrin Fe (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Not provided 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning: Cigarette 

smoking increases the risk of serious cardiovascular 

events from combination oral contraceptive (COC) 

use. This risk increases with age, particularly in 

women over 35 years of age, and with the number of 

cigarettes smoked. For this reason, COCs should not 

be used by women who are over 35 years of age and 

smoke 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year is not provided. 

¶ Evidence of approval of hormone section 

/manufacturing facility granted by the Central 

Licensing Board. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) along 

with registration number, brand name and name of 

firm. 

¶ Labeling and prescribing information (to be 

mentioned on pack/leaflet) specimen or draft. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ evidence of approval of hormone section /manufacturing facility granted by the Central 

Licensing Board. 

¶ evidence of applied formulation/drug already approved by DRAP  

¶ labeling and prescribing information (to be mentioned on pack/leaflet) specimen or draft. 

219.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valoxetine 60mg capsules 

Composition Each capsule contains: 

Duloxetine hydrochloride E.C Pellets 33.7% eq. to 

Duloxetineéééééé..é.60mg 

Diary No. Date of R& I & fee  Dy. No.2758; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Selective serotonin and norepinephrine reuptake 

inhibitor 

Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 10ôs; Not demanded 
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Approval status of product in 

Reference Regulatory Authorities 

Cymbalta 60mg gastro-resistant capsules(MHRA 

approved) 

Me-too status (with strength and 

dosage form)  

Cymbalta 60mg capsules of M/s Eli Lilly.  

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Source, CoA, GMP inspection report of 

manufacturer and stability studies data of pellets. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ Source, CoA, GMP inspection report of manufacturer and stability studies data of pellets. 

220.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valogab 75mg capsules 

Composition Each capsule contains: 

Pregabalinéééééé..é.75mg 

Diary No. Date of R& I & fee  Dy. No.2741; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group GABA analogue 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Lyrica (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Gabica 75mg capsules of M/s Getz Pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Outline of method of manufacture. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ Outline of method of manufacture. 

221.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valogab 150mg capsules 

Composition Each capsule contains: 

Pregabalinéééééé..é.150mg 

Diary No. Date of R& I & fee  Dy. No.2742; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group GABA analogue 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Lyrica (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Gabica 150mg capsules of M/s Getz Pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Outline of method of manufacture. 
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Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ Outline of method of manufacture 

222.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Dagatron 150mg capsules 

Composition Each capsule contains: 

Dabigatran as etexilate mesylateéé..é.150mg 

Diary No. Date of R& I & fee  Dy. No.2748; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Thrombin inhibitor 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

Pradaxa (USFDA approved) 

Me-too status (with strength and 

dosage form)  

Not available 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) along 

with registration number, brand name and name of 

firm. 

¶ Application on form-5D alongwith differential fee. 

¶ Outline of method of manufacture. 

¶ The firm has applied for API as powder instead of 

pellets. 

¶ Source of pellets, GMP, stability data. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ evidence of applied formulation/drug already approved by DRAP (generic / me-too status) 

along with registration number, brand name and name of firm, or else application on form-5D 

alongwith differential fee. 

¶ outline of method of manufacture 

¶ source of pellets, GMP, stability data 

223.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valaflu 75mg capsules 

Composition Each capsule contains: 

Oseltamivir (as phosphate)éé..é.75mg 

Diary No. Date of R& I & fee  Dy. No.2764; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Antiviral 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities. 

 

USFDA approved 

Me-too status (with strength and 

dosage form)  

Tamiflu 75mg capsules of M/s Roche 

GMP status  
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Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Revised master formula; as the quantity of 

oseltamivir phosphate stated in master formula is 

40.20mg 

¶ Outline of method of manufacture. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ revised master formula depicting correct quantity of API 

¶ outline of method of manufacture 

224.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Lisdex 30mg capsules 

Composition Each capsule contains: 

Lisdexamfetamine as dimesylate éé..é.30mg  

Diary No. Date of R& I & fee  Dy. No.2759; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group CNS stimulant 

Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 10ôs; Not demanded 

Approval status of product in 

Reference Regulatory Authorities 

USFDA approved 

Me-too status (with strength and 

dosage form)  

Not provided 

GMP status   

Remarks of the Evaluator ü Approved in USFDA with boxed warning of abuse 

and dependence. 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) along 

with registration number, brand name and name of 

firm. 

¶ Revised master formula; as the quantity of 

lisdexamfetamine dimesylate stated in master formula 

is 20.40mg 

¶ Outline of method of manufacture. 

¶ Labeling and prescribing information (to be mentioned 

on the pack/leaflet) specimen or draft. 

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ evidence of applied formulation/drug already approved by DRAP (generic / me-too status) 

along with registration number, brand name and name of firm. 

¶ revised master formula depicting correct quantity of API 

¶ outline of method of manufacture 

¶ labeling and prescribing information (to be mentioned on the pack/leaflet) specimen or 

draft.  
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225.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Furosone nasal spray 

Composition Each actuation contains: 

Mometasone furoate éé..é.50mcg  

Diary No. Date of R& I & fee  Dy. No.2776; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Corticosteroid 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 120 sprays; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

MHRA approved 

Me-too status (with strength and dosage 

form)  

Hivate nasal spray of M/s saffron pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within last 

one year. 

¶ Scientific justification regarding overage of API.  

¶ Manufacturing facility for nasal spray.  

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ scientific justification for addition of overage in master formulation. 

¶ evidence of manufacturing facility for nasal spray. 

226.  Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength T-Fin 1% w/v topical spray 

Composition Each 30ml spray solution contains: 

Terbinafine as hydrochloride éé..é.1% w/v  

Diary No. Date of R& I & fee  Dy. No.2744; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Anti fungal  

Type of Form Form-5 

Finished product Specifications Manufacturerôs 

Pack size & Demanded Price 30ml; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

Lamisil AT spray (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Lamisil spray of M/s Novartis pharma. 

GMP status   

Remarks of the Evaluator ü Shortcomings: 

¶ Last inspection report conducted within last one 

year. 

¶ Section approval granted by CLB  

Decision: Deferred for submission of 

¶ latest GMP inspection report conducted within last one year  

¶ evidence of manufacturing facility for topical spray. 

227.  Name and address of manufacturer / 

Applicant 

M/s The Searle Company Limited, F-319, S.I.T.E.  

Karachi. 

Brand Name +Dosage Form + Strength Xaroban 2.5mg tablet 

Composition Each film coated tablet contains: 

Rivaroxabanééééé..2.5mg 

Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (08-05-2015)  

Pharmacological Group Factor Xa inhibitor 

Type of Form Form-5 
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Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 5ôs; As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Xarelto (ANSM approved) 

Me-too status (with strength and dosage 

form)  

Not available 

GMP status  Certificate of cGMP based on inspection conducted on 

12-06-2017 is provided. 

Remarks of the Evaluator ü Duplicate fee challan is provided. 

ü Shortcomings: 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic/me-too status) along with 

registration number, brand name and name of firm, or 

else application on form-5D alongwith differential fee. 

Decision: Deferred for evidence of applied formulation/drug already approved by DRAP 

(generic / me-too status) along with registration number, brand name and name of firm, or 

else application on form-5D alongwith differential fee. 

228.  Name and address of manufacturer / 

Applicant 

M/s The Searle Company Limited, F-319, S.I.T.E.  

Karachi. 

Brand Name +Dosage Form + Strength Xaroban 15mg tablet 

Composition Each film coated tablet contains: 

Rivaroxabanééééé..15mg 

Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (08-05-2015)  

Pharmacological Group Factor Xa inhibitor 

Type of Form Form-5 

Finished product Specifications MFg 

Pack size & Demanded Price 5ôs; As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Xarelto (UK) 

Me-too status (with strength and dosage 

form)  

Xarelto 15mg tablets of M/s Bayer 

GMP status  Certificate of cGMP based on inspection conducted on 

12-06-2017 is provided. 

Remarks of the Evaluator ü Duplicate fee challan is provided. 

Decision: Approved. Fee shall be verified as per procedure adopted by Registration Board in 

264
th
 meeting. 

229.  Name and address of manufacturer / 

Applicant 

M/s The Searle Company Limited, F-319, S.I.T.E.  

Karachi. 

Brand Name +Dosage Form + Strength Xaroban 20mg tablet 

Composition Each film coated tablet contains: 

Rivaroxabanééééé..20mg 

Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (08-05-2015)  

Pharmacological Group Factor Xa inhibitor 

Type of Form Form-5 

Finished product Specifications MFg 

Pack size & Demanded Price 5ôs; As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Xarelto (UK) 

Me-too status (with strength and dosage 

form)  

Xarelto 20mg tablets of M/s Bayer 

GMP status  Certificate of cGMP based on inspection conducted on 

12-06-2017 is provided. 

Remarks of the Evaluator Duplicate fee challan is provided. 

Decision: Approved. Fee shall be verified as per procedure adopted by Registration Board in 

264
th
 meeting. 
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230.  Name and address of manufacturer / 

Applicant 

M/s Wellborne Pharmachem and Biologicals, Plot No.  

51/1, 52/2 phase I & II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength M-Vglip 50/500mg tablet 

Composition Each film coated tablet contains: 

Vildagliptinééééééé....50mg 

Metformin hydrochlorideéé...500mg 

Diary No. Date of R& I & fee  Dy. No.3896; 03-10-2016; Rs.20,000/- (03-10-2016) 

Pharmacological Group Antidiabetic 

Type of Form Form-5 

Finished product Specifications As per innovatorôs  

Pack size & Demanded Price 14ôs and 28ôs;  As per drug pricing policy 2015 

Approval status of product in Reference 

Regulatory Authorities 

Eucreas (EMA,TGA) 

Me-too status (with strength and dosage 

form)  

Galvus met 50/500mg tablet of M/s Novartis 

GMP status   Last inspection conducted on 27-02-2017ñStrictly 

following the GMP compliance.ò 

Remarks of the Evaluator ü Shelf life of 18 months with packaging material of 

PA/Al/PVC/Al -polyamide-aluminum foil-

polyvinylchloride/aluminum foil or 

PCTFE/PVC/Alu or 2 years with PA/Alu/PVC/Alu. 

Decision: Approved. 
 

231.  Name and address of manufacturer / 

Applicant 

M/s Wellborne Pharmachem and Biologicals, Plot No.  

51/1, 52/2 phase I & II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength M-Vglip 50/1000mg tablet 

Composition Each film coated tablet contains: 

Vildagliptinééééééé....50mg 

Metformin hydrochlorideéé...1000mg 

Diary No. Date of R& I & fee  Dy. No.3895; 03-10-2016; Rs.20,000/- (03-10-2016) 

Pharmacological Group Antidiabetic 

Type of Form Form-5 

Finished product Specifications As per innovatorôs  

Pack size & Demanded Price 14ôs and 28ôs; As per drug pricing policy 2015 

Approval status of product in Reference 

Regulatory Authorities 

Eucreas (EMA,TGA) 

Me-too status (with strength and dosage 

form)  

Galvus met 50/1000mg tablet of M/s Novartis 

GMP status   Last inspection conducted on 27-02-2017ñStrictly 

following the GMP compliance.ò 

Remarks of the Evaluator ü Shelf life of 18 months with packaging material of 

PA/Al/PVC/Al -polyamide-aluminum foil-

polyvinylchloride/aluminum foil or 

PCTFE/PVC/Alu or 2 years with PA/Alu/PVC/Alu. 

Decision: Approved. 
 

232.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products (Pvt.) Ltd., D- 

122, S.I.T.E. Karachi. 

Brand Name +Dosage Form + Strength Promol 6 Plus suspension 

Composition Each 5ml contains: 

Paracetamolééééééé....250mg 

Diary No. Date of R& I & fee  Dy. No.1229; 19-09-2016; Rs.20,000/- (19-09-2016) 

Pharmacological Group Analgesic, antipyretic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml;As per PCA 
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Approval status of product in Reference 

Regulatory Authorities 

Paracetamol 250mg/5ml oral suspension (MHRA 

approved) 

Me-too status (with strength and dosage 

form)  

Calpol-6 Plus of M/s GSK 

GMP status  1-08-2017, During the inspection some critical /major 

and other observations were also noted which need to 

be addressed promptly for attaining a better level of 

compliance and for product safety. 

Remarks of the Evaluator  

Decision: Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

233.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products (Pvt.) Ltd., D- 

122, S.I.T.E. Karachi. 

Brand Name +Dosage Form + Strength Vilda 50mg tablet 

Composition Each film coated tablet contains: 

Vildagliptinééééééé....50mg 

Diary No. Date of R& I & fee  Dy. No.1407; 30-09-2016; Rs.20,000/- (30-09-2016) 

Pharmacological Group Anti-hyperglycemic agent 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 2x14ôs;As per PCA 

Approval status of product in Reference 

Regulatory Authorities 

Galvus 50mg tablets (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Galza of M/s CCL 

GMP status  1-08-2017, During the inspection some critical /major 

and other observations were also noted which need to 

be addressed promptly for attaining a better level of 

compliance and for product safety. 

Remarks of the Evaluator  

Decision: Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

234.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Linaclo 145mcg Capsule 

Composition Each  capsule contains: 

Linaclotideééé.145 mcg 

Diary No. Date of R& I & fee  Dy. No.366; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Guanylate cyclase-C agonist 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price As per SRO, As fixed by Govt. 

Approval status of product in Reference 

Regulatory Authorities 

Linzess 145mg capsules (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Approved in USFDA with a box warning of risk of 

serious dehydration in pediatric patients. 
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ü Shortcomings: 

¶ Application on form 5D 

¶ Source, GMP, differential fee, and stability studies 

data of linaclotide-coated beads is required. 

¶ Complete stability studies data as per zone IV-A 

conditions. 

Decision: Deferred for submission of 

¶ Application on form 5D 

¶ Source, GMP, differential fee, and stability studies data of linaclotide-coated beads is 

required. 

¶ Complete stability studies data as per zone IV-A conditions. 

235.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Apixan 2.5mg tablets 

Composition Each film coated tablet contains: 

Apixabanééééé..é..2.5 mg 

Diary No. Date of R& I & fee  Dy. No.269; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Factor Xa inhibitor 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Eliquis (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

Not provided. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Approved in USFDA with box warning 

ü Shortcomings: 

¶ Application on form 5D 

¶ Differential fee 

¶ Complete stability studies data as per zone IV-A 

conditions. 

Decision: Deferred for submission of 

¶ application on form 5D 

¶ differential fee 

¶ complete stability studies data as per zone IV-A conditions. 

236.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Apixan 5 mg tablets 

Composition Each film coated tablet contains: 

Apixabanééééé..é..5 mg 

Diary No. Date of R& I & fee  Dy. No.268; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Factor Xa inhibitor 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Eliquis (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

Not provided. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Approved in USFDA with box warning 
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ü Shortcomings: 

¶ Application on form 5D 

¶ Differential fee 

¶ Complete stability studies data as per zone IV-A 

conditions. 

Decision: Deferred for submission of 

¶ application on form 5D 

¶ differential fee 

¶ complete stability studies data as per zone IV-A conditions. 

237.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Regon SR 25 mg tablets 

Composition Each SR film coated tablet contains: 

Mirabegronééééé..é..25 mg 

Diary No. Date of R& I & fee  Dy. No.285; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Beta-3 agonist 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Myrbetriq (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

Not provided. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Application on form 5D 

¶ Differential fee 

¶ Complete stability studies data as per zone IV-A 

conditions. 

Decision: Deferred for submission of 

¶ application on form 5D 

¶ differential fee 

¶ complete stability studies data as per zone IV-A conditions. 

238.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Regon SR 50 mg tablets 

Composition Each SR film coated tablet contains: 

Mirabegronééééé..é..50 mg 

Diary No. Date of R& I & fee  Dy. No.286; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Beta-3 agonist 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Myrbetriq (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Not provided. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Application on form 5D 

¶ Differential fee 

¶ Complete stability studies data as per zone IV-A 

conditions. 
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Decision: Deferred for submission of 

¶ application on form 5D 

¶ differential fee 

¶ complete stability studies data as per zone IV-A conditions. 
 

239.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Rolex 500mcg tablets 

Composition Each film coated tablet contains: 

Roflumilastééééé..é..500 mcg 

Diary No. Date of R& I & fee  Dy. No.288; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Phosphodiesterase 4 inhibitor 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Daliresp tablets (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Complete stability studies data as per zone IV-A 

conditions 

¶ Evidence of applied formulation as film coated tablets 

in reference regulatory authorities. 

¶ Application on form 5D 

¶ Differential fee 

Decision: Deferred for submission of 

¶ complete stability studies data as per zone IV-A conditions 

¶ evidence of applied formulation as film coated tablets in reference regulatory authorities 

¶ application on form 5D 

¶ differential fee 
 

240.  Name and address of manufacturer / 

Applicant 

M/s Wellborne pharmachem and biologicals, Plot No. 

51/1, 52/2, Phase I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Zycep 125mg/5ml suspension 

Composition Each 5ml contains: 

Cephradine ééééé..é..125mg 

Diary No. Date of R& I & fee  Dy. No.1129; 24-04-2015; Rs.20,000/- (25-02-2015) 

Dy. No.357; 23-12-2015; Rs.20,000/- (23-12-2015) 

Pharmacological Group Cephalosporin 
Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

Approved by US-FDA 

Me-too status (with strength and dosage 

form)  

Valocef of M/s GSK. 

GMP status  Last inspection conducted on 27-02-2017ñStrictly 

following the GMP compliance.ò 

Remarks of the Evaluator ü Marketing status: discontinued in USFDA 

ü Shortcomings: 

¶ Approval of section/manufacturing facility by CLB. 

¶ Evidence of approval status of applied formulation in 

reference regulatory authorities 
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¶ Scientific justification for overage of API. 

Decision: Deferred for submission of 

¶ approval of section/manufacturing facility by the central licensing board. 

¶ evidence of approval status of applied formulation in reference regulatory authorities 

¶ scientific justification for overage of API. 

241.  Name and address of manufacturer / 

Applicant 

M/s Wellborne pharmachem and biologicals, Plot No. 

51/1, 52/2, Phase I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Zycep 250mg/5ml suspension 

Composition Each 5ml contains: 

Cephradine ééééé..é..250mg 

Diary No. Date of R& I & fee  Dy. No.1130; 24-04-2015; Rs.20,000/- (25-02-2015) 

Dy. No.354; 23-12-2015; Rs.20,000/- (23-12-2015) 

Pharmacological Group Cephalosporin 
Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 60ml; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

Nicef powder for syrup (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Valocef of M/s GSK. 

GMP status  Last inspection conducted on 27-02-2017ñStrictly 

following the GMP compliance.ò 

Remarks of the Evaluator ü Shortcomings: 

¶ Approval of section/manufacturing facility by the 

Central Licensing Board 

¶ Justification for overage of API. 

Decision: Deferred for submission of 

¶ approval of section/manufacturing facility by the central licensing board. 

¶ scientific justification for overage of API. 

242.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma (Pvt.) Ltd., 44, 45-B, Korangi Creek 

Road,Karachi. 

Brand Name +Dosage Form + Strength Xab 2.5mg tablets 

Composition Each film coated tablet contains: 

Apixabanééééé..é..2.5 mg 

Diary No. Date of R& I & fee  Dy. No.220; 09-09-2014; Rs.20,000/- (04-09-2014) 

Pharmacological Group Anticoagulant 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs and 20ôs;As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Eliquis (approved in USFDA) 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Last GMP inspection conducted on 26-01-2017 and the 

report concludes that the firm is considered to be 

operating at acceptable level of compliance with GMP 

guidelines. 

Remarks of the Evaluator ü Approved in USFDA with box warning 

ü Shortcomings: 

¶ Application on form-5D with differential fee 

¶ Complete stability studies data as per zone IV-A 

conditions 

Decision: Deferred for submission of 

¶ complete stability studies data as per zone IV-A conditions 

¶ application on form 5D with differential fee 
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243.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma (Pvt.) Ltd., 44, 45-B, Korangi Creek 

Road,Karachi. 

Brand Name +Dosage Form + Strength Xab 5mg tablets 

Composition Each film coated tablet contains: 

Apixabanééééé..é..5 mg 

Diary No. Date of R& I & fee  Dy. No.221; 09-09-2014; Rs.20,000/- (04-09-2014) 

Pharmacological Group Anticoagulant 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs and 20ôs;As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Eliquis (approved in USFDA) 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Last GMP inspection conducted on 26-01-2017 and the 

report concludes that the firm is considered to be 

operating at acceptable level of compliance with GMP 

guidelines. 

Remarks of the Evaluator ü Approved in USFDA with box warning 

ü Shortcomings: 

¶ Complete stability studies data as per zone IV-A 

conditions 

¶ Application on form-5D 

Decision: Deferred for submission of 

¶ complete stability studies data as per zone IV-A conditions 

¶ application on form 5D with differential fee 

244.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt.), Ltd. 62-Industrial  

Estate, Kot Lakhpat, Lahore. 

Brand Name +Dosage Form + Strength Pulmonol Ace + Junior syrup 

Composition Each 5ml contains: 

Acefylline piperazine éé..é..45 mg 

Diphenhydramineééééé...8mg 

Diary No. Date of R& I & fee  Dy. No.425; 10-03-2015; Rs.20,000/- (09-03-2014) 

Pharmacological Group Expectorant and anti-tussive 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price  60ml, 90ml, and 120ml; As per brand leader 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Resfyl syrup of M/s Rasco pharma. 

GMP status  Last inspection conducted on 08-03-2017 and 31-03-

2017 and report concludes that the firm was found to be 

operating at satisfactory level of GMP compliance. 

Remarks of the Evaluator ü Shortcomings: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies. 

Decision: Deferred for submission of evidence of approval of applied formulation in reference 

regulatory authorities/ agencies. 

245.  Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals (Pvt.), Ltd. 62-Industrial  

Estate, Kot Lakhpat, Lahore. 

Brand Name +Dosage Form + Strength Pulmonol Ace + syrup 

Composition Each 5ml contains: 

Acefylline piperazine éé..125 mg 

Diphenhydramineéé..45mg 



Minutes for 274
th
Registration Board Meeting   102 

 

Diary No. Date of R& I & fee  Dy. No.423; 10-03-2015; Rs.20,000/- (09-03-2014) 

Pharmacological Group Expectorant and anti-tussive 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price  60ml, 90ml, and 120ml; As per brand leader 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Last inspection conducted on 08-03-2017 and 31-03-

2017 and report concludes that the firm was found to be 

operating at satisfactory level of GMP compliance. 

Remarks of the Evaluator ü Shortcomings: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status). 

Decision: Deferred for submission of evidence of approval of applied formulation in reference 

regulatory authorities/ agencies. 

246.  Name and address of manufacturer / 

Applicant 

M/s. Atco Laboratories Ltd. B-18, S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Drufen 200mg tablets 

Composition Each film coated tablet contains: 

Dexibuprofen éééé.200 mg 

Diary No. Date of R& I & fee  Dy. No.235; 09-09-2014; Rs.20,000/- (09-09-2014) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs; Rs.120/- 30ôs; Rs.360/- 

60ôs; Rs.720/-100ôs; Rs.1200/- 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Dexib of M/s Tabros pharma 

GMP status  Last inspection conducted on 13-12-16 with conclusive 

remarks of Good level of GMP compliance. 

Remarks of the Evaluator ü Shortcomings: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies. 

Decision: Deferred for submission of evidence of approval of applied formulation in reference 

regulatory authorities/agencies. 

247.  Name and address of manufacturer / 

Applicant 

M/s Titlis Pharma, 528-A, Sundar Industrial Estate,  

Lahore 

Brand Name +Dosage Form + Strength Hital 200 mg tablet 

Composition Each film coated sustained release tablet contains:  

Aceclofenac.é..200 mg 

Diary No. Date of R& I & fee  Dy. No.231; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 1x 10ôs; As per SRO  

Approval status of product in Reference 

Regulatory Authorities 

Clanza CR tablets (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Alkeris of M/s Sami pharmaceuticals. 
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GMP status  Last inspection conducted on 22-11-2016 and report 

concludes that firm is GMP compliant. 

Remarks of the Evaluator  

Decision: Approved with innovator's specifications  

248.  Name and address of manufacturer / 

Applicant 

M/s Seatle (Pvt.) Ltd., 45-Km, Multan Road, Lahore. 

Brand Name +Dosage Form + Strength Cosvate-M Ointment 

Composition Each gram contains: 

Fluticasone propionateé.0.005% 

Mupirocin as calciumé.2% 

Diary No. Date of R& I & fee  Dy. No.1352; 30-06-2014; Rs.20,000/- (30-06-2014) 

Pharmacological Group Synthetic glucocorticoid 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 5gram and 10gram; As per brand leaderôs price 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Cutivate M of M/s GSK 

GMP status   Not provided 

Remarks of the Evaluator ü Shortcomings: 

¶ Latest inspection report conducted within last one 

year. 

¶ Evidence of section approval granted by CLB. 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies. 

¶ The strength of fluticasone propionate mentioned on 

fee challan is 0.05% instead of 0.005% 

Decision: Deferred for submission of  

¶ latest inspection report conducted within last one year. 

¶ evidence of section approval granted by CLB. 

¶ evidence of approval of applied formulation in reference regulatory authorities/agencies. 

¶ clarification since the strength of fluticasone propionate mentioned on fee challan is 0.05% 

instead of 0.005% 

249.  Name and address of manufacturer / 

Applicant 

M/s Vega Pharmaceuticals (Pvt.) Ltd., Plot No. 4, 30-

Km, Multan Road, Lahore. 

Brand Name +Dosage Form + Strength Trimso ear drops 

Composition Each ml contains: 

Triamcinolone acetonideéé.é.1mg 

Neomycin (as sulphate)éééé.2.5mg 

Gramicidinééééé..éé.é.0.25mg 

Nystatinééééééééé.é.100,000 units 

Diary No. Date of R& I & fee  Dy. No.221; 02-03-2015; Rs.20,000/- (02-03-2015) 

Pharmacological Group Antibiotic, antifungal glucocorticoid 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ml; Rs.60/- 

Approval status of product in Reference 

Regulatory Authorities 

Kenacomb otic ear drops (TGA approved) 

 

Me-too status (with strength and dosage 

form)  

Xecomb ear drops of M/s Elko org 

GMP status  Not provided 

Remarks of the Evaluator ü Evidence of eye drops (steroid) section is 

provided by the firm. 
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ü Shortcomings: 

¶ Latest inspection report conducted within last one 

year. 

¶ The strength of product in reference regulatory 

authority is not same as the applied product. 

ü KENACOMB otic ear drops contains:  

Å Triamcinolone acetonideéé.. 0.9 mg/mL  

Å neomycin sulfateééééé. 2.25 mg/mL  

Å gramicidin ééééééé...0.225 mg/mL  

Å Nystatinéééééééé.. 90,000 IU/mL. 

Decision: Deferred for submission of 

¶ latest inspection report conducted within last one year. 

¶ evidence of approval of applied formulation in reference regulatory authorities/ agencies. 

250.  Name and address of manufacturer / 

Applicant 

M/s Cirin Pharmaceutical (Pvt.) Ltd.,32/2-A, Phase-III,  

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Corinef suspension 200mg/5ml 

Composition Each 5ml suspension on reconstitution contains: 

Cefiximeéééé.éé200mg 

Diary No. Date of R& I & fee  Dy. No.121; 11-06-2015; Rs.20,000/- (11-06-2015) 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 30ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved 

Me-too status (with strength and dosage 

form)  

Aksoxime 200mg/5ml suspension 

GMP status  Last inspection conducted on 07-09-2016 and report 

concludes that firm is of GMP compliant. 

Remarks of the Evaluator Latest GMP inspection report not conducted within last 

one year. However, the firm has applied for issuance of 

certificate of GMP on 15-08-2017. 

Decision: Deferred for submission oflatest inspection report conducted within last one year. 

251.  Name and address of manufacturer / 

Applicant 

M/s Saibins pharmaceuticals, Plot No.316 Industrial 

triangle, Kahuta road, Islamabad. 

Brand Name +Dosage Form + Strength Bufor 6/400 mcg rotacaps 

Composition Each capsule contains:  

Budesonideéééééééééééé..400mcg 

Formoterol fumarate (as dihydrate)ééé..6mcg 

Diary No. Date of R& I & fee  Dy. No.3812; 08-06-2015; Rs.20,000/- (08-06-2015) 

Pharmacological Group Corticosteroid/beta adrenergic agonist 

Type of Form Form-5 

Finished product Specifications  

Pack size & Demanded Price 3 x 10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Not found  

Me-too status (with strength and dosage 

form)  

Combivair of M/s Highnoon labs. 

GMP status  Last inspection conducted on 23-02-2017, ñGood.ò 

Remarks of the Evaluator ü Shortcomings 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies. 

Decision: Deferred for submission of evidence of approval of applied formulation in reference 

regulatory authorities/agencies. 
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252.  Name and address of manufacturer / 

Applicant 

M/s News Pharma, 42- Sundar Industrial Estate 

RaiwindRoad, Lahore. 

Brand Name +Dosage Form + Strength New-Quine Injection 

Composition Each ml contains:  

Chloroquine (as phosphate)ééééé..40mg 

Diary No. Date of R& I & fee  Dy. No.760; 30-03-2015; Rs.20,000/- (30-03-2015) 

Pharmacological Group Anti-malarial 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 5ml x 100ôs; Rs.1200/- 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Chloroquine injection of M/s Elko org. 

GMP status  Not provided 

Remarks of the Evaluator ü Shortcomings 

¶ Last inspection report conducted within period 

of last one year is not provided. 

¶ Evidence of approval status of applied 

formulation in reference regulatory authorities 

Decision: Deferred for submission of  

¶ latest GMP inspection report conducted within period of last one year is not provided. 

¶ evidence of approval of applied formulation in reference regulatory authorities/ agencies. 

253.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Linaclo 290mcg Capsule 

Composition Each  capsule contains: 

Linaclotideééé.290 mcg 

Diary No. Date of R& I & fee  Dy. No.366; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Guanylate cyclase-C agonist 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price As per SRO, As fixed by Govt. 

Approval status of product in Reference 

Regulatory Authorities 

Linzess 290mg capsules (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Approved in USFDA with a box warning of risk 

of serious dehydration in pediatric patients. 

ü Shortcomings: 

¶ Application on form 5D 

¶ Source, GMP, differential fee, and stability 

studies data of linaclotide-coated beads is 

required. 

¶ Complete stability studies data as per zone IV-A 

conditions. 

Decision: Deferred for submission of 

¶ application on form 5D 

¶ source, GMP, differential fee, and stability studies data of linaclotide-coated beads is 

required. 

¶ complete stability studies data as per zone IV-A conditions. 
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254.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Ostim-D Tablets 

Composition Each tablet contains:- 

Cholecalciferolééééé..é..70 mcg 

Alendronic Acid (as alendronate sodium)ééé70 mg 

Diary No. Date of R& I & fee  Dy. No.290; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Bisphosphonate/Vitamin D3 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Fosamax plus D 70mcg/70mg tablets (approved by US-

FDA) 

Me-too status (with strength and dosage 

form)  

Endro plus 70mcg/70mg tablets of M/s Goodman Labs. 

Drate plus D of M/s SJ & G Fazal Elahi 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

255.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Omredol XR 665 tablets 

Composition Each XR film-coated tablet contains: 

Paracetamolééééé..é..665 mg 

Diary No. Date of R& I & fee  Dy. No.290; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Analgesic, anti-pyretic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Paracetamol 665mg MR tablet (approved by TGA of 

Australia) 

Me-too status (with strength and dosage 

form)  

Not provided 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Application on form 5D with differential fee 

¶ Stability studies data as per zone IV-A conditions 

Decision: Deferred for submission of 

¶ Application on form 5D with differential fee  

¶ stability studies data as per zone IV-A conditions. 

256.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Fenrate 67mg capsule 

Composition Each capsule contains: 

Fenofibrate (micronized)ééééé..é..67 mg 

Diary No. Date of R& I & fee  Dy. No.294; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Lipid regulating agent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Fenofibrate 67mg capsules (approved by UK-MHRA) 

Me-too status (with strength and dosage 

form)  

Fenoget capsules of M/s Getz pharma. 
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GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

257.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Carbilop tablet 

Composition Each film coated tablet contains: 

Carbidopaééééé..é..12.50mg 

Levodopaéééééé.é50 mg 

Entacaponeééééééé200mg 

Diary No. Date of R& I & fee  Dy. No.270; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Anti-parkinson dopaminergic agent 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (with strength and dosage 

form)  

Obsonerv tablets of M/s OBS pharma. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

258.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Carbilop DS tablet 

Composition Each film coated tablet contains: 

Carbidopaééééé..é..25mg 

Levodopaéééééé.é100 mg 

Entacaponeééééééé200mg 

Diary No. Date of R& I & fee  Dy. No.265; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Anti-parkinson dopaminergic agent 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (with strength and dosage 

form)  

Obsonerv tablets of M/s OBS pharma 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

259.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Carbilop forte tablet 

Composition Each film coated tablet contains: 

Carbidopaééééé..é..37.5mg 

Levodopaéééééé.é150 mg 

Entacaponeééééééé200mg 

Diary No. Date of R& I & fee  Dy. No.264; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Anti-parkinson dopaminergic agent 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 
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Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

 

Me-too status (with strength and dosage 

form)  

Obsonerv tablets of M/s OBS pharma 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

260.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength HQuin-200 tablets 

Composition Each film coated tablet contains: 

Hydroxychloroquine sulfateééééé..é..200 mg 

Diary No. Date of R& I & fee  Dy. No.281; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Anti-rheumatic 
Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 30ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Plaquenil 200mg tablets (approved by US-FDA) 

Me-too status (with strength and dosage 

form)  

HCQ 200mg tablets of M/s Getz. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

261.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Dosep 75mg tablets 

Composition Each film coated tablet contains: 

Dosulepin hydrochlorideééé75 mg 

Diary No. Date of R& I & fee  Dy. No.272; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Tricyclic antidepressant 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 30ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Dothep 75mg tablets (TGA approved) 

Me-too status (with strength and dosage 

form)  

Prothiaden 75mg tablets of M/s Abbott laboratories. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

262.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Glimomet-2 tablets 

Composition Each film coated tablet contains: 

Glimepirideééé2 mg 

Metformin hydrochlorideééééé..500mg 

Diary No. Date of R& I & fee  Dy. No.278; 10-11-2015; Rs.20,000/- (10-11-2015) 

Pharmacological Group Anti-diabetic 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 
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Pack size & Demanded Price 3x10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too statuas (with strength and 

dosage form)  

Getformin of M/s Getz. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ü Shortcomings: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies 

Decision: Deferred for submission of evidence of approval of applied formulation in reference 

regulatory authorities/agencies. 

 

263.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Rifaxin 200 tablets 

Composition Each film coated tablet contains: 

Rifaximinééé200 mg 

Diary No. Date of R& I & fee  Dy. No.283; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Antibiotic (structural analogue of rifampin) 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Xifaxan 200mg tablets (US-FDA) 

Me-too status (with strength and dosage 

form)  

Nimixa of M/s Getz. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

 

264.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Rifaxin 550mg tablets 

Composition Each film coated tablet contains: 

Rifaximinééé550 mg 

Diary No. Date of R& I & fee  Dy. No.284; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Antibiotic (structural analogue of rifampin) 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Xifaxan 550mg tablets (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Nimixa of M/s Getz. 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator  

Decision: Approved. 
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265.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial 

Estate Lahore. 

Brand Name +Dosage Form + Strength Asclosim 75/75mg tablets 

Composition Each film coated tablet contains: 

Clopidogrel (as hydrogen sulphate)éé...75mg 

Aspirin 65% EC pellets.ééééé...é.75mg 

Diary No. Date of R& I & fee  Dy. No.15; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Antiplatelet 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 1x10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Not available 

Me-too status (with strength and dosage 

form)  

Ascard plus of M/s Atco Labs. 

GMP status  Not provided 

Remarks of the Evaluator ü Source of pellets: Vision pharma islamabad 

ü Shortcomings: 

¶ Latest GMP inspection report conducted within 

the period of last one year. 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies 

Decision: Deferred for submission of  

¶ latest GMP inspection report conducted within the period of last one year. 

¶ evidence of approval of applied formulation in reference regulatory authorities/agencies 

266.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial 

Estate Lahore. 

Brand Name +Dosage Form + Strength Metpride1/500mg tablets 

Composition Each film coated tablet contains: 

Glimeprideéé...1mg 

Metformin hydrochlorideéééé.500mg 

Diary No. Date of R& I & fee  Dy. No.10; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Sulfonylurea/biguanide 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 3x10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Limi 1/500mg tablets of M/s Dyson Research labs 

GMP status  Not provided 

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within 

the period of last one year. 

¶ Evidence of approval for applied formulation in 

reference regulatory authority is required. 

Decision: Deferred for submission of  

¶ latest GMP inspection report conducted within the period of last one year. 

¶ evidence of approval of applied formulation in reference regulatory authorities/agencies 

267.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial 

Estate Lahore. 

Brand Name +Dosage Form + Strength Metpride 2/500mg tablets 

Composition Each film coated tablet contains: 

Glimeprideéé...2mg 

Metformin hydrochlorideéééé.500mg 
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Diary No. Date of R& I & fee  Dy. No.05; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Sulfonylurea/biguanide 
Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 3x10ôs;As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Not provided 

Me-too status (with strength and dosage 

form)  

Limi 2/500mg tablets of M/s Dyson Research labs 

GMP status  Not provided 

Remarks of the Evaluator ü Shortcomings: 

¶ Latest GMP inspection report conducted within 

the period of last one year. 

¶ Evidence of approval for applied formulation in 

reference regulatory authority is required. 

Decision: Deferred for submission of  

¶ latest GMP inspection report conducted within the period of last one year. 

¶ evidence of approval of applied formulation in reference regulatory authorities/agencies 

268.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Hi-Mether 30mg Injection IV/IM 

Composition Each vial contains: 

Artesunate ééééééé.30mg 

Diary No. Date of R& I & fee  Dy. No.1134; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 30mg; Rs.95.22/- 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended formulation 

Me-too status (with strength and dosage 

form)  

Gen-M of M/s Genix 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-antibiotic, 

general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 
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269.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Hi-Mether 60mg Injection IV/IM 

Composition Each vial contains: 

Artesunate é.60mg 

Diary No. Date of R& I & fee  Dy. No.1136; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 60mg; Rs.158.70/- 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended formulation 

Me-too status (with strength and dosage 

form)  

Gen-M of M/s Genix pharma 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

270.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate 

Pharmaceutical(Pvt.) Ltd., Plot No. 150-151, Sector 24, 

KorangiIndustrial Area, Karachi. 

Brand Name +Dosage Form + Strength Hi-Mether 120mg Injection IV/IM 

Composition Each vial contains:Artesunate é.120mg 

Diary No. Date of R& I & fee  Dy. No.1140; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 120mg; Rs.265/- 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended formulation 

Me-too status (with strength and dosage 

form)  

Gen-M injection of M/s Genix pharma. 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 
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3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

271.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium Bicarbonate 5% w/v Injection 

Composition Each 2ml contains: 

Sodium bicarbonateé100 mg 

Diary No. Date of R& I & fee  Dy. No.1141; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Diluent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 2ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

Recommended in WHO list,  

as  separate ampoule of 5% sodium bicarbonate solution 

Me-too status (with strength and dosage 

form)  

Diluent for Gen-M injection 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

272.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium Bicarbonate 5% w/v Injection 

Composition Each 0.5ml contains: 

Sodium bicarbonateé25mg 
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Diary No. Date of R& I & fee  Dy. No.1137; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Diluent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 0.5ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

Recommended in WHO list,  

as  separate ampoule of 5% sodium bicarbonate solution 

Me-too status (with strength and dosage 

form)  

Diluent for Gen-M injection 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

273.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium Chloride Injection 0.9% w/v 

Composition Each 2.5ml ampoule contains: 

Sodium chlorideé..22.5mg 

Diary No. Date of R& I & fee  Dy. No.1138; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Isotonic crystalloid salt solution 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 2.5ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

Recommended in WHO list,  

as  separate ampoule of 0.9% sodium chloride solution 

Me-too status (with strength and dosage 

form)  

Diluent for Gen-M injection 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 
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7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

274.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium Chloride injection 0.9% w/v 

Composition Each 5ml ampoule contains: 

Sodium chlorideéé45mg 

Diary No. Date of R& I & fee  Dy. No.1139; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Isotonic crystalloid salt solution/Diluent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 5ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

Recommended in WHO list,  

as  separate ampoule of 0.9% sodium chloride solution 

Me-too status (with strength and dosage 

form)  

Diluent for Gen-M injection 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

Decision: Approved. 

275.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd., Hakimsons House, A-56,  

S.I.T.E., Karachi. 

Contract manufacturer: M/s Mediate Pharmaceutical  

(Pvt.) Ltd., Plot No. 150-151, Sector 24, Korangi  

Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium Chloride injection 0.9% w/v 

Composition Each 10ml ampoule contains: 

Sodium chlorideéé90mg 

Diary No. Date of R& I & fee  Dy. No.1135; 05-09-2016; Rs.50,000/- (05-09-2016) 

Pharmacological Group Isotonic crystalloid salt solution/ Diluent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

Recommended in WHO list,  

as  separate ampoule of 0.9% sodium chloride solution 
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Me-too status (with strength and dosage 

form)  

Diluent for Gen-M injection 

GMP status  The firm is GMP compliant as per the inspection 

conducted on 08-06-2017. 

Remarks of the Evaluator ü The firm has eight approved sections 

1. Tablet (non-antibiotic, antibiotic) 

2. Capsule (non-antibiotic, antibiotic) 

3. Oral Liquid/syrups (non-antibiotic) 

4. Liquid sterile ampoules/infusions (non-

antibiotic, general and anti-malarial) 

5. Ophthalamic/otic preparations (non-antibiotic, 

antibiotic) 

6. Dry powder suspension (non-antibiotic & anti-

malarial) 

7. Powder for oral suspension (cephalosporin) 

8. Capsule (Cephalosporin) 

The firm has submitted that M/s Helix Pharma is going 

to avail contract manufacturing facilities from M/s 

Mediate pharmaceutical, Karachi first time. 

 

Decision: Approved. 

 

 

         Evaluator PEC-VII  

276.  Name and address of manufacturer / 

Applicant 

M/s Indus Pharma 26-27 & 63-64 korangi industrial 

area, Karachi. 

Brand Name +Dosage Form + Strength Tazodine 2mg Tablet 

Diary No. Date of R& I & fee  Dyn: 1018, 17-05-2016, Rs.20,000/- 

Composition Each tablet contains: 

Tizanidine (As Tizanidine Hydrochloride) Eq to 

baseééé..2 mg 

Pharmacological Group Muscle relaxant  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 10ôs / Rs.191.55/- 

Approval status of product in Reference 

Regulatory Authorities. 

Tizadine of Sandoz (USFDA) 

Me-too status  Analar by AGP 

GMP status  Last GMP inspection was conducted on 16-08-2017 

which concludes acceptable level of GMP compliance. 

Remarks of the Evaluator.  

Decision: Approved  

277.  Name and address of manufacturer / 

Applicant 

M/s Bosch Pharmaceuticals Pvt. Ltd. Plant-II 8 tipu 

sultan road, Karachi. 

Brand Name +Dosage Form + Strength FerInject Injection I.V 

Diary No. Date of R& I & fee  Dyn: 975, 9-05-2016,     Rs.20,000/- 

Composition Each 10ml ampoule contains: 

Iron as ferric carboxymaltose.500mg  

Pharmacological Group Iron trivalent, parenteral preparation  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 10 ml ampoule /As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Ferinject 50mg/ml (ANSM,France) 
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Me-too status  Ferinject 50mg/ml of RG pharma 

GMP status  Last GMP Inspection dated 7-9-2016 with conclusive 

remarks of Acceptable level of cGMP compliance. 

Remarks of the Evaluator. ÅGMP inspection is not within the period of last 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

278.  Name and address of manufacturer / 

Applicant 

M/s Bosch Pharmaceuticals Pvt. Ltd. Plant-II 8 tipu 

sultan road, Karachi. 

Brand Name +Dosage Form + Strength Artears Sterile Ophthalimic (Eye Drops) 

Diary No. Date of R& I & fee  Dyn: 696, 7-05-2014,     Rs.20,000/- 

Composition Each ml contains: 

Dextranééé.0.1 % w/v 

Hypromelloseé..0.3% w/v 

Pharmacological Group Deficient tear or mucous secretion  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 5 ml / As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Tear natural of Novartis (MHRA) 

Me-too status  Tear natural of Novartis 

GMP status  Last GMP Inspection dated 7-9-2016 with conclusive 

remarks of Acceptable level of cGMP compliance. 

Remarks of the Evaluator. GMP inspection is not within the period of last 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

279.  Name and address of manufacturer / 

Applicant 

M/s. Aulton Pharmaceuticals, plot # 84/1, Block A, 

Phase 5,  Hattar 

Brand Name +Dosage Form + Strength Dexoid 4 mg/ ml Injection  

Diary No. Date of R& I & fee  Dyn:101, 8-05-2016,     Rs.20,000/- 

Composition Each 1ml ampoule contains:- 

Dexamethasone sodium phosphate equlent to 

Dexamethasone ééé.. 4 mg  

Pharmacological Group Steroidal preparation  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1 mlx 25ôs1 mlx 10ôs1 mlx 5ôs  

As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Decadron of Merck (USFDA) 

Me-too status  Adrenoal by Cirin Pharma 

GMP status  Inspection conducted on 11-01-2017 showed overall 

cGMP was satisfactory as per DRAP guidelines. 

Remarks of the Evaluator.  

Decision: Rejected as firm does not have requisite manufacturing facility (steroidal injectable 

section). 

280.  Name and address of manufacturer / 

Applicant 

M/s Pharm Evo, A-29, North western industrial zone, 

Karachi. 

Brand Name +Dosage Form + Strength Evorin 500mg Tablet 

Diary No. Date of R& I & fee  Dyn:319, 10-05-2016,   Rs.20,000/- 

Composition Each tablet contains: 

Rivabirin éé..500mg 

Pharmacological Group anti-viral  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs, 28ôsAs Per SRO 
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Approval status of product in Reference 

Regulatory Authorities. 

COPEGUS  by Roche  (USFDA) 

Me-too status  Ribazole of Getz pharma  

GMP status  Last GMP Inspection dated 27-1-2017 with conclusive 

remarks of acceptable level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved  

281.  Name and address of manufacturer / 

Applicant 

M/s. Medicraft Pharmaceuticals, 126 B, industrial estate 

Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Water For Injection 10 ml 

Diary No. Date of R& I & fee  Dyn:104, 18-05-2016,   Rs.20,000/- 

Composition Each vial contains:- 

Water (Sterile) ééé.. 10 ml  

Pharmacological Group Diluent  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 10 mlAs Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Sterile water for injection by hospira (USFDA) 

Me-too status  Sterile water for injection by Vision pharma. 

GMP status  Last GMP Inspection dated 27-7-2016  

Remarks of the Evaluator. Last GMP inspection report not within one year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

282.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Citresal 60 ml Syrup 

Diary No. Date of R& I & fee  Dy #:95, 17-05-2016,   Rs.20,000/- 

Composition Each 5 ml Contains:- 

Cetirizine as HCLééé.éé.. 5 mg 

Pharmacological Group Anti-Histamine 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Cetrizine  (USFDA) 

Me-too status  Zanlan by Novartis Pharma  

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ω GMP inspection is not within the period of last 1 

year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

283.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Almagon  120 ml Suspension 

Diary No. Date of R& I & fee  Dy#:96, 17-05-2016,   Rs.20,000/- 

Composition Each 5 ml Contains:- 

Aluminum Hydroxide USPé215 mg 

Magnesium Hydroxide USP. 80 mg 

Simethicone USPé 25 mg      

Pharmacological Group Antacid 

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price As Per SRO 
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Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  Similone of KRKA pharma   

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ GMP inspection is not within the period of last 1 year 

¶ Evidence of approval of applied formulation by 

reference regulatory authorities as approved by 

Registration Board in its 249th meeting and me-too 

status. 

Decision:  Deferred for: 

¶ latest GMP inspection report conducted within past one year and  

¶ Evidence of approval of applied formulation by reference regulatory authorities as 

approved by Registration Board in its 249th meeting. 

284.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Anxosal 10mg Tablets 

Diary No. Date of R& I & fee  Dyn:94, 17-05-2016,   Rs.20,000/- 

Composition Each tablet contains:- 

Diazepaméééééé10mg  

Pharmacological Group Benzodiazepine  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 3x10ôs /As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Diazepam of Activis (MHRA) 

Me-too status  Valium of Roche   

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Approved tablet psychotropic section present. 

Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

285.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Debufen 400mg Tablets 

Diary No. Date of R& I & fee  Dyn:98, 17-05-2016,   Rs.20,000/- 

Composition Each  film coated tablet  

Dexibuprofenééééé400mg  

Pharmacological Group NSAID  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 3x10ôs / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Atriscal of Gebro Pharma (Austria) 

Me-too status  Dexib of tabros   

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 
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286.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Lecet 5 mg Tablets 

Diary No. Date of R& I & fee  Dyn:97, 17-05-2016,   Rs.20,000/- 

Composition Each  film coated Tablet Contains 

Levocetirizine Dihydrochloride 

Levocetirizine é... 5 mg 

Pharmacological Group Anti-histamine 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x10ôs / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Levocitrazine of Activas (MHRA) 

Me-too status  Alergocit by Global Pharma   

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing. 

¶ Outline of method of manufacturing do not contain 

steps describing granulation, coating and mixing etc. 

Coating details not given. 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

287.  Name and address of manufacturer / 

Applicant 

M/s. Universal Pharmaceuticals 131-A, Industrial Estate, 

Hayatabad Peshawar. 

Brand Name +Dosage Form + Strength Debufen 300mg Tablets 

Diary No. Date of R& I & fee  Dyn:93, 17-05-2016,   Rs.20,000/- 

Composition Each film coated tablet contains:- 

Dexibuprofenééééé300mg 

Pharmacological Group NSAID  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 3x10ôs / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Atriscal 300 M FILM-COATED TABLETS  (Austria) 

Me-too status  Dexib of tabros   

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

288.  Name and address of manufacturer / 

Applicant 

M/s Aspin Pharma Plot # 10- 25, sector 20, Korangi 

industrial estate, Karachi. 

Brand Name +Dosage Form + Strength Jantovia-XR 100mg/1gm Tablet 

Diary No. Date of R& I & fee  Dyn:313, 9-05-2016,   Rs.20,000/- 

Composition Each extended release film coated tablet contains: 

Sitagliptin phosphate monohydrate 128.5mg eq. to 

sitqagliptinéé100 mg 

Metformin hydrochloride as extended releaseé.1 gm 

Pharmacological Group Anti-diabetic   

Type of Form Form-5 
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Finished Product Specification AS per innovator 

Pack size &  Demanded Price 10ôs, 14ôs  (2020/10ôs, 2830/14ôs) 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet of Merch sharp (USFDA) 

 

Me-too status  Tagipmet XR tablet of Highnoon 

GMP status  Last GMP Inspection dated 18-8-2017 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Registration Board decided to defer the application and advised the firm to submit 

stability data as required in 251
st
 Registration Board meeting. 

289.  Name and address of manufacturer / 

Applicant 

M/s Aspin Pharma Plot # 10- 25, sector 20, Korangi 

industrial estate, Karachi. 

Brand Name +Dosage Form + Strength Jantovia X.R 50mg/500mg Tablet 

Diary No. Date of R& I & fee  Dyn:318, 9-05-2016,   Rs.20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin phosphate monohydrate 64.25mg eq. to 

sitagliptinéé50 mg 

Metformin hydrochloride as extended release500 mg 

Pharmacological Group Anti-diabetic   

Type of Form Form-5 

Finished Product Specification AS per innovator 

Pack size &  Demanded Price 10ôs Rs.1010/- 

14ôs   Rs.1420/- 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet of Merch sharp (USFDA) 

 

Me-too status  Tagipmet XR tablet of Highnoon 

GMP status  Last GMP Inspection dated 18-8-2017 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Approved in USFDA with Box Warning: 

LACTIC ACIDOSIS. 

Decision: Registration Board decided to defer the application and advised the firm to submit 

stability data as required in 251
st
 Registration Board meeting.  

290.  Name and address of manufacturer / 

Applicant 

M/s Aspin Pharma Plot # 10- 25, sector 20, Korangi 

industrial estate, Karachi. 

Brand Name +Dosage Form + Strength Jantovia-XR 50mg/1gm Tablet 

Diary No. Date of R& I & fee  Dyn:314, 9-05-2016,   Rs.20,000/- 

Composition Each extended release film coated tablet contains: 

Sitagliptin phosphate monohydrate 64.25mg eq. to 

sitqagliptin500 mg 

Metformin hydrochloride as extended releaseé.1 gm 

Pharmacological Group Anti-diabetic   

Type of Form Form-5 

Finished Product Specification AS per innovator 

Pack size &  Demanded Price 10ôsRs.1020/- 

14ôs     Rs.1430/- 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet of Merch sharp (USFDA) 

 

Me-too status  Tagipmet XR tablet of Highnoon 

GMP status  Last GMP Inspection dated 18-8-2017 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Approved in USFDA with Box Warning: LACTIC 

ACIDOSIS. 

Decision: Registration Board decided to defer the application and advised the firm to submit 

stability data as required in 251
st
 Registration Board meeting.  
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291.  Name and address of manufacturer / 

Applicant 

M/S Nimrall Laboratories, Plot #24. Street # S.S3,Rawat 

industrial zone, Islamabad 

Brand Name +Dosage Form + Strength Cefpodom  capsules 100mg 

Diary No. Date of R& I & fee  Dyn:1959, 20-04-2016,   Rs.20,000/- 

Composition Each capsule contains: 

Cefpodoxime proxetiléé100mg  

Pharmacological Group Third generation Cephalosporin  

Type of Form Form-5 

Finished Product Specification AS per innovator 

Pack size &  Demanded Price 3x10ôs  / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not found as capsule in reference drug agencies. FDA 

approved brand ñVantinò is available as 100mg film 

coated tablet. 

Me-too status  Nefdoxim by Neomedix 

GMP status  Last Inspection report 25-2-2016, 11-3-2016 The panel 

recommend for the issuance of GMP certificate 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing. 

Å Molecule under review. 

Decision of 250th Meeting 

i. New applicants shall either revise their formulation 

to tablet dosage form, if not registered previously 

and if manufacturing facility is approved by CLB 

(new registration application with complete fee) or, 

ii. Shall submit Pharmaceutical development data 

including stability, bioavailability/ bioequivalence 

studies within six months period. 

iii.  For already registered drugs, same procedure as 

mentioned above (at Sr. No. i & ii) shall be 

adopted. Otherwise show cause notice shall be 

issued for deregistration of drug in this 

formulation. 

iv. All such application shall be processed on priority 

basis. 

Decision: Deferred for latest GMP inspection report conducted within past one year. This 

molecule is also under review according to the decision of 250
th
 meeting. 

292.  Name and address of manufacturer / 

Applicant 

M/S Nimrall Laboratories, Plot #24. Street # S.S3,Rawat 

industrial zone, Islamabad 

Brand Name +Dosage Form + Strength Cefpodom  (dry suspension) 

Diary No. Date of R& I & fee  Dyn:1957, 20-04-2016,   Rs.20,000/- 

Composition When reconstituted each 5ml suspension contains: 

cefpodoxime  as proxetilééééé. 40mg 

Pharmacological Group Third generation Cephalosporin  

Type of Form Form-5 

Finished Product Specification AS per innovator 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Cefpodoxime 40mg/5ml granules for oral suspension by 

Milpharm Limited (MHRA)  

Me-too status  Xipodox 40mg /5ml by M/s. Vega Pharmaceuticals, 

Lahore  

GMP status  Last Inspection report 25-2-2016, 11-3-2016 The panel 

recommend for the issuance of GMP certificate 
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Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Dry powder and capsule (cephalosporin) section 

present 

Decision: Deferred for latest GMP inspection report conducted within past one year.  

293.  Name and address of manufacturer / 

Applicant 

M/s. Aulton Pharmaceuticals, plot # 84/1, Block A, 

Phase 5,  Hattar 

Brand Name +Dosage Form + Strength Flux Nasal Spray 

Diary No. Date of R& I & fee  Dyn:2168, 9-05-2016,    Rs.20,000/- 

Composition Each unit per spray contains:- 

Fluticasone propionateé.50mcg 

Pharmacological Group Corticosteroid / Anti-allergic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 30ml  / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Boots Allergy Relief 50 microgram Nasal Spray 

(MHRA) 

Me-too status  FLEXOSONE of schazoo labs 

GMP status  Inspection conducted on 11-01-2017 showed overall 

cGMP was satisfactory as per DRAP guidelines. 

Remarks of the Evaluator. ¶ Ear eye drops general section present 

Decision: Approved  
294.  Name and address of manufacturer / 

Applicant 

M/S Paramount pharmaceuticals,36, Industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Andep tablets 50mg 

Diary No. Date of R& I & fee  Dyn:1688, 13-05-2016,    Rs.20,000/- 

Composition Each film coated tablet contains; 

Trazodone HCL Monohydrateé..55.25mg 

Pharmacological Group Anti -depressant ( serotonin antagonist and reuptake 

inhibitor) 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 3X10ôs  / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

DESYREL (USFDA) 

Me-too status  Trodine of Amarant 

GMP status  Last GMP Inspection was Conducted on 05.5.2017 with 

conclusive remarks of Good cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved  
295.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, phase IV, industrial 

estate, Hattar 

Brand Name +Dosage Form + Strength Cefdax 400mg Capsule 

Diary No. Date of R& I & fee  Dyn:2204, 11-05-2016,    Rs.20,000/- 

Composition Each capsule contains:- 

Ceftibuten Dihydrate equivalent to 

Ceftibutenéééé..400mg 

Pharmacological Group 3rd Generation Cephalosporin  

Type of Form Form-5 

Finished Product Specification As per innovator 
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Pack size &  Demanded Price 2X10ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Cedax of Pernix  (USFDA) Discontinued  

Me-too status  Xigris of Wilshire 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator. Reason for discontinuation not mentioned. 

Decision: Deferred for reference in reference regulatory authority as declared in 251th 

meeting as  Ceftibuten Dihydrate is discontinued in USFDA and couldnôt verified from any 

other reference agency. 

296.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, Phase-IV, Industrial 

Estate, Hattar 

Brand Name +Dosage Form + Strength Cefdax 90mg Dry Suspension  

Diary No. Date of R& I & fee  Dyn:2205, 11-05-2016,    Rs.20,000/- 

Composition Each 5ml contains:- 

Ceftibuten DihydrateſCeftibutenéééé..90mg  

Pharmacological Group 3rd Generation Cephalosporin  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 30ml / 60ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Cedax of Pernix  (USFDA) 

Me-too status  Xigris of Wilshire 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines.  

Remarks of the Evaluator. EQ 90MG BASE/5ML **Federal Register 

determination that product was not discontinued or 

withdrawn for safety or efficacy reasons** 

Decision: Approved  
297.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, phase IV, industrial 

estate, Hattar 

Brand Name +Dosage Form + Strength Histogen 24mg Tablets 

Diary No. Date of R& I & fee  Dyn:2209, 11-05-2016,    Rs.20,000/- 

Composition Each un-coated tablet contains:- 

Betahistine Dihydrochlorideé.24mg  

Pharmacological Group Anti- vertigo 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 3x10ôs /  As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Betahisine of Aurobindo  (MHRA) 

Me-too status  Serc of Abbott 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator. Approved with box warning of Cardiovascular events 

and thrombosis 

Decision: Approved  
298.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, phase IV, industrial 

estate, Hattar 

Brand Name +Dosage Form + Strength Rivroxa 2.5 mg Tablet 

Diary No. Date of R& I & fee  Dyn:2207, 11-05-2016,    Rs.20,000/- 
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Composition Each Film Coated Tablet Contains:- 

Rivaroxaban  é2.5 mg 

Pharmacological Group Antithrombotic 

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  /  3x10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Xareltto  (ANSM, France) 

Me-too status  NA 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator. Evidence of me too canôt be verified 

Decision: Deferred for me too status. 

299.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, phase IV, industrial 

estate, Hattar 

Brand Name +Dosage Form + Strength Rivroxa 10 mg Tablet 

Diary No. Date of R& I & fee  Dyn:2206, 11-05-2016,    Rs.20,000/- 

Composition Each Film Coated Tablet Contains:- 

Rivaroxaban  é 10 mg  

Pharmacological Group Antithrombotic 

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  /  3x10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Xareltto  (Germany) 

Me-too status  Xeralto of bayer 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator.  

Decision: Approved  
300.  Name and address of manufacturer / 

Applicant 

M/s. Genome Pharmaceuticals,16/1, phase IV, industrial 

estate, Hattar 

Brand Name +Dosage Form + Strength Rivroxa 15 mg Tablet 

Diary No. Date of R& I & fee  Dyn:2208, 11-05-2016,    Rs.20,000/- 

Composition Each Film Coated Tablet Contains:- 

Rivaroxaban  é15 mg  

Pharmacological Group Antithrombotic 

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs / 3x10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Xareltto  (Germany) 

Me-too status  Xeralto of bayer 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator.  

Decision: Approved  
301.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma, 44, 45, Korangi Creek Road Karachi 

Brand Name +Dosage Form + Strength Ribax Tablet 10mg  
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Diary No. Date of R& I & fee  Dyn:748, 5-05-2016,    Rs.20,000/- 

Composition Each Tablet Contains: 

Rivaroxabanéé.10mg 

Pharmacological Group Anti-Coagulant(Factor Xa Inhibitor  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 5ôs, 10ôs, 20ôs and 30ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Xareltto  (ANSM, France) 

Me-too status  Xeralto of bayer 

GMP status  Last GMP Inspection was Conducted on 26-1-2017 with 

conclusive remarks of acceptable level of cGMP 

compliance. 

Remarks of the Evaluator.  

Decision: Approved  
302.  Name and address of manufacturer / 

Applicant 

M/s Baxter Pharmaceuticals, a-1/A, Phase I, SITE, 

Karachi. 

Brand Name +Dosage Form + Strength Dinar 125mg/5ml Dry suspension 

Diary No. Date of R& I & fee  Dyn:327, 18-12-2014,    Rs.20,000/- 

Composition Each 5ml contains: 

Cephradineé.125 mg 

Pharmacological Group Cephalosporin  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 120 ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

VELOSEF '125' of  Apothecon (USFDA) ñDiscontinudò 

Me-too status  Velosef of GSK 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Discontinued; reason for discontinuation not 

mentioned. 

Decision: Deferred for latest GMP inspection report conducted within past one year. Product 

is discontinued in USFDA, reason of discontinuation not mentioned. 

303.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Transol NS Infusion 

Diary No. Date of R& I & fee  Dyn:83, 17-5-2016,    Rs.20,000/- 

Composition Each 20ml contains:- 

Sodium Chlorideééé..0.18g 

Pharmacological Group Electrolyte solution  

Type of Form Form-5 

Finished Product Specification B.P 

Pack size &  Demanded Price 20 ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Sodium Chloride 0.9% Intravenous Infusion by M/s 

Eastgate Way (MHRA ) 

Me-too status  Floline IV Infusion by M/s Mediflow  
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GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

304.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Transol 25  Infusion 

Diary No. Date of R& I & fee  Dyn:87, 17-5-2016,    Rs.20,000/- 

Composition Each 100ml contains:- 

Glucose Anhydrousé...25g 

Pharmacological Group Electrolyte solution  

Type of Form Form-5 

Finished Product Specification B.P 

Pack size &  Demanded Price 100 ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Dextrose 25% by M/s Hospira (USFDA ) 

 

Me-too status  Local. Medisol 25% by M/s Medipak. 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

305.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Tranhes Infusion I.V 

Diary No. Date of R& I & fee  Dy.No:91, 17-5-2016,    Rs.20,000/- 

Composition Each 100ml contains:- 

Hydroxy ethyl starch é3.0g 

Sodium Chlorideéééé0.9g 

Pharmacological Group Plasma substitute for IV Infusion  

Type of Form Form-5 

Finished Product Specification  

Pack size &  Demanded Price 500 ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  NA 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 

249
th
meeting. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic/ me-too status) alongwith 

registration number, brand name and name of firm. 

Decision: Deferred for following:  

¶ latest GMP inspection report conducted within past one year. 

¶ Evidence of approval of applied formulation in reference regulatory authorities and 

me too / generic status. 
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306.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Tranhes Infusion I.V 

Diary No. Date of R& I & fee  Dyn:92, 17-5-2016,    Rs.20,000/- 

Composition Each 100ml contains:- 

Hydroxy ethyl starch éé6.0g 

Sodium Chlorideéééé0.9g 

Pharmacological Group Plasma substitute for IV Infusion  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 500 ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  NA 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which 

were declared/approved by the Registration Board 

in its 249th meeting. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) 

alongwith registration number, brand name and 

name of firm. 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

¶ Evidence of approval of applied formulation in reference regulatory authorities/agencies 

which were declared/approved by the Registration Board in its 249
th
meeting. 

¶ Evidence of applied formulation/drug already approved by DRAP (generic / me-too 

status) alongwith registration number, brand name and name of firm. 

307.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Transol Hartmann  Infusion 

Diary No. Date of R& I & fee  Dyn:88, 17-5-2016,    Rs.20,000/- 

Composition Each ml contains:- 

Sodium Chlorideé...ééé..6mg 

Potassium Chlorideééé..0.4mg 

Calcium Chlorideéééé.0.4mg 

Sodium Lactate(60%)éé5.3mg 

Pharmacological Group Plasma substitute for IV Infusion  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1000ml (Rs.77.00) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  Lacsol ringer lactate of Geofman 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 
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missing 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 

249th meeting. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) 

alongwith registration number, brand name and name 

of firm. 

Decision:  Deferred for:  

¶ latest GMP inspection report conducted within past one year. 

¶ Evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 

249
th
meeting. 

¶ Evidence of applied formulation/drug already approved by DRAP (generic / me-too 

status) alongwith registration number, brand name and name of firm. 

308.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Moxipal Infusion 

Diary No. Date of R& I & fee  Dyn:88, 17-5-2016,    Rs.20,000/- 

Composition Each 100ml contains:- 

Moxifloxacin as HCléé.400mg  

Pharmacological Group Flouroquinolones  

Type of Form Form-5 

Finished Product Specification  

Pack size &  Demanded Price 100ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA (present in 400mg/250 ml in FDA,MHRA, Canada 

and France) 

Me-too status  Lacsol ringer lactate of Geofman 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 

249th meeting. 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) 

alongwith registration number, brand name and name 

of firm. 

Decision:  Deferred for: 

¶ latest GMP inspection report conducted within past one year. 

¶ Evidence of approval of applied formulation in reference regulatory authorities/agencies 

which were declared/approved by the Registration Board in its 249th meeting. 

¶ Evidence of applied formulation/drug already approved by DRAP (generic / me-too 

status) alongwith registration number, brand name and name of firm. 

309.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals Labs, 89-D, industrial 

state, Hayatabad, Peshawar 

Brand Name +Dosage Form + Strength Parasol 1gm I.V Infusion  

Diary No. Date of R& I & fee  Dyn:89, 17-5-2016,    Rs.20,000/- 



Minutes for 274
th
Registration Board Meeting   130 

 

Composition Each ml of I.V infusion contains:- 

Paracetamolééééééé.10mg  

Pharmacological Group Antipyretic and analgesic  

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 100ml (Rs.80.00) 

Approval status of product in Reference 

Regulatory Authorities. 

PERFALGAN 10 mg/ml, solution for infusion of M/s 

Bristol-Myers Squibb (MHRA) 

Me-too status  Provas of Sami pharma 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

310.  Name and address of manufacturer / 

Applicant 

Hygeia Pharmaceuticals, Plot #295, industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Azitek tablets 

Diary No. Date of R& I & fee  Dyn:1049, 18-4-2016,    Rs.20,000/- 

Composition Each film coted tabled contains  

Azithromycineéé.500mg  

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x6ôs /As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

ZITHROMAX by Pfizer (USFDA) 

 

Me-too status  Azitma by Sami  

GMP status  Last GMP Inspection dated 8-12-2015 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision:Deferred for latest GMP inspection report conducted within past one year. 

311.  Name and address of manufacturer / 

Applicant 

Hygeia Pharmaceuticals, Plot #295, industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Zolmitripton 2.5mg film coated tablets 

Diary No. Date of R& I & fee  Dyn:1049, 18-4-2016,    Rs.20,000/- 

Composition Each film coated tablet contains; 

Zolmitriptanéééé2.5mg  

Pharmacological Group Anti-migrain 

Type of Form Form-5 

Finished Product Specification Innovators  

Pack size &  Demanded Price 1x10ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Zolmitriptan of Actavis (MHRA) 

 

Me-too status  Engzol ï English Pharma  

GMP status  Last GMP Inspection dated 8-12-2015 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 
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312.  Name and address of manufacturer / 

Applicant 

Hygeia Pharmaceuticals, Plot #295, industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Heldene 20 mg tablets   

Diary No. Date of R& I & fee  Dyn:1046, 18-4-2016, Rs.20,000/- 

Composition Each tablet contains 

Piroxicam betacyclodextrain eq. to Piroxicam é 20mg 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished Product Specification Mfg specs 

Pack size &  Demanded Price 1x10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CYCLADOL 20 mg Tablets by Chiesi SAS 

(ANSM France Approved) 

Me-too status  Ripax 20mg by Hilton  

GMP status  Last GMP Inspection dated 8-12-2015 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Firm has claimed in house specifications without 

providing data as per requirement of 267th RB 

meeting 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

313.  Name and address of manufacturer / 

Applicant 

Hygeia Pharmaceuticals, Plot #295, industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Ketofen eyes drops 5ml 

Diary No. Date of R& I & fee  Dyn:1054, 18-4-2016,    Rs.20,000/- 

Composition Each bottle contains; 

Ketotifen fumrate eq. to ketotifen baseéé.0.025%w/v 

Pharmacological Group Anti-histamine 

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price 5mlAs per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Ketotifen Fumarate of Alcon (USFDA) 

Me-too status  Deketofin of Jaens Pharma  

GMP status  Last GMP Inspection dated 8-12-2015 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing 

Decision Deferred for latest GMP inspection report conducted within past one year. 

314.  Name and address of manufacturer / 

Applicant 

Hygeia Pharmaceuticals, Plot #295, industrial triangle 

Kahuta road, Islamabad 

Brand Name +Dosage Form + Strength Esoton 20 mg capsule  

Diary No. Date of R& I & fee  Dyn:1053, 18-4-2016, Rs.20,000/- 

Composition Each capsule contains: 

Esomeprazole magnesium trihydrate enteric coated 

pellets eq. to Esomeprazoleé.20mg 

Pharmacological Group Proton Pump Inhibitor. 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 2x7ôs (As per SRO) 

Approval status of product in Reference NEXIUM by Astra Zeneca 
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Regulatory Authorities. (USFDA Approved) 

Me-too status  Esim 20mg Capsule by Genome Pharmaceutical  

GMP status  Last GMP Inspection dated 8-12-2015 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing 

¶ Source of pellets, differential fee, stability data and 

GMP of manufacturer of pallets missing 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

Source of pellets, differential fee, stability data and GMP of manufacturer of pallets missing 

315.  Name and address of manufacturer / 

Applicant 

M/s. Wilshire Labs 124/1, Quaid-e-Azam industrial 

estate, Lahore 

Brand Name +Dosage Form + Strength Vyrox Tablets 60 mg 

Diary No. Date of R& I & fee  Dyn:2179, 9-5-2016, Rs.20,000/- 

Composition Each tablet contains:- 

Etoricoxibé..60mg 

Pharmacological Group cyclo-oxygenase 2(Cox-2) inhibitor  

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per SRO  

As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

ARCOXIA 60 mg film-coated tablet by M/s Grunenthal 

Ltd, (MHRA approved) 

Me-too status  Etoria of Hygeia  

GMP status  Last GMP Inspection dated 18-5-17 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved  
316.  Name and address of manufacturer / 

Applicant 

M/s. Wilshire Labs 124/1, Quaid-e-Azam industrial 

estate, Lahore 

Brand Name +Dosage Form + Strength Pizoto 50 mg Injection 

Diary No. Date of R& I & fee  Dyn:2178, 9-5-2016, Rs.20,000/- 

Composition Each ml contains:- 

Pethidine hydrochlorideé.50mg 

Pharmacological Group Narcotic analgesic  

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per SRO  

As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Pethidine Inj. by M/s Martindale Pharmaceuticals 

(MHRA)  

Me-too status  Alodine by M/s. Siza, Pakistan.  

GMP status  Last GMP Inspection dated 18-5-17 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved section by Licensing Division. 
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317.  Name and address of manufacturer / 

Applicant 

M/s Focus & Rulz Pharmaceuticals,44-industraial 

triangle Kahuta road Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Esro 40 mg Injection 

Diary No. Date of R& I & fee  Each vial contains:- 

Esomeprazole (as sodium)éééé..40mg 

Composition Dy.No.2282, 25-11-2015, Rs.50,000/- 

Pharmacological Group Proton Pump Inhibitor  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1ôs vial / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Esomeprazole of Consilient pharma  (EMC) 

 

Me-too status  Brince of ACE  

GMP status  Last GMP Inspection of Biolabs dated 15-12-16 with 

conclusive remarks of satisfactory level of cGMP 

compliance. 

Remarks of the Evaluator. Focus & Rulez has general tablet section, tab antibiotivc, 

general capsule section, cephalosporin cap,  oral liquid, 

cream oint and dry suspension general, dry susp 

cephalosporin 

Firm are already contract manufacturing for: 

1. Highnoon= 3 products 

2. Biogenics=9 products 

3. Rimington= 10 products  

Firm are already contract manufacturing for: 

I. Biolabs = 15 products 

 (Total 15 products on contract manufacturing) 

Decision: Approved  
318.  Name and address of manufacturer / 

Applicant 

M/s Focus & Rulz Pharmaceuticals,44-industraial 

triangle Kahuta road Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Genfer Injection  

Diary No. Date of R& I & fee  Each ampoule contains 

Iron (as iron sucrose)éé100mg  

Composition Dy.No.2284, 25-11-2015, Rs.50,000/- 

Pharmacological Group Replenishes Hgb and depleted iron stores 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Venofer of Luitpold (USFDA) 

 

Me-too status  Axifer of Nova Med  

GMP status  Last GMP Inspection of Biolabs dated 15-12-16 with 

conclusive remarks of satisfactory level of cGMP 

compliance. 

Remarks of the Evaluator. Focus & Rulez has general tablet section, tab antibiotivc, 

general capsule section, cephalosporin cap,  oral liquid, 

cream oint and dry suspension general, dry susp 

cephalosporin. 
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Firm are already contract manufacturing for: 

1. Highnoon= 3 products 

2. Biogenics=9 products 

3. Rimington= 10 products  

Firm are already contract manufacturing for: 

I. Biolabs = 15 products 

(Total 15 products on contract manufacturing) 

Decision: Approved  
319.  Name and address of manufacturer / 

Applicant 

M/s Focus & Rulz Pharmaceuticals,44-industraial 

triangle Kahuta road Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Ciprulz I.V Infusion  

Diary No. Date of R& I & fee  Each vial contains: 

Ciprofloxacin (as lactate) 200mg/100ml  

Composition Dy.No.2283, 25-11-2015, Rs.50,000/- 

Pharmacological Group Floroquinolones 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôsAs Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Ciprofloxacin 2 mg/ml Solution for Infusion by M/s 

Hospira UK Ltd (MHRA) 

Me-too status  Ciproking Infusion 200mg/100ml by M/s Medicraft  

GMP status  Last GMP Inspection of Biolabs dated 15-12-16 with 

conclusive remarks of satisfactory level of cGMP 

compliance. 

Remarks of the Evaluator. Focus & Rulez has general tablet section, tab antibiotivc, 

general capsule section, cephalosporin cap,  oral liquid, 

cream oint and dry suspension general, dry susp 

cephalosporin 

Firm are already contract manufacturing for: 

1. Highnoon= 3 products 

2. Biogenics=9 products 

3. Rimington= 10 products  

Firm are already contract manufacturing for: 

i. Biolabs = 15 products 

(Total 15 products on contract manufacturing) 

Decision: Approved  
320.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Cidine 4mg Tablet 

Diary No. Date of R& I & fee  Each film coated tablet contains: 

Tizanidine as HcLéééé4mg  

Composition Dy.No.1708, 30-8-2016, Rs.20,000/- 

Pharmacological Group Muscle relaxant  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Tizanidine 4mg Tablets by M/s Actavis UK Ltd 

(MHRA) 

Me-too status  Musidin 4mg Tablet by M/s Martin Dow (Reg#037105)  

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 
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Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

321.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Cibamin 500mcg Tablet 

Diary No. Date of R& I & fee  Each film coated tablet contains: 

Mecobalaminééé500 mcg  

Composition Dy.No.1706, 30-8-2016, Rs.20,000/- 

Pharmacological Group Form of Vitamin B 

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

PMDA 

 

Me-too status  Anacobin by Epharm 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

322.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Lorocam 8mg Tablet 

Diary No. Date of R& I & fee  Each film coated tablet contains: 

Lornoxicamééé8 mg 

Composition Dy.No.1705, 30-8-2016, Rs.20,000/- 

Pharmacological Group NSAIDs 

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Xefo 8 mg  (ANSM approved) 

 

Me-too status  Acabel 8mg Tablet by M/s Continental Pharma 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

323.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Dico-P 75mg Tablet 

Diary No. Date of R& I & fee  Each tablet contains: 

Diclofenac potassiumé75mg  

Composition Dy.No.1704, 30-8-2016, Rs.20,000/- 

Pharmacological Group Analgesic, anti-inflammatory  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 



Minutes for 274
th
Registration Board Meeting   136 

 

Approval status of product in Reference 

Regulatory Authorities. 

Not Provided 

 

Me-too status  Artimov-K by Barrett Hodgson 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. ¶ Latest GMP inspection report (which should have 

been conducted within the period of last one year) 

missing  

¶ Diclofenac Potassium is not registered in any 

reference country in dose more than 50mg, thus 

Registration Board in its 258th meeting decided to 

issue show cause notices to manufacturers of 

Diclofenac Potassium (75 and 100mg) for de-

registration of these products. 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

Diclofenac Potassium is not registered in any reference country in dose more than 50mg, thus 

Registration Board in its 258th meeting decided to issue show cause notices to manufacturers 

of Diclofenac Potassium (75 and 100mg) for de-registration of these products. 

324.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Dico-SR Tablet 

Diary No. Date of R& I & fee  Each tablet contains: 

Diclofenac sodiumé..100 mg 

Composition Dy.No.1704, 30-8-2016, Rs.20,000/- 

Pharmacological Group Analgesic, anti-inflammatory  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Not Provided 

 

Me-too status  Catafen of Cibex pharma 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

325.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Tromid-P Tablet 

Diary No. Date of R& I & fee  Each sustained release tablet contains: 

Tramadoléé.37.5mg 

Paracetamoléé325 mg 

Composition Dy.No.1702, 30-8-2016, Rs.20,000/- 

Pharmacological Group Opiate analogue + Analgesic. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Ultra set by Janssen pharma (USFDA) 

 

Me-too status  Acetra by Amarents 
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GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

326.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Tromid SR Tablet 

Diary No. Date of R& I & fee  Each film coated sustain released tablet contains: 

Tramadoléé.100mg  

Composition Dy.No.1701, 30-8-2016, Rs.20,000/- 

Pharmacological Group Opiate analogue  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Tilodol of Sandoz (MHRA) 

 

Me-too status  Callfina by AGP 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

327.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Ferona Capsule  

Diary No. Date of R& I & fee  Each capsule contains: 

Iron polymaltose complex eq. to Elemental Ironé.100 mg 

Folic acidééé..350 ɛg  

Composition Dy.No.1707, 30-8-2016, Rs.20,000/- 

Pharmacological Group Erythropoietics , haematinics  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

NA  

 

Me-too status  Cress-F of Zephyr pharma 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

328.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Oxicam 20mg Tablet 

Diary No. Date of R& I & fee  Dy.No.1711, 30-8-2016, Rs.20,000/- 

Composition Each tablet contains 

Piroxicam betacyclodextrain eq. to Piroxicam é 20mg 

Pharmacological Group NSAID 

Type of Form Form-5 
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Finished Product Specification Mfg specs 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

CYCLADOL 20 Mg Tablets by Chiesi SAS 

(ANSM France Approved) 

Me-too status  Ripax 20mg by Hilton 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

329.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Olanza-Plust Capsule 

Diary No. Date of R& I & fee  Dy.No.1712, 30-8-2016, Rs.20,000/- 

Composition Each capsule contains: 

Olanzapine ééé12 mg 

Fluoxetineééé..25 mg 

Pharmacological Group Anti-Psychotropic agents 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Symbyax by Eli Lilly (USFDA Approved) 

 

Me-too status  Olanco by Genome 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

330.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Lindacin V-Cream 

Diary No. Date of R& I & fee  Dy.No.1709, 30-8-2016, Rs.20,000/- 

Composition Each gm contains: 

Clindamycin phosphate eq. to Clindamyciné20mg 

Pharmacological Group Antibiotic  

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Cleocin of Pharmacia (USFDA) 

 

Me-too status  Calimax of Medisure  

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

331.  Name and address of manufacturer / 

Applicant 

M/s Ciba Pharmaceuticals, A-371, Nooriabad site 

industrial area, superhighway (Hyderabad) Karachi. 

Brand Name +Dosage Form + Strength Hista 10mg Tablet 

Diary No. Date of R& I & fee  Dy.No.1710, 30-8-2016, Rs.20,000/- 
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Composition Each tablet contains: 

Ebastineéééé.10 mg  

Pharmacological Group Anti-allergic 

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Kestine 10mg tablet by M/s Almirall Pharmaceuticals, 

(ANSM France Approved) 

Me-too status  Ebofor 10mg Tablet by M/s Genome Pharmaceutical 

GMP status  Last GMP Inspection dated éé. with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Latest GMP inspection report (which should have been 

conducted within the period of last one year) missing  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

332.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals, Plot # 11, sector 12-A, 

Industrial area, North Karachi 

Brand Name +Dosage Form + Strength Abex 2gm Injection IV 

Diary No. Date of R& I & fee  Dy.No. 1650, 24-8-2016, Rs.20,000/- 

Composition Each vial contains: 

Ceftriaxone Sodium eq. to Ceftriaxoneééé..2 gm 

Pharmacological Group 3
rd
 generation cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by US FDA  

Me-too status  Cefxone 2gm of M/s Bosch Pharmaceuticals. 

Reg.0055913 

GMP status  Last GMP Inspection dated 15-2-17 with conclusive 

remarks of Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision : Approved 

333.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals, Plot # 11, sector 12-A, 

Industrial area, North Karachi 

Brand Name +Dosage Form + Strength Abex 500mg Injection IM 

Diary No. Date of R& I & fee  Dy.No. 1649, 24-8-2016, Rs.20,000/- 

Composition Each vial contains: 

Ceftriaxone Sodium eq. to Ceftriaxoneééé..500 mg  

Pharmacological Group 3
rd
 generation cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriaxone 500mg injection by M/s Hospira Inc 

(USFDA) 

Me-too status  Rocephin 500mg of M/s Roche Pharmaceuticals.  

GMP status  Last GMP Inspection dated 15-2-17 with conclusive 

remarks of Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 
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334.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals, Plot # 11, sector 12-A, 

Industrial area, North Karachi 

Brand Name +Dosage Form + Strength Abex 1gm Injection IM 

Diary No. Date of R& I & fee  Dy.No. 1646, 24-8-2016, Rs.20,000/- 

Composition Each vial contains: 

Ceftriaxone Sodium eq. to Ceftriaxoneééé..1 gm  

Pharmacological Group 3
rd
 generation cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriaxone  injection by M/s Hospira Inc (USFDA) 

Me-too status  Rocephin  of M/s Roche Pharmaceuticals.  

GMP status  Last GMP Inspection dated 15-2-17 with conclusive 

remarks of Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

335.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products Pvt. Ltd. D-122, 

SITE, Karachi. 

Brand Name +Dosage Form + Strength Carboxy Plus Syrup 

Diary No. Date of R& I & fee  Dy.No. 1672, 25-8-2016, Rs.20,000/- 

Composition Each 5ml of constituted contains: 

Carbocisteineéé.100 mg 

Promethazine HClé.2.5 mg 

Pharmacological Group Mucolytic/ Antihistamine (Cough Suppressant)  

Type of Form Form-5 

Finished Product Specification Innovator 

Pack size &  Demanded Price 120 ml / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Rhinathiol Promethazine Syrup of Sanofi Aventis France. 

(ANSM France) 

Me-too status  Carbex plus by Platinum 

GMP status  Last GMP Inspection of Pakistan Pharmaceutical 

products Conducted on 27-12-16 with conclusive 

remarks of satisfactory level of cGMP compliance. . 

Remarks of the Evaluator.  

Decision:Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

336.  Name and address of manufacturer / 

Applicant 

M/s Pakistan Pharmaceutical Products Pvt. Ltd. D-122, 

SITE, Karachi. 

Brand Name +Dosage Form + Strength Promol Paediatric Suspension 

Diary No. Date of R& I & fee  Dy.No. 1671, 25-8-2016, Rs.20,000/- 

Composition Each 5ml contains: 

Paracetamoléééé120 mg 

Pharmacological Group Analgesic, Antipyretic 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference Boots Paracetamol 3 Months Plus 120mg/5ml 
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Regulatory Authorities. Suspension by M/s The Boots Company Plc (MHRA) 

Me-too status  Calpol Suspension by M/s GSK 

GMP status  Last GMP Inspection of Pakistan Pharmaceutical 

products Conducted on 27-12-16 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:Registration Board deferred the case in the light of recent GMP inspection report 

dated 1-08-2017, in which some critical /major and other observations were also noted which 

need to be addressed promptly for attaining a better level of compliance and for product 

safety. 

337.  Name and address of manufacturer / 

Applicant 

M/s.  Treat Pharmaceuticals, A-37, small industrial estate 

township, Kohat road, Bannu. 

Brand Name +Dosage Form + Strength Tricolin 250 mg/02 ml Injection I.V 

Diary No. Date of R& I & fee  Dy.No. 314, 31-8-2016, Rs.20,000/- 

Composition Each 02 ml Contains:- 

Citicoline (as Citicoline Sodium). 250 mg  

Pharmacological Group Nootropics & Neurotonics 

Type of Form Form-5 

Finished Product Specification Innovators 

Pack size &  Demanded Price 2 ml / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Rexort  (ANSM, France) 

Me-too status  Citiline of Akson 

GMP status  Last GMP Inspection dated 8-12-16 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

338.  Name and address of manufacturer / 

Applicant 

M/s.  Treat Pharmaceuticals, A-37, small industrial estate 

township, Kohat road, Bannu. 

Brand Name +Dosage Form + Strength Tricolin 500 mg/04 ml Injection 

Diary No. Date of R& I & fee  Dy.No. 315, 31-8-2016, Rs.20,000/- 

Composition Each 04 ml Contains:- 

Citicoline (as Citicoline Sodium)é500 mg  

Pharmacological Group Nootropics & Neurotonics 

Type of Form Form-5 

Finished Product Specification Innovators 

Pack size &  Demanded Price 2 ml / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Rexort. (ANSM, France) 

Me-too status  Somazina of Alina 

GMP status  Last GMP Inspection dated 8-12-16 with conclusive 

remarks of satisfactory level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 
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339.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi 

industrial area Karachi. 

Brand Name +Dosage Form + Strength Bianchi Syrup 

Diary No. Date of R& I & fee  Dy.No. 1569, 4-8-2016, Rs.20,000/- 

Composition Each 5ml contains: 

Levocetirizine dihydrochloirdeééé5 mg  

Pharmacological Group Anti-Histaminic   

Type of Form Form-5 

Finished Product Specification Innovators 

Pack size &  Demanded Price 60 ml / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  Letirix Syrup of M/s Alliance Pharmaceuticals  

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator. Levocetirizine dihydrochloride 2.5mg/5ml oral solution 

is available in USFDA 

Decision: Deferred for evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 249th 

meeting. 

340.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi 

industrial area Karachi. 

Brand Name +Dosage Form + Strength Cliphostre Gel  

Diary No. Date of R& I & fee  Dy.No. 1569, 4-8-2016, Rs.20,000/- 

Composition Each gm contains: 

Clindamycin phosphateééé.. 12 mg 

Tretinoin USPéé0.25 mg  

Pharmacological Group Antiacne (Macrolide antibiotic + retinoid) 

Type of Form Form-5 

Finished Product Specification Innovators 

Pack size &  Demanded Price 20 g / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Veltin Gel By M/S Aqua Pharms Llc  (USFDA) 

 

Me-too status  Acdermin Gel by M/s Atco 

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

341.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi 

industrial area Karachi. 

Brand Name +Dosage Form + Strength Vomisac Oral Suspension 

Diary No. Date of R& I & fee  Dy.No. 1567, 4-8-2016, Rs.20,000/- 

Composition Each 5ml contains: 

Domperidoneééé5 mg 

Pharmacological Group Anti-emetic  

Type of Form Form-5 

Finished Product Specification Innovators 

Pack size &  Demanded Price 60 ml / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Motilium oral suspension by Winthrop Pharm 

(MHRA Approved) 
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Me-too status  Motilium syrup by Janssen 

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

342.  Name and address of manufacturer / 

Applicant 

M/s Getz Pharma 29-30, sector 27, Korangi industrial 

area. Karachi. 

Brand Name +Dosage Form + Strength Thioget 4mg/2ml Injection 

Diary No. Date of R& I & fee  Dy.No. 1644, 24-8-2016, Rs.20,000/- 

Composition Each 2ml contains: 

Thicolchicosideéé.4mg 

Pharmacological Group Muscle relaxants  

Type of Form Form-5 

Finished Product Specification Manufacturing 

Pack size &  Demanded Price 6ôs / 1200/- 

Approval status of product in Reference 

Regulatory Authorities. 

COLTRAMYL 4 mg / 2 ml IM solution for injection  

(ANSM France Approved) 

Me-too status  THIOLAX of SJ & G 

GMP status  Last GMP Inspection dated 30 ï 11- 2016 with 

conclusive remarks of acceptable level of cGMP 

compliance. 

Remarks of the Evaluator.  

Decision: Approved 

343.  Name and address of manufacturer / 

Applicant 

M/s Getz Pharma 29-30, sector 27, Korangi industrial 

area. Karachi. 

Brand Name +Dosage Form + Strength Thioget 4mg Capsule 

Diary No. Date of R& I & fee  Dy.No. 1643, 24-8-2016, Rs.20,000/- 

Composition Each hard gelatin capsule contains: 

Thiocolchicosideé..4mg  

Pharmacological Group Muscle relaxants  

Type of Form Form-5 

Finished Product Specification Manufacturing 

Pack size &  Demanded Price 20ôs  

Rs.1000/- 

Approval status of product in Reference 

Regulatory Authorities. 

MYOPLEGE 4 mg capsule by Laboratories 

GENEVRIER SA 

(ANSM France Approved) 

Me-too status  Thiolax capsule by S.J & G 

GMP status  Last GMP Inspection dated 30 ï 11- 2016 with 

conclusive remarks of acceptable level of cGMP 

compliance. 

Remarks of the Evaluator.  

Decision: Approved 

344.  Name and address of manufacturer / 

Applicant 

M/s Winilton pharma, Plot # 45, Street S-5, National 

industrial zone, Rawat Islamabad 

Brand Name +Dosage Form + Strength Pregaba 75 mg Capsule 

Diary No. Date of R& I & fee  Dy.No. 3372, 1-8-2016, Rs.20,000/- 

Composition Each hard gelatin capsule contains: 

Pregabalin é..75mg  

Pharmacological Group Anticonvulsants and Antiepileptic  

Type of Form Form-5 



Minutes for 274
th
Registration Board Meeting   144 

 

Finished Product Specification Innovators 

Pack size &  Demanded Price 2x7ôs / As per brand leader 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by Pfizer Prism CV (USFDA) 

 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP Inspection datedéé with conclusive 

remarks of é. level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

345.  Name and address of manufacturer / 

Applicant 

M/s Pfizer Pakistan Ltd. B-2, SITE, Karachi. 

Brand Name +Dosage Form + Strength Norvasc V Tablet 5/80 

Diary No. Date of R& I & fee  Dy.No. 1632, 22-8-2016, Rs.20,000/- 

Composition Each film coated tablet contains: 

Amlodipine (as Besylate)éééé5 mg 

Valsartanéééé..80 mg  

Pharmacological Group Anti-hypertensive  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 2x7ôs / As per brand leader 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge by Novartis Pharma GmbH, (USFDA) 

 

Me-too status  Exforge by Novartis Pharma. Karachi (R. No. 047569) 

GMP status  Last GMP Inspection dated 9-9-14 for grant to 

additional section 

Remarks of the Evaluator. Firm claimed that nothing is due on their part as there 

GMP compliance is of world class standard, they 

verbally requested for inspection to federal drug 

inspector many time, but inspection was not conducted, 

so they requested to consider the same in front of the 

registration board. 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

346.  Name and address of manufacturer / 

Applicant 

M/s Pfizer Pakistan Ltd. B-2, SITE, Karachi. 

Brand Name +Dosage Form + Strength Norvasc V Tablet 5/160 

Diary No. Date of R& I & fee  Dy.No. 1631, 22-8-2016, Rs.20,000/- 

Composition Each film coated tablet contains: 

Amlodipine (as Besylate)éééé5 mg 

Valsartanéééé..160 mg  

Pharmacological Group Anti-hypertensive  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 3x10ôs / As per brand leader 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge by Novartis Pharma GmbH, (USFDA) 

 

Me-too status  Exforge by Novartis Pharma. Karachi (R. No. 047570) 

GMP status  Last GMP Inspection dated9-9-14 for grant to 

additional section 

Remarks of the Evaluator. Firm claimed that nothing is due on their part as there 




