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272
nd

meeting of Registration Board was held on 27-28
th
 July, 2017 in the Committee 

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

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

DRAP. The meeting started with recitation of the Holy Verses. The meeting was attended by 

the following: -  
  

1.  Dr. Qurban Ali, Ex-Director General  

National Veterinary Laboratory, Islamabad. 

Expert Member Vetrinary Drugs 

Member 

2.  Dr.Aslam Shah 

Senior Manager, Pharmacy and Purchase,  

Indus Hospital, Karachi 

 

 

Member 

3.  Dr. Amanullah Khan 

Director, Drugs Testing Laboratory, Quetta  

Government of Baluchistan 

Member 

4.  Dr. Muhammad Shoaib Akhter 

Director, Drugs Testing Laboratory, Rawalpindi              

Government of Punjab. 

Member 

5.  Mr. Abid Hayat, 

Director, Drugs Testing Laboratory, Peshawar,  

Govt. of Khyber Pakhtunkhwa 

Member 

6.  Mr. Muhammad Aslam 

Assistant Draftsman-II, Ministry of Law & Justice  

Member 

7.  Mr.Ghulam Mujtaba 

Representative IPO 

Member 

8.  Dr. Shaikh Akhter Hussain 

Director, Medical Device Division, DRAP 

Director, QA&LT Division, DRAP 

Member 

9.  Dr. Noor-us-Saba 

Director, Biological Drugs Division, DRAP 

Member 

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

 

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

during the meeting. 

 

Mr. Khalid Muneer, Ehsan Nawan and Nadeem Hussain Alamgeer, Abdul Samad and 

Khalid Saeed attended the meeting as observer on behalf of PPMA, Pharma Bureau and 

PCDA respectively.  
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Item No.I: Confirmation of minutes of 271
st
meeting Registration Board. 

 

271
st
meeting of Registration Board was held on 19-20

th
June, 2017. The partial draft 

minutes (except Item No.V: Quality Assurance & Lab Testing Division) were circulated 

among the members of meeting on 19
th
July, 2017 with the request to forward their comments 

(if any) within five days. Dr.Amanullah Khan, Director DTL, Quetta forwarded following 

observation regarding Case No.15 

"case pertains to manufacturing of cephalosporin carbapenems. I remember that it is not 

allowed but decision of board shows that it has been approved or there is any 

misunderstanding or typographic mistake so its important to check it" 

 

 

 

Case No.15: Products of M/s Bosch Pharmaceutical (Pvt) Ltd., Karachi in 259
th

 

meeting of Registration Board. 
 

Registration Board in its 259
th
 meeting deferred the case of M/s Bosch 

Pharmaceutical (Pvt) Ltd., 209, Sector 23, Korangi Industrial Area, Karachi (Bosch Plant-II) 

as stated in the last column: 

S.No. Name of drug(s) & 

Composition 

Form, Fee 

Pack Size 

Approval Status 

in Reference 

Regulatory 

Authorities 

Decision in 259
th
 meeting 

of Registration Board 

1. Fortazim Plus Injection 

Each vial contains:- 

Ceftazidime pentahydrate 

/ sodium carbonate eq to 

2gm Ceftazidime (USP) 

Avibactam Sodium Eq to 

Avibactam (M.S) 0.5gm 

antibiotics 

Specifications:- 

Manufacture 

Form 5-D 

with fee Rs 

50,000/- vide 

Dy.# 14 dated 

16-12-2015 

 

 

Pack size of  

1ôs Ą Rs. As 

per SRO 

FDA approved 

AVYCAZ -

CEREXA 

 

 

Dry Powder 

Injection 

(Carbapenems) 

Section dated 

15-12-2015 

 

Deferred for clarification 

regarding manufacturing 

of cephalosporin in 

carbapenem 

2. Cefotax 2000mg powder 

for Injection  

Each vial contains:- 

Cefotaxime Sodium USP 

eq to Cefotaxime 2000mg 

 

Cephalosporin antibiotics 

Specifications:- USP 

Form 5 with 

fee Rs 

20,000/- vide 

Dy.# 10 dated 

16-12-2015 

 

 

Pack size of  

1ôs Ą Rs. As 

per SRO 

MHRA approved 

product of 

Wocjhardt,UK 

Suprax 

(Mediceena) 

Dry Powder 

Injection 

(Cephalosporin) 

Section dated 

24-06-2015 

Deferred for clarification 

regarding manufacturing 

of cephalosporin in 

carbapenem 
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Now, the firm has stated that ñboth above products belongs to the class of 

Cephalosporin and therefore, kindly be approved for registration in the forthcoming meeting 

of Registration Boardò. 

Decision:  Registration Board decided as follows: 

¶ Deferred product at S.No.01 for submission of stability data being new 

formulation. 

¶ Approved registration of product at S.No. 02 in the name of M/s Bosch 

Pharmaceutical (Pvt) Ltd., 209, Sector 23, Korangi Industrial Area, 

Karachi 

 

Registration Board was apprised that draft minutes for Item No.V: Quality Assurance 

& Lab Testing Division were also circulated on 26
th
 July, 2017 to participating members of 

meeting. 

Registration Board in 272
nd

 meeting deliberated on draft minutes. The Board was 

apprised that products discussed in Case No.15 (P E & R division) are cephalosporin and M/s 

Bosch Pharmaceutical (Pvt) Ltd., 209, Sector 23, Korangi Industrial Area, Karachi (Bosch 

Plant-II)  has cephalosporin manufacturing area approved by Central Licensing Board. 

Dr.Amanullah Khan, Director DTL, Quetta accordingly endorsed the decision of the case. 

 

Decision: Registration Board approved draft minutes of 271
st
 meeting circulated on 

19
th

 July, 2017 and 26
th

 July, 2017.   
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Item No. II:  Pharmaceutical Evaluation & Registration Division. 

A. Pharmaceutical Evaluation Cell: 
 

Items Cases No. of cases 

Case No.01 Cases of 270
th
 meeting which were granted personal hearing 02 

Case No.02 Routine applications for registration of (Human) drugs submitted 

with full fee 

 

 

a) New cases 199 

b) Deferred cases 08 

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

a) DML (Drug Manufacturing License(s))  251 

b) New section(s) 122 

c) Remaining applications of new licenses/sections which were 

considered in previous meetings 

02 

Case No.04 Routine applications whose differential fee submitted upto 30
th
 

September, 2015 

45 

Case No.05 Applications which could not be included in list of applications  

whose differential fee submitted before May, 2014  

09 

Case No.06 Applications which were included in list of applications whose 

differential fee submitted before May, 2014 

03 

Case No.07 Applications for registration of Imported (Human) drugs  

Import cases for priority consideration 04 

Import cases whose differential fee submitted before May, 2014 02 

Import (routine) cases whose complete fee was submitted  01 

Deferred cases of import considered in previous meetings of 

Registration Board  

09 

Case No.08 Registartion of veterinary drugs  

a) Routine applications for registarion of veterinary drugs 

submitted with full fee 

09 

b) Applications for Registration of drugs of New Section 33 

c) Cases of Import veterinary applications  

i. New applications 15 

ii. Deferred cases of import veterinary 01 

Case No.09 Apllications for registration of drugs for which stability studies are 

required 

 

a)  New cases of stability studies for consideration 28 

b) Deferred cases of stability studies 05 

 c)  Verification of stability data 02 

Total 750 
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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. Iqra Aftab  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. Najia Saleem  Evaluator PEC-XI 

11.  Syed Ajwad Bukhari  Evaluator PEC-XII  

12.  Mst. Mehwish Javed Khan  Evaluator PEC-XIII  

13.  Muhammad Ahsan Hafiz  Evaluator PEC-XIV  
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Case No. 01 Cases of 270
th

 meeting which were granted personal hearing. 
 

M/s. Crystollite Pharmaceuticals, Plot 1&2, S-2, National Industrial Zone, Rawat, 

Islamabadwas granted personal hearing by Registration Board in its 270
th 

meeting held on 

25
th
 and 26

th
 May, 2017. The details of these cases alongwith the decision of Board are as 

under: 

1.  Name and address of manufacturer / 

Applicant 

Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Carvelol 6.25mg Film Coated Tablets 

Diary No. Date of R& I & fee  Dy. No.2045, R&I Dated 28-11-14, Rs: 20,000/- 

Composition Each film coated tablet contains:- 

Carvedilol éééé. 6.25mg 

Pharmacological Group (Ŭ/b Blocker) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10's, Alu-Alu Blister pack, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Coreg by GlaxoSmithKline.(USFDA) 

Me-too status  Hidilol by Helix Pharma (R. No.053014) 

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

Remarks of the Evaluator. I. While evaluation of product dossiers it was observed 

that the excipients and their quantities in master 

formulation of almost all products was same i.e. 

Carvelol Tablets, Valozine Tablets , Amopine Plus 

Tablets , C-Val Tablets , Rosulite Tablets , Telmi 

Tablets, Atorlite Tablets, Atorlite Plus Tablets and 

Clopid Tablets. Firm was asked for justification and 

clarification regarding this same manufacturing 

formula. The firm submitted the following 

justification for all; 

a. The formulation given in the dossier is proposed 

formulation. Final formulation will be submitted 

at the time of batch manufacturing. 

b. The tablet dosage form usually requires 

excipients with properties like disintegrants, 

fillers, lubricants, and glidants etc that is why the 

inactive in our formulation are quite same and so 

the manufacturing method is. 

c. Same quantity of excipients used in our all 

formulations is just because of same punch size 

for tablet. 

Decision: The representatives of firm Mr Ali Raza, Chief Executive and Mr Amir Raza, Quality 

Control Incharge appeared before the Registrtaion Board on 26
th
May, 2017 for clarification 

regarding above observations like use of same quantity of excipients in all formulations and 

availability of single punch size for all tablet. The representatives of the firm provided following 

justifications:  

a) The formulation given in the dossier is proposed formulation. Final formulation will be 

submitted at the time of batch manufacturing. 

b) Previously it was mistakenly written that only one punch size available for all applied 

products. Instead they have different punch sizes for tablets as per requirement.  

c) They shall follow innovatorôs formulation for all the applied products and shall perform 

all the tests including stability studies of product. 

The Board accepted the above justifications and approved the product. 
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2.  Name and address of manufacturer / 

Applicant 

Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Carvelol 12.5 mg Film Coated Tablets 

Diary No. Date of R& I & fee  Dy. No.2051, R&I Dated 28-11-14, Rs: 20,000/- 

Composition Each film coated tablet contains:- 

Carvedilol éééé. 12.5 mg 

Pharmacological Group (Ŭ/b Blocker) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size & Demanded Price 10's, Alu-Alu Blister pack, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Coreg by GlaxoSmithKline.(USFDA) 

Me-too status  Carlol by Nabiqasim Pharma(R. No. 039708) 

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

Remarks of the Evaluator. I. While evaluation of product dossiers it was 

observed that the excipients and their quantities in 

master formulation of almost all products was 

same i.e. Carvelol Tablets, Valozine Tablets, 

Amopine Plus Tablets, C-Val Tablets, Rosulite 

Tablets, Telmi Tablets, Atorlite Tablets, Atorlite 

Plus Tablets and Clopid Tablets. Firm was asked 

for justification and clarification regarding this 

same manufacturing formula. The firm submitted 

the following justification for all; 

a. The formulation given in the dossier is 

proposed formulation. Final formulation will 

be submitted at the time of batch 

manufacturing. 

b. The tablet dosage form usually requires 

excipients with properties like disintegrants, 

fillers, lubricants, and glidants etc that is why 

the inactive in our formulation are quite same 

and so the manufacturing method is. 

c. Same quantity of excipients used in our all 

formulations is just because of same punch 

size for tablet. 

Decision:The representatives of firm Mr. Ali Raza, Chief Executive and Mr. Amir Raza, Quality 

Control Incharge appeared before the Registrtaion Board on 26
th
May, 2017 for clarification 

regarding above observations like use of same quantity of excipients in all formulations and 

availability of single punch size for all tablet. The representatives of the firm provided following 

justifications:  

a) The formulation given in the dossier is proposed formulation. Final formulation will be 

submitted at the time of batch manufacturing. 

b) Previously it was mistakenly written that only one punch size available for all applied 

products. Instead they have different punch sizes for tablets as per requirement.  

c) They shall follow innovatorôs formulation for all the applied products and shall perform 
all the tests including stability studies of product. 

The Board accepted the above justifications and approved the product. 
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Case No.02   Routine applications of List-II (Human) submitted with full fee  

a) New cases 

b) Deferred cases 

a) New cases 

Evaluator PECï VII  
 

3.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Irose 5ml Injection 

Composition Each ampoule contains:- 

Iron (as iron sucrose)é100mg  

Diary No. Date of R& I & fee  Dy.No.1112, 24-02-2015, Rs.50,000/- 

Pharmacological Group Replenishes Hgb and depleted iron stores 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 5ml x 5ôs (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 M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

4.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Capzole 40mg Injection 

Composition Each vial contains:- 

Omeprazole (as Sodium)éééé..40mg  

Diary No. Date of R& I & fee  Dy.No.1117, 24-02-2015, 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. 

Omeprazole IV of sandoz (TGA) 

 

Me-too status  Loprot of Nabiqasim 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 
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5.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Ketoben 30mg Ampoule 

Composition Each ampoule contains: Ketorolac Tromethamineé30mg 

Diary No. Date of R& I & fee  Dy.No.1113, 24-02-2015, Rs.50,000/- 

Pharmacological Group NSAID  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1 ml x 5ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Ketoroac of Hospira (USFDA) 

 

Me-too status  K-Dol of Akson 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

6.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Mecoben 500µg Ampoule 

Composition Each ampoule contains:   Mecobalaminéé 500 Õg 

Diary No. Date of R& I & fee  Dy.No.1111, 24-02-2015, Rs.50,000/- 

Pharmacological Group Form of Vitamin B  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1 ml x 10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

PMDA 

Me-too status  Anacobin by Epharm 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level of 

cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

7.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Benprol 40mg Injection 

Composition Each vial contains: Esomeprazole (as sodium).....40mg 

Diary No. Date of R& I & fee  Dy.No.1110, 24-02-2015, 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) 
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Me-too status  Brince of ACE  

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

8.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Trix 250mg Injection 

Composition Each vial contains:- 

Ceftriaxone sodium eq. to Ceftriaxoneééé.. 250mg 

Diary No. Date of R& I & fee Dy.No.1112, 24-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs vial (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriazone IV of sandoz (USFDA) 

 

Me-too status  3-zone of Zeb 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

9.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Trix 500mg Injection 

Composition Each vial contains:- 

Ceftriaxone Sodium eq. to Ceftriaxoneééé.. 500mg  

Diary No. Date of R& I & fee  Dy.No.1114, 24-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs vial(As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities 

Ceftriazone IV of sandoz (USFDA) 

Me-too status  3-zone of Zeb 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

10.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Trix 1gm Injection 
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Composition Each vial contains:- 

Ceftriaxone Sodium eq. to Ceftriaxoneééé.. 1gm  

Diary No. Date of R& I & fee  Dy.No.1119, 24-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs vial (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriazone IV of sandoz (USFDA) 

 

Me-too status  3-zone of Zeb 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

11.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Benmether 80mg Injection 

Composition Each ampoule contains:Artemetheréééé80mg 

Diary No. Date of R& I & fee  Dy.No.1115, 24-02-2015, Rs.50,000/- 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 1x 6 ampoule (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Product is included in WHO model list of essential 

medicine and International Pharmacopoeia 

Me-too status  Arteza of Zafa 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator. ¶ Product is present in International Pharmacopoeia 

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

12.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Ketoben 10 mg Ampoule 

Composition Each ampoule contains: Ketorolac Tromethamineé10mg 

Diary No. Date of R& I & fee  Dy.No.1120, 24-02-2015, Rs.50,000/- 

Pharmacological Group NSAID  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1 ml x 5ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Toradol of Atnahs pharma (TGA Australia) 

Me-too status  K-Dol of Akson 
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GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level of 

cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

13.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad applied for contract 

manufacturing by M/s Bio Labs (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Bentos 120ml Syrup 

Composition Each 5ml contains:- 

Iron (III) Hydroxide Polymaltose Complex eq. to 

Elemental Ironééé.50mg  

Diary No. Date of R& I & fee  Dy.No.1118, 24-02-2015, Rs.50,000/- 

Pharmacological Group Antianemic 

Type of Form Form-5 

Finished Product Specification As per manufacturer 

Pack size &  Demanded Price 120ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  Lohimalt of Global 

GMP status  Last GMP Inspection of M/s Bio Labs Conducted on 

15.12.2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing.  

14.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Cilo 100 mg Tablets 

Composition Each tablet contains:       Cilostazoléééé.100 mg 

Diary No. Date of R& I & fee  Dy.No.2087, 27-03-2015, Rs.20,000/- 

Pharmacological Group Peripheral Vasodilator  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x10ôs&1x30ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Citosazol of Westwaral pharma (USFDA) 

Me-too status  Lalista of Wilshire  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

15.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Cilo 50mg Tablets 

Composition Each tablet contains:      Cilostazoléééé.50mg 
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Diary No. Date of R& I & fee  Dy.No.2087, 27-03-2015, Rs.20,000/- 

Pharmacological Group Peripheral Vasodilator  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x10ôs&1x30ôs    (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Citosazol of Westwaral pharma (USFDA) 

Me-too status  Lalista of Wilshire  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved. 

16.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Bosent 62.5mg Tablets 

Composition Each film coated tablet contains:- 

Bosentan (as monohydrate)é62.5mg 

Diary No. Date of R& I & fee  Dy.No.2089, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antihypertensive  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Tracleer of Actelion (FDA)  

 

Me-too status  Bosmon of Hilton Pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. There is a box warning ofrisks of hepatotoxicity and 

embryo-fetal toxicity 

Decision:      Approved. 

17.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 1mg Tablets 

Composition Each tablet contains:    Iloperidoneééééé.1mg  

Diary No. Date of R& I & fee  Dy.No.2082, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs / 1x20ôs / 1x30ôs  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

 

Me-too status  By Halix Pharma 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 
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Remarks of the Evaluator. Box warning of increased mortality in elderly patients 

with dementia related psychosis 

Decision:   Approved. 

18.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 2mg Tablets 

Composition Each tablet contains: Iloperidoneééééé.2mg  

Diary No. Date of R& I & fee  Dy.No.2088, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs   / 1x20ôs  / 1x30ôs  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

 

Me-too status  Ilodon of Genix Pharma 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. Å Box warning of  increased mortality in elderly patients 

with dementia related psychosis 

Decision:    Approved 

19.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 6 mg Tablets 

Composition Each tablet contains:  Iloperidoneééééé.6 mg  

Diary No. Date of R& I & fee  Dy.No.2078, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  / 1x20ôs  / 1x30ôs  ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

 

Me-too status  Ilodon of genix pharma 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. Å Box warning of  increased mortality in elderly patients 

with dementia related psychosis 

Decision:   Approved 

20.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Cycin Gel 

Composition Each gram contains:- 

Clindamycin Phosphate eq. toClindamycinééé.1% 

Benzoyl Peroxideéé..5%  

Diary No. Date of R& I & fee  Dy.No.2098, 27-03-2015, Rs.20,000/- 

Pharmacological Group Anti-Bacterial Agent  

Type of Form Form-5 
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Finished Product Specification As per innovator 

Pack size &  Demanded Price 10gm / 25gm  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Duac gel (USFDA) 

 

Me-too status  Calinol Plus of Panacea Pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:  Approved. 

21.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Perm Lotion 5% 

Composition Each ml contains:Permethrinééé.50mg  

Diary No. Date of R& I & fee  Dy.No.2075, 27-03-2015, Rs.20,000/- 

Pharmacological Group Topical Anti-infective  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 60ml (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  Permider of Biogen Pharma 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. Å Evidence of approval of applied formulation in reference 

regulatory authorities/agencies is missing in 5% strength. 

Decision: Deferred for the evidence of approval of applied formulation in reference regulatory 

authorities/agencies is missing in 5% strength. 

22.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

 Perm 50mg Cream 

Composition Each gram contains:  Permethrinéééé50mg 

Diary No. Date of R& I & fee  Dy.No.2093, 27-03-2015, Rs.20,000/- 

Pharmacological Group Topical Anti-infective  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 30gm  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Permethrin of Perrigo (USFDA) 

Me-too status  Scabiseiz Plus of Hoover  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:   Approved 
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23.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glocin V Cream 2% 

Composition Each gram contains:- 

Clindamycin Phosphate eq. toClindamyciné2% 

Diary No. Date of R& I & fee  Dy.No.2085, 30-03-2015, Rs.20,000/- 

Pharmacological Group Antibacterial agent  

Type of Form Form-5 

Finished Product Specification As per manufacturer 

Pack size &  Demanded Price 40gm  (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 of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:  Approved 

24.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Amis 50mg Tablets 

Composition Each tablet contains: Amisulprideéééé.50mg 

Diary No. Date of R& I & fee  Dy.No.2081, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 1x10ôs  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Amisulpride of Rivopharm (MHRA)  

Me-too status  Amirid of Shrooq 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:  Approved 

25.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Erythronoin Gel 

Composition Each gram contains:  Isotretinoinéééé0.05% 

Erythromycinéééé2%  

Diary No. Date of R& I & fee  Dy.No.2099, 27-03-2015, Rs.20,000/- 

Pharmacological Group Topical Antibacterial Agent  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 10gm  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Isotrexin Gel of GSK (USFDA) 
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Me-too status  Isotrexin of GSK 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision:  Approved 

26.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Zolida 4mg Injection (solution for infusion) 

Composition Each 5ml contain:    Zoledronic Acidééé..4mg 

Diary No. Date of R& I & fee  Dy.No.2092, 27-03-2015, Rs.20,000/- 

Pharmacological Group Inhibitor of osteoclastic bone resorption  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1ôs  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Zometa of Novartis (USFDA)  

Me-too status  Zoldic of CCL  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ¶ Liquid ampoule vial section present.  

¶ Formulation is present in Japanese Pharmacopeia 

¶ TLC and LPC is present 

Decision: Approved 

27.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Balsa 750mg Tablets 

Composition Each film coated tablet contains:- 

Balsalazide disodiumé..750mg 

Diary No. Date of R& I & fee  Dy.No.2090, 27-03-2015, Rs.20,000/- 

Pharmacological Group Anti-inflammatory  

Type of Form Form-5 

Finished Product Specification As per USP 

Pack size &  Demanded Price 1x10ôs (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA 

Me-too status  NA  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ¶ Evidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) canôt be verified. 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 

249
th
meeting canôt be verified. 

¶ Formulation canôt be verified from USP 
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Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP 

(generic / me-too status) and evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 249
th
meeting. 

28.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Razin ER 500mg Tablets 

Composition Each extended release tablet contains:- 

Ranolazineééé..500mg  

Diary No. Date of R& I & fee  Dy.No.2079, 27-03-2015, Rs.20,000/- 

Pharmacological Group Anti-anginal drug  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 14ôs  (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Ranexa of Gilead  (USFDA)  

Me-too status  Rancard XR of  Searle  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

29.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 4mg Tablets 

Composition Each tablet contains:    Iloperidoneééééé.4mg  

Diary No. Date of R& I & fee  Dy.No.2083, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  /  1x20ôs  / 1x30ôs  ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

Me-too status  Ilodon of genix pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ¶ General and psychotropic tablet section present.  

Decision: Approved 

30.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 10mg  Tablets 

Composition Each tablet contains:  Iloperidoneééééé.10 mg  

Diary No. Date of R& I & fee  Dy.No.2095, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification é 
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Pack size &  Demanded Price 1x10ôs 

1x20ôs 

1x30ôs 

 As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt ofVanda (USFDA) 

Me-too status  Of Halix  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

31.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 12mg Tablets 

Composition Each tablet contains:   Iloperidoneééééé.12mg  

Diary No. Date of R& I & fee  Dy.No.2094, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  /  1x20ôs  /  1x30ôs   ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

Me-too status  Ilodon of genix pharma 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

32.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glogrow Solution 5% 

Composition Each ml contains:    Minoxidiléééé5%  

Diary No. Date of R& I & fee  Dy.No.2076, 27-03-2015, Rs.20,000/- 

Pharmacological Group Vasodilator, Antihypertensive 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 60 ml ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Minoxidil extra of Wockhardt (USFDA) 

 

Me-too status  Regro of seatle pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. Å lotion section present 

Decision: Approved 
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33.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glogrow Solution 2% 

Diary No. Date of R& I & fee  Dy.No.2077, 27-03-2015, Rs.20,000/- 

Composition Each ml contains:    Minoxidiléééé2%  

Pharmacological Group Vasodilator, Antihypertensive 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 60 ml ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Rogaine of Johnson and Johnson (USFDA) 

 

Me-too status  Higrow of Shaigan  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ¶ lotion section present 

Decision: Approved  

34.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glozol V Gel 

Composition Each gram contains:  Metronidazoleéééé7.5mg 

Diary No. Date of R& I & fee  Dy.No.2084, 30-03-2015, Rs.20,000/- 

Pharmacological Group Antiprotozoal Agent   

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 40gm (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Vandazole of Teva  (USFDA)  

Me-too status  Metni-V of shaigan 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

35.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Bosent 125mg Tablets 

Composition Each film coated tablet contains:- 

Bosentan (as Monohydrate)é125mg 

Diary No. Date of R& I & fee  Dy.No.2089, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antihypertensive  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 1x10ôs  (As Per SRO) 

Approval status of product in Reference Tracleer of Actelion (FDA)  
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Regulatory Authorities. 

Me-too status  Bosmon of Hilton Pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ¶ There is a box warning of risks of hepatotoxicity 

and embryo-fetal toxicity 

Decision: Approved 
 

36.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Clotri-G Cream 

Composition Each gram contains:- 

Clotrimazole éé.ééé1% 

Gentamycinééééé0.1% 

Diary No. Date of R& I & fee  Dy.No.2092, 27-03-2015, Rs.20,000/- 

Pharmacological Group Topical Anti-Fungal & Antibacterial  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 15gm / 35gm   (As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

NA  

Me-too status  NA 

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator. ÅEvidence of approval of applied formulation in reference 

regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 249th 

meeting missing. 

ÅEvidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) canôt be verified. 

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP 

(generic / me-too status) and evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 249
th
meeting. 

 

37.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Glodon 8 mg Tablets 

Composition Each tablet contains:  Iloperidoneééééé.8 mg  

Diary No. Date of R& I & fee  Dy.No.2091, 27-03-2015, Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification As per innovator  

Pack size &  Demanded Price 1x10ôs 

1x20ôs 

1x30ôs ( As Per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Fanapt of Vanda (USFDA) 

Me-too status  ILOPER of Hilton Pharma 
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GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

38.  Name and address of manufacturer / 

Applicant 

M/s Global Pharmaceuticals (Pvt) Ltd., Plot #204-205, 

Industrial triangle, Kahuta road Islamabad. 

Brand Name +Dosage Form + Strength Gloject Injection 

Composition Each ml contains:- 

Iron as Ferric Carboxymaltoseééé..50mg  

Diary No. Date of R& I & fee  Dy.No.2080, 27-03-2015, Rs.20,000/- 

Pharmacological Group Iron Supplement  

Type of Form Form-5 

Finished Product Specification As per innovator 

Pack size &  Demanded Price 10mlx1ôs 

10mlx5ôs  

As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Injectafer of Luitplold  (USFDA)  

Me-too status  Ferinject of RG Pharma  

GMP status  Last GMP Inspection of by M/s Global Pharma 

Conducted on 24-8-2016 with conclusive remarks of 

Good level of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

39.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma, 44, 45, Korangi Creek Road Karachi 

Brand Name +Dosage Form + Strength Ribavil Tablet 

Composition Each tablet contains:Ribavirin éé..600mg 

Diary No. Date of R& I & fee  Dy.No. 410, 30-3-2015, Rs.20,000/- 

Pharmacological Group Antiviral  

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Ribavirin of Kadmon (USFDA) 

Me-too status  Anti-C of werrick  

GMP status  Last GMP Inspection of Genix Pharma Conducted on 

26.1.2017 with conclusive remarks of acceptable level of 

cGMP compliance. 

Remarks of the Evaluator. Firm wanted to withdraw registration dossier as these 

products are already being registered in terms of transfer 

of registration from Epoch pharma to Genix pharma. 

Copy of registration letter is provided. 

Decision: Board approved the request of withdrawal of registration dossier as these products are 

already being registered in terms of transfer of registration from Epoch pharma to Genix 

pharma.  

40.  Name and address of manufacturer / M/s Genix Pharma, 44, 45, Korangi Creek Road Karachi 
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Applicant 

Brand Name +Dosage Form + Strength Ribavil 400 mg Tablet 

Composition Each Tablet Contains: 

Ribavirin USPéé..400mg 

Diary No. Date of R& I & fee  Dy.No. 409, 30-3-2015, Rs.20,000/- 

Pharmacological Group Antiviral  

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price NA (As per PRC) 

Approval status of product in Reference 

Regulatory Authorities. 

Ribavirin of Kadmon (USFDA) 

Me-too status  Anti-C of werrick  

GMP status  Last GMP Inspection of Genix Pharma Conducted on 

26.1.2017 with conclusive remarks of acceptable level of 

cGMP compliance. 

Remarks of the Evaluator. Firm wanted to withdraw registration dossier as these 

products are already being registered in terms of transfer 

of registration from Epoch pharma to Genix pharma. 

Copy of registration letter is provided. 

Decision: Board approved the request of withdrawal of registration dossier as these products are 

already being registered in terms of transfer of registration from Epoch pharma to Genix 

pharma. 

41.  Name and address of manufacturer / 

Applicant 

M/s Benson Pharmaceuticals Islamabad contract 

manufacturing by M/s WnsFeild Pharmaceuticals,  Hattar. 

Brand Name +Dosage Form + Strength Allerkast 4mg Sachet 

Composition Each sachet contains:  Montelukast as sodiuméé....4mg 

Diary No. Date of R& I & fee  Dy.No.1116, 24-02-2015, Rs.50,000/- 

Pharmacological Group Bronchodilators, Anti-Asthmatic  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price AS per SRO (As per SRO.) 

Approval status of product in Reference 

Regulatory Authorities. 

Singular of Merck (USFDA) 

Me-too status  Aerokast of Barrett Hodgson 

GMP status  Last GMP Inspection of WnsFeild Pharmaceuticals 

conducted on 7-4-2017 with conclusive remarks of   

compliance of cGMP. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

42.  Name and address of manufacturer / 

Applicant 

M/s Genix Pharma, 44, 45, Korangi Creek Road Karachi 

Brand Name +Dosage Form + Strength Cofinol syrup 

Composition Each 5ml Contains:Promethazine HCLé5mg 

Dextromethorphan HBr3.75mg 

Paracetamol BPééé250mg 

Diary No. Date of R& I & fee  Dy.No. 408, 30-3-2015, Rs.20,000/- 
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Pharmacological Group Analgesic/Antihistamine/Antitussive  

Type of Form Form-5 

Finished Product Specification Not provided 

Pack size &  Demanded Price 60 ml, 120 ml (As per PRC) 

Approval status of product in Reference 

Regulatory Authorities. 

Fedril Night Cold and Flu, Oral Solution (MHRA) 

Me-too status   Nightcare of Highnoon laboratories 

GMP status  Last GMP Inspection of Genix Pharma Conducted on 

26.1.2017 with conclusive remarks of acceptable level of 

cGMP compliance. 

Remarks of Evaluator  

Decision: Approved 

43.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., Plot#2, National 

Industrial Zone, Rawat applied for contract manufacturing 

by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Avezone 500mg Injection IM 

Composition Each vial contains:- 

Ceftriaxone odium eq. to Ceftriaxoneééé..500mg 

Diary No. Date of R& I & fee  Dy.No. 1991, 27-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs vial (As Per PRC) 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriazone of sandoz (USFDA) 

Me-too status  3-zone by Zeb  

GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

44.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., plot#2,national 

industrial zone, Rawat applied for contract manufacturing 

by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Avezone 500mg Injection IV 

Composition Each vial contains:- 

Ceftriaxone sodium eq. to Ceftriaxoneééé..500mg 

Diary No. Date of R& I & fee  Dy.No. 1987, 27-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1ôs vial  (As Per PRC) 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriazone of sandoz (USFDA) 

 

Me-too status  3-zone of Zeb  
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GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

45.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., 249/A, Kahuta 

applied for contract manufacturing by M/s Bio Labs (Pvt) 

Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Eso-Cool 40mg Injection (IV) 

Composition Each vial contains: - 

Esomeprazole (as sodium)ééé.é40mg 

Diary No. Date of R& I & fee  Dy.No.1995, 27-02-2015, Rs.50,000/-27-03-2015 

Pharmacological Group Proton Pump Inhibitor  

Type of Form Form-5 

Finished Product Specification Manufacturer 

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  Axigo of medisure 

GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

46.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., 249/A, Kahuta 

Road applied for contract manufacturing by M/s Bio Labs 

(Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength  Amazole 40mg Injection 

Composition Each vial contains:- 

Omeprazole (as Sodium)ééé.é40mg 

Diary No. Date of R& I & fee  Dy.No.1994, 27-02-2015, Rs.50,000/- 

Pharmacological Group Proton Pump Inhibitor  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 1ôs vial (As Per PRC) 

Approval status of product in Reference 

Regulatory Authorities. 

Omeprazole  IV of Sandoz (TGA) 

Me-too status  Loprot of Nabiqaim  

GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 
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47.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., Plot #2, National 

industrial zone, Rawat applied for contract manufacturing 

by M/s Bio Labs (Pvt) Ltd, Islamabad. 

applied for contract manufacturing by M/s Bio Labs (Pvt) 

Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Avezone 1gm Injection IV 

Composition Each vial contains:- 

Ceftriaxone sodium eq. to Ceftriaxoneééé..1gm 

Diary No. Date of R& I & fee  Dy.No. 1989, 27-02-2015, Rs.50,000/- 

Pharmacological Group Cephalosporin  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As Per PRC (1ôs vial) 

Approval status of product in Reference 

Regulatory Authorities. 

Rocephin by Hoffman (USFDA) 

 

Me-too status  3-zone of Zeb  

GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

48.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals (Pv) Ltd., plot#2,national 

industrial zone, Rawat applied for contract manufacturing 

by M/s Bio Labs (Pvt) Ltd, Islamabad. 

Brand Name +Dosage Form + Strength Biosom 100mg Ampoule 

Composition Each 2 ml contains:     Iron III Iso-maltosideé..100mg 

Diary No. Date of R& I & fee  Dy.No. 1985, 27-02-2015, Rs.50,000/- 

Pharmacological Group Iron Deficiency anemia  

Type of Form Form-5 

Finished Product Specification As per innovators 

Pack size &  Demanded Price As Per PRC (1ôs vial) 

Approval status of product in Reference 

Regulatory Authorities. 

Diafer 50 mg/ml solution for injection (EMC) 

Me-too status  NA 

GMP status  Last GMP Inspection of by M/s Bio Labs Conducted on 

15-12-2016 with conclusive remarks cGMP compliance. 

Remarks of Evaluator Evidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) canôt be verified. 

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing and me-too status. 

49.  Name and address of manufacturer / 

Applicant 

M/s S.J.&G. Fazul Ellahie (Pvt) Ltd., E/46,SITE 

Karachi 

Brand Name +Dosage Form + Strength Herpex infusion 250 mg 

Composition Dy.No. 369, 19-3-2015, Rs.20,000/- 

Diary No. Date of R& I & fee  Each vial contains:Acycloviréé..250mg 

Pharmacological Group Antiviral  

Type of Form Form-5 
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Finished Product Specification USP  

Pack size &  Demanded Price 5 vials Pack: Rs.2350.00 (1 vial Pack: Rs.540.0) 

Approval status of product in Reference 

Regulatory Authorities. 

Zovirax of GSK (USFDA) 

Me-too status  Aclova of Akhai Pharma  

GMP status  Last GMP Inspection of S.J.&G. Fazul Ellahie Conducted 

on 12-1-2017 with conclusive remarks of good cGMP 

compliance. 

Remarks of Evaluator Lyophilized  section present 

Decision: Approved 

50.  Name and address of manufacturer / 

Applicant 

M/s S.J.&G. Fazul Ellahie (Pvt) Ltd., E/46,SITE 

Karachi 

Brand Name +Dosage Form + Strength Herpex infusion 500 mg 

Composition Dy.No. 370, 19-3-2015, Rs.20,000/- 

Diary No. Date of R& I & fee  Each vial contains:Acycloviréé..500mg 

Pharmacological Group Antiviral  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1 vial Pack: Rs. 950.00   /   5 vial Pack: Rs. 4400.00 

Approval status of product in Reference 

Regulatory Authorities. 

Zovirax of GSK (USFDA) 

 

Me-too status  Acyclovir of Abbott 

GMP status  Last GMP Inspection of S.J.&G. Fazul Ellahie Conducted 

on 12-1-2017 with conclusive remarks of good cGMP 

compliance. 

Remarks of Evaluator  

Decision: Approved 

51.  Name and address of manufacturer / 

Applicant 

M/s S.J.&G. Fazul Ellahie (Pvt) Ltd., E/46,SITE 

Karachi 

Brand Name +Dosage Form + Strength CEFAST 2 g injection (I.V) 

Composition Dy.No. 372, 19-3-2015, Rs.20,000/- 

Diary No. Date of R& I & fee  Each vial contain:Ceftriaxoneééé2 g 

Pharmacological Group Antibacterial  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1 vial: Rs. 575.00 

Approval status of product in Reference 

Regulatory Authorities. 

Rocephen of Roche (USFDA) 

Me-too status  Cesod of Amson (I.V) 

GMP status  Last GMP Inspection of S.J.&G. Fazul Ellahie conducted 

on 12.1.2017 with conclusive remarks of good cGMP 

compliance. 

Remarks of Evaluator  

Decision: Approved 

  



Minutes for 272
nd

Meeting of Registration Board          29 

52.  Name and address of manufacturer / 

Applicant 

M/s.  Atco Lab. B-18, SITE. Karachi. 

Brand Name +Dosage Form + Strength Dio Plus-H 10mg/320mg/ 25mg Tablet 

Composition Each film coated tablet contains: 

Amlodipine besilate eq. to amlofipineéé..10 mg 

Valsartanééé320 mg 

Hydrochlorothiazideé.25mg  

Diary No. Date of R& I & fee  Dy.No.213, 11-08-2015, Rs.20,000/- 

Pharmacological Group Anti Hypertensive   

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 7ôs (Rs.819/-), 10ôs(Rs.1,170/-), 14ôs (Rs.1,638/-), 

28ôs (Rs.3,276/-), 30ôs (Rs.3,510/-) 

Approval status of product in Reference 

Regulatory Authorities. 

Product Of Teva pharma (USFDA)  

Me-too status  Exforge-HCT of Novartis 

GMP status  Last GMP Inspection of M/s Atco labs Conducted on 

13.12.2016 with conclusive remarks of Good level of 

cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

53.  Name and address of manufacturer / 

Applicant 

M/s.  Atco Lab. B-18, SITE. Karachi. 

Brand Name +Dosage Form + Strength Dio Plus-H 10mg/160mg/ 25mg Tablet 

Composition Each film coated tablet contains: 

Amlodipine besilate eq. to amlofipineéé..10 mg 

Valsartanééé160 mg 

Hydrochlorothiazideé.25mg 

Diary No. Date of R& I & fee  Dy.No.212, 11-08-2015, Rs.20,000/- 

Pharmacological Group Anti Hypertensive   

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 7ôs(Rs.763/-), 10ôs(Rs.1090/-), 14ôs(Rs.1526/-) 

28ôs(Rs.3052/-), 30ôs (Rs.3370/-) 

Approval status of product in Reference 

Regulatory Authorities. 

Product Of Teva pharma (USFDA)  

Me-too status  Exforge-HCT of Novartis 

GMP status  Last GMP Inspection of M/s Atco labs Conducted on 

13.12.2016 with conclusive remarks of Good level of 

cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved. 

54.  Name and address of manufacturer / 

Applicant 

M/s Ophth Pharma Pvt. Ltd.Plot # 241, Sector 24, 

Korangi Karachi. 

Brand Name +Dosage Form + Strength Limus Ophthalmic Drops 

Diary No. Date of R& I & fee  Dy.No. 288, 30-3-2015, Rs.20,000/- 

Composition Each ml Contain:Tacrolimusééé1.0mg  

Pharmacological Group Anti-infected 

Type of Form Form-5 
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Finished Product Specification Manufacturers 

Pack size &  Demanded Price 5 ml (Rs. 500/- ) 

Approval status of product in Reference 

Regulatory Authorities. 

By Senju (PMDA) 

Me-too status  Eczemus of Brookes 

GMP status  Last GMP Inspection of Ophth Pharma on 04.08.2016 

with conclusive remarks of good cGMP compliance. 

Remarks of evaluator ¶ Registration Board deliberated the matter in light of 

above information and decided as under: 

¶ a) There is no need for segregated / dedicated / self 

contained premises / facilities for the production of 

drugs belonging to the categories namely 

immunosuppressants, aromatase inhibitors (letrozole, 

anastrozole) and clomiphene. However, drugs of these 

classes are found highly hazardous for workers and 

personnel who remain in direct contact or are involved 

in close handling of these drugs. Aforementioned drugs 

are present in NIOSH (National Institute for 

Occupational Safety and Health, USA) list of 

Antineoplastic and 

¶ Draft Minutes for 271
st
Registration Board Meeting 15 

¶ Other Hazardous Drugs in Healthcare Settings 2016, 

prepared by Center for Disease Control & Prevention 

and National Institute for Occupational Safety and 

Health. Therefore, the safety and protective measures 

for workers and personnel which remain in direct 

contact or are involved in close handling of these drugs 

shall be required to be established by the manufacturers. 

Decision: Approved. Manufacturer shall take protective measures for safety of personnel 

involved in manufacturing of immunosuppressant products as decided by Registration Board in 

271
st
 meeting.   

55.  Name and address of manufacturer / 

Applicant 

M/s Ophth Pharma Pvt. Ltd. Plot # 241, Sector 24, 

Korangi Karachi. 

Brand Name +Dosage Form + Strength T-Blue ophthalmic Diagnostic solution 

Diary No. Date of R& I & fee  Dy.No. 288, 30-3-2015, Rs.20,000/- 

Composition Each ml contains:Trypan blue éé.0.06 %  

Pharmacological Group Diagnostic  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price Rs. 300/-  

Approval status of product in Reference 

Regulatory Authorities. 

Visionblue (USFDA) 

Me-too status  NA 

GMP status  Last GMP Inspection of Ophth Pharma on 04.8.2016 with 

conclusive remarks of good cGMP compliance. 

Remarks of evaluator Evidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) not available. 

Decision: Deferred for the evidence of applied formulation/drug already approved by DRAP 

(generic / me-too status) and evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 249
th
meeting. 

Justification of its status (drug or device) in USFDA also need verification. 
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Evaluator PECï XIII  

 

56.  Name and address of manufacturer / 

Applicant 

M/s Indus Pharma (Pvt) Limited, Plots No.26,27,63-67, 

sector-27, Korangi Industrial Area, Karachi. 

Brand Name+Dosage Form+Strength Adecal Tablet 0.5mcg 

Composition Each tablet contains: 

Alfacalcidol éééé.0.5 mcg 

Diary No. Date of R& I & fee Dy. No.613; 21-04-2015; Rs.20,000/- (09-04-2015) 

Pharmacological Group Vitamin- D Analogue 

Type of Form Form-5 

Finished product Specification In-house 

Pack size & Demanded Price 10ôs,  30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

PMDA approved (Japan) 

Me-too status Adela Tablet 0.5mcg of M/s Getz Pharma (Reg.# 057894) 

GMP status Last GMP inspection was conducted on 12-05-2016 which 

concludes satisfactory level of GMP compliance. 

Remarks of the Evaluator. ¶ The date of inspection report provided is old and 

doesnôt fall within one year. 

Decision: Deferred due to unavailability of latest inspection report within one year. 

 

57.  Name and address of manufacturer / 

Applicant 

M/s Indus Pharma (Pvt) Limited, Plots No.26,27,63-67, 

Sector-27, Korangi Industrial Area, Karachi. 

Brand Name+Dosage Form+Strength Indomal DT (Dispersible Tablet) 

Composition Each Dispersible Tablet contains: 

Artemetheréééééééé.40mg 

Lumefantrine éééééé..240mg 

Diary No. Date of R& I & fee Dy. No.582; 17-04-2015; Rs.20,000/- (09-04-2015) 

Pharmacological Group Anti-malarial 

Type of Form Form-5 

Finished product Specification In-house 

Pack size & Demanded Price 1x8ôs 

Approval status of product in 

Reference Regulatory Authorities. 

WHO Approved Formulation (not as dispersible;instead as 

tablet) 

Me-too status Alar Plus Dispersible Tablet of M/s Searle Pharma 

(Reg.#059902) 

GMP status Last GMP inspection was conducted on 12-05-2016 which 

concludes satisfactory level of GMP compliance. 

Remarks of the Evaluator. ¶ The date of inspection report provided is old and 

doesnôt fall within one year. 

¶ The proposed drug doesnôt exist in SRA as dispersible. 

 Decision:Deferred for following:  

¶ Unavailability of latest inspection report within one year. 

¶ Confirmation of approval status of formulation by reference regulatory authorities. 

 

58.  Name and address of manufacturer / 

Applicant 

M/s Asian Continental, Continental House, D-133, Tipu 

Sultan Road, KDA Scheme-I, Karachi; Contract 

Manufactured by Pharm-Evo (Pvt)limited,Plot#A-29,North 

Wester Industrial Zone, Port Qasim, Karachi. 

Brand Name+Dosage Form+Strength Ceficon Capsule 400mg 

Composition Each capsule contains: 

Cefixime as Trihydrateéééééééé.400mg 

Diary No. Date of R& I & fee Dy. No.292; 15-12-2014; Rs.50,000/- (11-12-2014) 
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Pharmacological Group Antibiotic (Third Generation Cephalosporin) 

Type of Form Form-5 

Finished product Specification U.S.P. 

Pack size & Demanded Price 1x10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Suprax Capsules by Lupin limited (USFDA Approved) 

Me-too status Cefspan capsules 400mg of M/s Barrett Hodgson 

(Reg.#013860) 

GMP status Last inspection is dated as ñ2015-2016ò& date of signatures 

of panel inspectors is ñ27-01-2017ò.The report concludes 

acceptable level of GMP compliance. 

Remarks of the Evaluator. ¶ Last inspection of Pharm-Evo (Manufacturer) conducted is 

dated as ñ2015-2016ò while the date of signatures of panel 

inspectors is ñ27-01-2017ò.The provided report concludes 

acceptable level of GMP compliance. 

¶ The firm claimed U.S.P. specs while it is not present in 

U.S.P. 

Decision: Deferred due to following reasons: 

¶ The confirmation of address of the applicant. 

¶ The dates on the inspection report provided need verification. 

59.  Name and address of manufacturer / 

Applicant 

M/s Asian Continental, Continental House, D-133, Tipu 

Sultan Road, KDA Scheme-I, Karachi. 

Contract Manufactured by Pharm-Evo (Pvt) Ltd, Plot#A-29, 

North Wester Industrial Zone, Port Qasim, Karachi. 

Brand Name+Dosage Form+Strength Ceficon Dry Powder for Suspension 100mg/5ml 

Composition Each 5ml contains: 

Cefixime as Trihydrate éééééééé.100mg 

Diary No. Date of R& I & fee Dy. No.293; 15-12-2014; Rs.50,000/- (12-12-2014) 

Pharmacological Group Antibiotic (Third Generation Cephalosporin) 

Type of Form Form-5 

Finished product Specification U.S.P. 

Pack size & Demanded Price 30ml &60ml 

Approval status of product in 

Reference Regulatory Authorities. 

Cefixime by Aurobindo Pharma (USFDA Approved) 

Me-too status Cefspan Suspension 100mg of M/s Barrett Hodgson 

(Reg.#010429 ) 

GMP status Last inspection is dated as ñ2015-2016ò& date of signatures 

of panel inspectors is ñ27-01-2017ò.The report concludes 

acceptable level of GMP compliance. 

Remarks of the Evaluator. ¶ Last inspection of Pharm-Evo (Manufacturer) conducted 

is dated as ñ2015-2016ò while the date of signatures of panel 

inspectors is ñ27-01-2017ò.The provided report concludes 

acceptable level of GMP compliance. 

¶ 15% overage was included which; when asked to justify, 

was justified for 5% overage as: 

ñ5% Cefixime excess is included to compensate loss during 

granulation step of finished pharmaceutical product, 

furthermore over initial assay results are very close to 

standard limits.ò 

 Decision: Deferred due to following reasons: 

¶ The confirmation of address of the applicant. 

¶ The dates on the inspection report provided need verification. 

¶ On justification of 15% applied overage, the firm submitted the same for 5% which is not on 

scientific grounds. 
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60.  Name and address of manufacturer / 

Applicant 

M/s Asian Continental, Continental House, D-133, Tipu 

Sultan Road, KDA Scheme-I, Karachi.  

Contract Manufactured by Pharm-Evo (Pvt) limited, Plot#A-

29, North Wester Industrial Zone, Port Qasim, Karachi. 

Brand Name+Dosage Form+Strength Ceficon DS Dry Powder for Suspension 200mg/5ml 

Composition Each 5ml contains: 

Cefixime as Trihydrate éééééééé.200mg 

Diary No. Date of R& I & fee Dy. No.294; 15-12-2014; Rs.50,000/- (12-12-2014) 

Pharmacological Group Antibiotic (Third-Generation Cephalosporin) 

Type of Form Form-5 

Finished product Specification U.S.P. 

Pack size & Demanded Price 30ml 

Approval status of product in 

Reference Regulatory Authorities. 

Cefixime by Aurobindo Pharma (USFDA Approved) 

Me-too status Cefspan Suspension DS 200mg of M/s Barrett Hodgson 

(Reg.#024634) 

GMP status Last inspection is dated as ñ2015-2016ò& date of signatures 

of panel inspectors is ñ27-01-2017ò.The report concludes 

acceptable level of GMP compliance. 

Remarks of the Evaluator. ¶ Last inspection of Pharm-Evo (Manufacturer) conducted is 

dated as ñ2015-2016ò while the date of signatures of panel 

inspectors is ñ27-01-2017ò.The provided report concludes 

acceptable level of GMP compliance. 

¶ 15% overage was included which; when asked to justify, 

was justified for 5% overage as: 

ñ5% Cefixime excess is included to compensate loss 

during granulation step of finished pharmaceutical 

product, furthermore over initial assay results are very 

close to standard limits.ò 

Decision: Deferred due to following reasons: 

¶ The confirmation of address of the applicant. 

¶ The dates on the inspection report provided need verification. 

¶ On justification of 15% applied overage, the firm submitted the same for 5% which is not on 

scientific grounds. 
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Evaluator PECï XI  

 

61.  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 Vildamet tablet 50mg/850mg 

Composition Each film coated tablet contains: 

Vildagliptinééééé.50 mg 

Metformin hydrochlorideééé.850 mg 

Diary No. Date of R& I & fee  Dy. No.188; 08-09-2014; Rs.20,000/-(08-09-2014) 

Pharmacological Group Antidiabetic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 3x10ôs; Rs.1370.55/- 

Approval status of product in Reference 

Regulatory Authorities. 

Glavumet (TGA) 

Me-too status  Galvusmet of M/s Novartis Pharma 

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 ¶ The firm has claimed USP specifications but the 

formulation is not available in any pharmacopoeia. 

¶ The firm has proposed following brand names: 

1. Valmet 

2. Vimet 

3. Vildiab 

4. Metavil 

Decision:Approved with Innovatorôs specifications and 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.  

62.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Saydoxim 100mg Capsule  

Composition Each capsule contains: 

Cefpodoxime (as proxetil)éééé.100 mg 

Diary No. Date of R& I & fee  Dy. No.142; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Ipod 100mg capsule of M/s Genome Pharmaceuticals, Hattar. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator ¶ The firm has claimed USP specifications but the 

formulation is not available in any pharmacopoeia  

¶ Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

63.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength DS Saydoxim 40mg/5ml  

Composition Each 5ml on reconstitution contains: 

Cefpodoxime (as proxetil)éééé.40 mg 

Diary No. Date of R& I & fee  Dy. No.141; 03-03-2015; Rs.20,000/- (03-03-2015) 
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Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 50ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

UK-MHRA approved 

Me-too status  Ipod 40mg/5ml of M/s Genome Pharmaceuticals, Hattar. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

 

64.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength DS Say-Ceph 125mg/5ml  

Composition Each 5ml on reconstitution contains: 

Cephradine (as monohydrate) éééé.125 mg 

Diary No. Date of R& I & fee  Dy. No.146; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 60ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Velosef 125mg/5ml of M/s GSK (USFDA) 

Me-too status  AG-Ceph 125mg/5ml of M/s Saydon Pharmaceuticals, 

Peshawar. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator ¶ Marketing status: discontinued in USFDA. 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

65.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength DS Say-Ceph 250mg/5ml  

Composition Each 5ml on reconstitution contains: 

Cephradine (as monohydrate) éééé.250 mg 

Diary No. Date of R& I & fee  Dy. No.145; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 60ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Cephradine powder for Syrup 250mg/5ml (UK-MHRA) 

Me-too status  AG-Ceph 250mg/5ml of M/s Saydon Pharmaceuticals, 

Peshawarr. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator  

Decision:Approved. 

66.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Sayfim 200mg Capsule  

Composition Each capsule contains: 

Cefixime (as trihydrate)éééé.200 mg 

Diary No. Date of R& I & fee  Dy. No.152; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group Cephalosporin 
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Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 1x5ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Cefim 200mg capsule of M/s Hilton Pharmaceuticals. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator ¶ Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

¶ The firm has claimed USP specifications but the 

formulation is not available in any pharmacopoeia 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

67.  Name and address of manufacturer / 

Applicant 

M/s Sayyed Pharmaceutical Industries (Pvt.) Ltd., Plot No. 

67/2 Phase-3, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Sayfruxim 250mg Capsule  

Composition Each capsule contains: 

Cefuroxime (as axetil)éééé.250 mg 

Diary No. Date of R& I & fee  Dy. No.144; 03-03-2015; Rs.20,000/- (03-03-2015) 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x7ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Cef-Euro 250mg capsule of M/s Rasco pharma. 

GMP status  Last inspection conducted on 13-3-2017 and report concludes 

that the overall GMP was satisfactory. 

Remarks of the Evaluator ¶ Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

¶ The firm has claimed USP specifications but the 

formulation is not available in any pharmacopoeia 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

68.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Atelosim 50 mg tablets 

 

Composition Each film coated tablet contains: 

Atenololé..50mg 

Diary No. Date of R& I & fee  Dy. No.16; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Beta blocker 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 1x20ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Atenolol 50 mg tablets (UK-MHRA) 

Me-too status  Cardi 50mg tablets of M/s Benson pharma. 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator Latest GMP inspection report is missing. However, the firm 

has also applied for issuance of cGMP certificate on 

12.11.2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

69.  Name and address of manufacturer / M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 



Minutes for 272
nd

Meeting of Registration Board          37 

Applicant Lahore. 

Brand Name +Dosage Form + Strength Simdex 100mg/5ml suspension 

 

Composition Each 5ml contains: 

Dexibuprofené..100mg 

Diary No. Date of R& I & fee  Dy. No.18; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 60ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Purifen suspension (Bangladesh) 

Me-too status  Dexib 100mg/5ml suspension of M/s Tabros pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

¶ Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

Decision:Deferred for latest GMP inspection report conducted during last one year and evidence 

of approval status of applied formulation in reference regulatory authorities. 

 

70.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simdex 400mg tablet 

 

Composition Each film coated tablet contains: 

Dexibuprofené..400mg 

Diary No. Date of R& I & fee  Dy. No.17; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group NSAID 

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. 

Seractil 400 mg film-coated tablets (UK-MHRA) 

Me-too status  Dexib 400mg tablet of M/s Tabros pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

 

71.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simvasc 5mg Tablets 

Composition Each film coated tablet contains: 

Amlodipine (as besylate)é..5mg 

Diary No. Date of R& I & fee  Dy. No.24; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Calcium channel blocker 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Norvasc 5mg tablets (USFDA) 
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Me-too status  Sofvasc 5mg tablet of M/s Wilson pharma 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, the 

firm has also applied for issuance of cGMP certificate on 12-

11-2016. 

¶ The evidence of applied formulation as film coated tablets 

in reference regulatory authorities could not be verified. 

Decision:Deferred for latest GMP inspection report conducted during last one year and evidence 

of approval status of applied formulation in reference regulatory authorities. 

 

72.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simrose 5mg Tablets 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é..5mg 

Diary No. Date of R& I & fee  Dy. No.23; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Statin (lipid lowering agent) 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Crestor 5mg film-coated tablets (UK-MHRA) 

Me-too status  Rovista 5mg tablet of M/s Getz pharma 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

 

73.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simrose 10mg Tablets 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é..10mg 

Diary No. Date of R& I & fee  Dy. No.9; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Statin (lipid lowering agent) 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Crestor 10 mg film-coated tablets (UK-MHRA) 

Me-too status  Rovista 10mg tablet of M/s Getz pharma 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

 

 

 

74.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simrose 20mg Tablets 
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Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é..20mg 

Diary No. Date of R& I & fee  Dy. No.19; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Statin (lipid lowering agent) 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Crestor 20 mg film-coated tablets (UK-MHRA) 

Me-too status  Rovista 20mg tablet of M/s Getz pharma 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

75.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Glipsim 50mg Tablets 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)é..50mg 

Diary No. Date of R& I & fee  Dy. No.11; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Anti-diabetic/Dipeptidyl peptidase-4  inhibitor 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 14ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Januvia 50mg tablets (USFDA) 

Me-too status  Nuvia 50mg tablet of M/s Werrick pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

76.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Glipsim 100mg Tablets 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)é..100mg 

Diary No. Date of R& I & fee  Dy. No.22; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Anti-diabetic/Dipeptidyl peptidase-4  inhibitor 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 14ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Januvia 100mg tablets (USFDA) 

Me-too status  Nuvia 100mg tablet of M/s Werrick pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 
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77.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simetol 50mg Tablets 

Composition Each film coated tablet contains: 

Metoprolol (as tartrate)é..50mg 

Diary No. Date of R& I & fee  Dy. No.7; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Beta-blocker 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x30ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lopresor 50mg tablets (UK-MHRA) 

Me-too status  Carsel 50mg tablet of M/s Unimark pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

 

78.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Simetol 100mg Tablets 

Composition Each film coated tablet contains: 

Metoprolol (as tartrate)é..100mg 

Diary No. Date of R& I & fee  Dy. No.6; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Beta-blocker 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x30ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lopresor 100mg tablets (UK-MHRA) 

Me-too status  Carsel 100mg tablet of M/s Unimark pharmaceuticals 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

Decision:Deferred for latest GMP inspection report conducted during last one year. 

 

79.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Ezetasim 10mg Tablets 

Composition Each film coated tablet contains: 

Ezetimibe é..10mg 

Diary No. Date of R& I & fee  Dy. No.21; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Cholesterol absorption inhibitor 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Ezetrol 10mg tablets (UK-MHRA) 

Me-too status  Ezita 10mg tablet of M/s Getz pharma 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, 



Minutes for 272
nd

Meeting of Registration Board          41 

the firm has also applied for issuance of cGMP certificate on 

12-11-2016. 

¶ The evidence of applied formulation as film coated 

tablets in reference regulatory authorities could not be 

verified. 

Decision:Deferred for latest GMP inspection report conducted during last one year and evidence 

of approval status of applied formulation in reference regulatory authorities. 

80.  Name and address of manufacturer / 

Applicant 

M/s Simz Pharmaceuticals 574-575 Sunder Industrial Estate 

Lahore. 

Brand Name +Dosage Form + Strength Sitimibe 10/10mg Tablets 

Composition Each film coated tablet contains: 

Ezetimibeééé.10mg 

Simvastatiné..é.10mg 

Diary No. Date of R& I & fee  Dy. No.12; 01-07-2014; Rs.20,000/- (18-06-2014) 

Pharmacological Group Cholesterol absorption inhibitor/ Statin 

Type of Form Form-5 

Finished product Specification As per innovator 

Pack size & Demanded Price 1x10ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Vytorin 10/10mg tablets (USFDA) 

Me-too status  Simib 10/10mg tablet of M/s Standpharm 

GMP status  The firm is GMP compliant as per inspection conducted on 

08-12-2015. 

Remarks of the Evaluator ¶ Latest GMP inspection report is missing. However, the firm 

has also applied for issuance of cGMP certificate on 12.11.16 

¶ The evidence of applied formulation as film coated tablets 

in reference regulatory authorities could not be verified. 

Decision:Deferred for latest GMP inspection report conducted during last one year and evidence 

of approval status of applied formulation in reference regulatory authorities. 

81.  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 200mg Capsule  

Composition Each capsule contains: 

Fenofibrate (micronized)éééé.200 mg 

Diary No. Date of R& I & fee  Dy. No.293; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Lipid regulating agent 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Fenofibrate 200 mg Capsules (UK-MHRA) 

Me-too status  Fenoget 200mg capsule of M/s Getz 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. 

82.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Generine 5mg Tablets  

Composition Each tablet contains: 

Flunarizine (as dihydrochloride)éééé.5 mg 

Diary No. Date of R& I & fee  Dy. No.275; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Selective calcium antagonist 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; As per PRC 
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Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  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 ¶ Approval status of applied formulation in reference 

regulatory authorities and DRAP could not be verified. 

¶ The firm has claimed USP specifications but the 

formulation is not available in any pharmacopoeia 

Decision:Deferred for evidence of approval status of applied formulation in reference regulatory 

authorities and DRAP. 

83.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Softyl 100mg Tablets  

Composition Each tablet contains: 

Docusate (as sodium)éééé.100 mg 

Diary No. Date of R& I & fee  Dy. No.287; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Stool softener 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Abolitium 100mg tablet of M/s Pulse pharma 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

84.  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 25mg Tablets  

Composition Each tablet contains: 

Dosulepin hydrochlorideéééé.25 mg 

Diary No. Date of R& I & fee  Dy. No.273; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Tricyclic antidepressant 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 100ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Prothiaden 25mg tablet 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 ¶ Approval status of applied formulation in reference 

regulatory authorities could not be verified. 

Decision:Deferred forevidence of approval status of applied formulation in reference regulatory 

authorities. 

85.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Alfuzid SR 5mg Tablets  

Composition Each sustained release film coated tablet contains: 

Alfuzosin hydrochlorideéééé.5mg 

Diary No. Date of R& I & fee  Dy. No.266; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Selective antagonist of post-synaptic alpha1 adrenoceptor  
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Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 28ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Xatral SR 5mg Tablets (ANSM) 

Me-too status  Xatral 5mg tablet of M/s Sanofi aventis  

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. 

86.  Name and address of manufacturer / 

Applicant 

M/s Genome Pharmaceutical (Pvt.) Ltd., 16/1, Phase-IV, 

Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Alfuzid SR 10mg Tablets  

Composition Each sustained release film coated tablet contains: 

Alfuzosin hydrochlorideéééé.10 mg 

Diary No. Date of R& I & fee  Dy. No.267; 25-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Selective antagonist of post-synaptic alpha1 adrenoceptor  

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 30ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Xatral SR 10mg tablets (ANSM) 

Me-too status  Xatral 10mg tablet of M/s Pulse pharma 

GMP status  Panel inspection conducted on 14-01-2017 and report 

concludes that firm is following the GMP guidelines. 

Remarks of the Evaluator ¶ Approval status of applied formulation in reference 

regulatory authorities as single layer tablet could not be 

verified. 

¶ Available as three-layered tablet in FDA, TGA and 

ANSM. Three-layered tablet contains the active ingredient in 

a matrix layer between two inactive layers.  

Decision:Deferred for clarification of formulation since the approval in reference regulatory 

agencies like FDA, TGA and ANSM is in tri -layer tablet. 

 

87.  Name and address of manufacturer / 

Applicant 

M/s Madera Pharmaceuticals (Pvt.) Ltd., 249/A, Industrial 

triangle, Kahuta Road, Islamabad. 

Contract manufacturer: M/s Bio-Labs (Pvt.) Ltd., 145, 

Industrial triangle, Kahuta Road, Islamabad. 

Brand Name +Dosage Form + Strength Dewin 3 Injection 5mg/ml 

Composition Each ml contains: 

Cholecalciferoléééé.5 mg 

Diary No. Date of R& I & fee  Dy. No.1434; 06-03-2015; Rs.50,000/- (05-03-2015) 

Pharmacological Group Vitamin D analogue 

Type of Form Form-5 

Finished product Specification USP 

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

Approval status of product in Reference 

Regulatory Authorities. 

Vitamin D3 Good (ANSM) 

Me-too status  Get D injection of M/s Getz Pharma. 

GMP status  Last inspection conducted on 15-12-2016 and the panel 

unanimously recommends for the issuance of GMP 

certificate. 

Remarks of the Evaluator.  

Decision: Deferred for confirmation of products already registered for contract manufacturing 

and number of sections. 
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88.  Name and address of manufacturer / 

Applicant 

M/s Madera Pharmaceuticals (Pvt.) Ltd., Plot No. 2, Street N-

4 National Industrial zone, Rawat. 

Contract manufacturer: M/s Bio-Labs (Pvt.) Ltd., 145, 

Industrial triangle, Kahuta Road, Islamabad. 

Brand Name +Dosage Form + Strength Osteo D Injection 5mg/ml 

Composition Each ml contains: 

Cholecalciferoléééé.5 mg 

Diary No. Date of R& I & fee  Dy. No.1436; 06-03-2015; Rs.50,000/- (05-03-2015) 

Pharmacological Group Vitamin D analogue 

Type of Form Form-5 

Finished product Specification USP 

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

Approval status of product in Reference 

Regulatory Authorities. 

Vitamin D3 Good (ANSM) 

Me-too status  Get D injection of M/s Getz Pharma. 

GMP status  Last inspection conducted on 15-12-2016 and the panel 

unanimously recommends for the issuance of GMP 

certificate. 

Remarks of the Evaluator.  

Decision: Deferred for the confirmation of approved sections and number of already approved 

products under the contract manufacturing. 

 

89.  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 Sporin 0.05% Eye drops 

Composition Each ml contains: 

Ciclosporinéééé.0.5 mg 

Diary No. Date of R& I & fee  Dy. No.222; 02-03-2015; Rs.20,000/- (02-03-2015) 

Pharmacological Group Calcineurin inhibitor, immunosuppressant 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 10ml; Rs.200/- 

Approval status of product in Reference 

Regulatory Authorities. 

Restasis 0.05% (USFDA) 

Me-too status  Caylor 0.05% eye drops of M/s Valor pharmaceuticals 

GMP status  Last inspection conducted on 08-03-2016 for grant of GMP 

certificate and the panel recommends considering the firm for 

grant of cGMP certificate for export purposes. 

Remarks of the Evaluator. ¶ The packaging is not as per innovator. 

¶ Restasis multidose ophthalmic emulsion is packaged 

in a sterile, multi-dose preservative-free bottle. Each bottle 

consists of a white opaque LDPE bottle, a white opaque 

polypropylene top with unidirectional valve and air filter, a 

protective olive green polypropylene cap, and a clear 

disposable shipping cover over the colored cap. 

Decision: Deferred for following reasons: 

¶ Latest GMP inspection report conducted during last one year.  

¶ Clarification regarding primary packaging as per innovatorôs approval. 

¶ Confirmation of use of preservative in the already approved formulations by DRAP and 

its justification in terms of incompatibilities in formulation.  
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90.  Name and address of manufacturer / 

Applicant 

M/s Wenovo Pharmaceuticals, Plot No. 31-B & 32-A, Punjab 

Small Industrial Estate, Taxila. 

Brand Name +Dosage Form + Strength Calcinov 1mcg injection 

Composition Each 1ml ampoule contains: 

Calcitriolééééé.1 mcg 

Diary No. Date of R& I & fee  Dy. No.2299; 02-04-2015; Rs.20,000/- (02-04-2015) 

Pharmacological Group Vitamin D analogue 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 1ml x 10ôs; As fixed by Govt. 

Approval status of product in Reference 

Regulatory Authorities. 

Calcitriol 0.001mg/ml (USFDA) 

 

Me-too status  Calcijex of M/s Abbott Laboratories 

GMP status  Last inspection conducted on 11-01-2017 and report 

concludes that firm is found complying GMP as of today. 

Remarks of the Evaluator  

Decision:Approved. 
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Evaluator PECï IV  

 

91.  Name and address of manufacturer / 

Applicant 

M/s Lahore Chemical and Pharmaceutical Works (Pvt.) 

Ltd., 137-Ferozepur Road Lahore.   

Brand Name +Dosage Form + Strength Esta Tablet 10mg 

Composition Each film coated tablet contains:- 

Escitalopram as oxalateé..10mg 

Diary No. Date of R& I & fee  Dy. No.297; 24-11-2014;Rs.20,000/- (21-11-2014) 

Pharmacological Group SSRIs 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.250 

Approval status of product in 

Reference Regulatory Authorities. 

Escitalopram Tablets 10mg of Teva Pharma USFDA 

Me-too status  Citanew Tablet 10mg of M/s Hilton Pharmaceuticals, 

(Reg.# 036426) 

GMP status  Last inspection conducted on 12-04-2017 and 17-05-

2017 and report concludes that firm has to submit 

compliance report in tabulated form within one-month 

time period for the observations pointed out by the panel 

of experts in the inspection. 

Remarks of the Evaluator. Approved in USFDA with boxed warning of suicidality. 

Following documents are still missing in application 

dossier: 

¶ Evidence of section approval granted by CLB. 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

Decision: Deferred for submission of following documents: 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

92.  Name and address of manufacturer / 

Applicant 

M/s Lahore Chemical and Pharmaceutical Works (Pvt.) 

Ltd., 137-Ferozepur Road Lahore.   

Brand Name +Dosage Form + Strength Esotone 40mg Capsule 

Composition Each capsule contains:- 

Enteric coated pellets of Esomeprazole as magnesium 

trihydrate éé40mg 

Diary No. Date of R& I & fee  Dy. No. 298; 24-11-2014; Rs.20,000/- (21-11-2014) 

Pharmacological Group Proton pump inhibitor 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x7ôs; Rs.250 

Approval status of product in 

Reference Regulatory Authorities. 

Esomperazole magnesium Capsule 40mg of Mylan 

Pharmaceuticals USFDA 

Me-too status  Esomax Capsule 40mg of M/s Martin Dow 

Pharmaceuticals 

GMP status  Last inspection conducted on 12-04-2017 and 17-05-

2017 and report concludes that firm has to submit 

compliance report in tabulated form within one-month 

time period for the observations pointed out by the panel 

of experts in the inspection. 

Remarks of the Evaluator. 

 

 

 

¶ Source of pellets: Vision Pharma 

¶ Following documents are still missing in application 

dossier: 

¶ Evidence of section approval granted by CLB. 
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¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

¶ Incorrect dosage form on Form 5. 

Decision: Deferred for submission of following documents: 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

¶ Correct dosage form on Form-5. 

93.  Name and address of manufacturer / 

Applicant 

M/s Lahore Chemical and Pharmaceutical Works (Pvt.) 

Ltd., 137-Ferozepur Road Lahore.   

Brand Name +Dosage Form + Strength Esotone 20mg Capsule 

Composition Each capsule contains:- 

Enteric coated pellets of Esomeprazole as magnesium 

trihydrate éé20mg 

Diary No. Date of R& I & fee  Dy. No.299; 24-11-2014;Rs.20,000/- (21-11-2014) 

Pharmacological Group Proton pump inhibitor 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x7ôs; Rs.170 

Approval status of product in 

Reference Regulatory Authorities. 

Esomperazole magnesium Capsule 20mg of Mylan 

Pharmaceuticals USFDA 

Me-too status  Esomax Capsule 20mg of M/s Martin Dow 

Pharmaceuticals 

GMP status  Last inspection conducted on 12-04-2017 and 17-05-

2017 and report concludes that firm has to submit 

compliance report in tabulated form within one-month 

time period for the observations pointed out by the panel 

of experts in the inspection. 

Remarks of the Evaluator. 

 

 

 

 

¶ Source of pellets: Vision Pharma 

¶ Following documents are still missing in application 

dossier: 

¶ Evidence of section approval granted by CLB. 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

¶ Incorrect dosage form on Form 5. 

Decision: Deferred for submission of following documents: 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

¶ Correct dosage form on Form-5. 

94.  Name and address of manufacturer / 

Applicant 

M/s Lahore Chemical and Pharmaceutical Works (Pvt.) 

Ltd., 137-Ferozepur Road Lahore.   

Brand Name +Dosage Form + Strength Pulmikast Tablet 10mg 

Composition Each film coated tablet contains:- 

Montelukast as sodium é..10mg 

Diary No. Date of R& I & fee  Dy. No.300; 24-11-2014;Rs.20,000/- (21-11-2014) 

Pharmacological Group Leukotriene antagonist 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 14ôs; Rs.310 

Approval status of product in 

Reference Regulatory Authorities. 

Montelukast film coated tablets 10mg of Apotex Corp. 

USFDA 

Me-too status  Montika 10mg film coated tablet of M/s Sami 

Pharmaceuticals 



Minutes for 272
nd

Meeting of Registration Board          48 

GMP status  Last inspection conducted on 12-04-2017 and 17-05-

2017 and report concludes that firm has to submit 

compliance report in tabulated form within one-month 

time period for the observations pointed out by the panel 

of experts in the inspection. 

Remarks of the Evaluator. Following documents are still missing in application 

dossier: 

¶ Evidence of section approval granted by CLB. 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

Decision: Deferred for submission of following documents: 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

95.  Name and address of manufacturer / 

Applicant 

M/s Lahore Chemical and Pharmaceutical Works (Pvt.) 

Ltd., 137-Ferozepur Road Lahore.   

Brand Name +Dosage Form + Strength Pulmikast Tablet 5mg 

Composition Each chewable tablet contains:- 

Montelukast as sodium é..5mg 

Diary No. Date of R& I & fee  Dy. No.296; 24-11-2014;Rs.20,000/- (21-11-2014) 

Pharmacological Group Leukotriene antagonist 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 14ôs; Rs.240 

Approval status of product in 

Reference Regulatory Authorities. 

Montelukast Chewable tablets 5mg of Apotex Corp. 

USFDA 

Me-too status  Amisped 5mg chewable tablet of M/s Sami 

Pharmaceuticals 

GMP status  Last inspection conducted on 12-04-2017 & 17-05-2017 

and report concludes that firm has to submit compliance 

report in tabulated form within one-month time period 

for the observations pointed out by the panel of experts 

in the inspection. 

Remarks of the Evaluator. Following documents are still missing in application 

dossier: 

¶ Evidence of section approval granted by CLB. 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

Decision: Deferred for submission of following documents: 

¶ Commitments of 251
st
 meeting. 

¶ Undertaking to conduct stability studies. 

¶ Product specific manufacturing method. 

96.  Name and address of manufacturer / 

Applicant 

M/s Caliph Pharmaceutical (Pvt.) Ltd., plot #17 special 

industrial zone Risalpur KPK.   

Brand Name +Dosage Form + Strength Acefel Syrup 1mg/5ml 

Composition Each 5ml contains:- 

Ketotifen as fumarateé..1mg 

Diary No. Date of R& I & fee  Dy. No.907; 13-04-2015;Rs.20,000/- (13-04-2015) 

Pharmacological Group Sedating antihistamine 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 60ml; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Apo-Ketotifen Syrup 1mg/5ml of Apotex Inc. Health 

Canada 
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Me-too status  Zatofen syrup 1mg/5ml of M/s Novartis Pharmaceuticals 

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

concludes that overall GMP was satisfactory. 

Remarks of the Evaluator.  

Decision: Approved. 

97.  Name and address of manufacturer / 

Applicant 

M/s OBS Pakistan (Pvt.) Ltd., C-14 S.I.T.E Karachi. 

Brand Name +Dosage Form + Strength Misort Tablet 100mcg 

Composition Each tablet contains: 

Misoprostol as 1% HPMC dispersionéé100mcg 

Diary No. Date of R& I & fee  Dy. No.654; 30-04-2015;Rs.20,000/- (30-04-2015) 

Pharmacological Group Antiulcerative, cytoprotective agent 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.150 

Approval status of product in 

Reference Regulatory Authorities. 

Cytotec tablet 100mcg of GD Searle USFDA 

Me-too status  Prosotec tablet 100mcg of M/s Atco Labs 

GMP status  Last inspection conducted on 11-04-2017 and report 

concludes that firm is operating at Good level of 

compliance with GMP guidelines. 

Remarks of the Evaluator. ¶ Approved in USFDA with boxed warning of 

ñAdministration to women who are pregnant can cause 

birth defects, abortion, premature birth or uterine 

rupture.ò 

¶ Firm has provided justification for 3% overage as 

ñMisoprostol is highly sensitive (heat and moisture 

sensitive) API and it is more susceptible to 

degradation therefore we have taken overage in 

formulation in order to compensate manufacturing 

losses and to ensure proper delivery of desired dose to 

patient.ò 

Decision: Deferred for submission of product development data to justify the 3% overage and 

also for evidence of storage facility of API at 2-8 C
o
. 

98.  Name and address of manufacturer / 

Applicant 

M/s OBS Pakistan (Pvt.) Ltd., C-14 S.I.T.E Karachi. 

Brand Name +Dosage Form + Strength Misort Tablet 200mcg 

Composition Each tablet contains: 

Misoprostol as 1% HPMC dispersionéé200mcg 

Diary No. Date of R& I & fee  Dy. No.653; 30-04-2015;Rs.20,000/- (30-04-2015) 

Pharmacological Group Antiulcerative, cytoprotective agent 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 3ôs; Rs.70 

10ôs; Rs.230 

Approval status of product in 

Reference Regulatory Authorities. 

Cytotec tablet 200mcg of GD Searle USFDA 

Me-too status  Prosotec tablet 200mcg of M/s Atco Labs 

GMP status  Last inspection conducted on 11-04-2017 and report 

concludes that firm is operating at Good level of 

compliance with GMP guidelines. 

Remarks of the Evaluator. ¶ Approved in USFDA with boxed warning of 

ñAdministration to women who are pregnant can 

cause birth defects, abortion, premature birth or 

uterine rupture.ò 

¶ Firm has provided justification for 3% overage as 
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ñMisoprostol is highly sensitive (heat and moisture 

sensitive) API and it is more susceptible to 

degradation therefore we have taken overage in 

formulation in order to compensate manufacturing 

loses and to ensure proper delivery of desired dose to 

patient.ò 

Decision: Deferred for submission of product development data to justify the 3% overage and 

also for evidence of storage facility of API at 2-8 C
o
. 

99.  Name and address of manufacturer / 

Applicant 

M/s OBS Pakistan (Pvt.) Ltd., C-14 S.I.T.E Karachi. 

Brand Name +Dosage Form + Strength Difluzol Capsule 150mg 

Composition Each capsule contains: 

Fluconazoleé150mg 

Diary No. Date of R& I & fee  Dy. No.296; 23-09-2014; Rs.20,000/- (23-09-2014) 

Pharmacological Group Triazole antifungal agnet 

Type of Form Form-5 

Finished product Specification IP 

Pack size & Demanded Price 1ôs; Rs.375 

Approval status of product in 

Reference Regulatory Authorities. 

Diflucan capsule 150mg of Pfizer TGA 

Me-too status  Diflucan capsule 150mg of M/s Pfizer Labs 

GMP status  Last inspection conducted on 11-04-2017 and report 

concludes that firm is operating at Good level of 

compliance with GMP guidelines. 

Remarks of the Evaluator. The capsule general (hard) section could not be verified. 

The firm has Soft Gel Capsule (General) and Soft Gel 

Capsule (Hormone) sections. 

Decision: Deferred for evidence of approval of hard gel capsule (General) section. 

100.  Name and address of manufacturer / 

Applicant 

M/s OBS Pakistan (Pvt.) Ltd., C-14 S.I.T.E Karachi. 

Brand Name +Dosage Form + Strength Difluzol Capsule 50mg 

Composition Each capsule contains: 

Fluconazoleé50mg 

Diary No. Date of R& I & fee  Dy. No.297; 23-09-2014;Rs.20,000/- (23-09-2014) 

Pharmacological Group Triazole antifungal agent 

Type of Form Form-5 

Finished product Specification IP 

Pack size & Demanded Price 7ôs; Rs.815 

Approval status of product in 

Reference Regulatory Authorities. 

Diflucan capsule 50mg of Pfizer TGA 

Me-too status  Diflucan capsule 50mg of M/s Pfizer Labs 

GMP status  Last inspection conducted on 11-04-2017 and report 

concludes that firm is operating at Good level of 

compliance with GMP guidelines. 

Remarks of the Evaluator. The capsule general (hard) section could not be verified. 

They have Soft Gel Capsule (General) and Soft Gel 

Capsule (Hormone) sections. 

Decision: Deferred for evidence of approval of hard gel capsule (General) section. 

101.  Name and address of manufacturer / 

Applicant 

M/s Usawa Pharmaceuticals 146 S.I.Z Risalpur KPK. 

Brand Name +Dosage Form + Strength Xepride OD Tablets 150mg 

Composition Each sustained release tablet contains:- 

Itopride hydrochlorideéé..150mg 

Diary No. Date of R& I & fee  Dy. No.376; 30-09-2014;Rs.20,000/- (30-09-2014) 

Pharmacological Group Gastroprokinetic 

Type of Form Form-5 
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Finished product Specification Manufacturerôs specification 

Pack size & Demanded Price 10ôs; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

N/A 

Me-too status  Ganaton XR tablet 150mg of M/s Abbott Labs 

GMP status  Last inspection conducted on 22-03-2017 and report 

concludes that panel recommends the renewal of DML.  

Remarks of the Evaluator. ¶ Firm has not provided the commitments as per 251
st
 

meeting. 

¶ Registration Board rejected the above product as the 

formulation is not approved in reference drug 

regulatory agencies. 

Decision: Deferred for evidence of approval by reference regulatory authorities and submission 

of commitments in the light of decision of Registration Board taken in its 251
st
 meeting. 

102.  Name and address of manufacturer / 

Applicant 

M/s Irza Pharmaceuticals, 10 km Sheikhupura road 

Lahore. 

Brand Name +Dosage Form + Strength I-Gent Eye/Ear Drops 0.3% 

Composition Each drop contains:- 

Gentamicin sulfateé.0.3% 

Diary No. Date of R& I & fee  Dy. No.365; 26-11-2014;Rs.20,000/- (24-11-2014) 

Pharmacological Group Antibiotics (Aminoglycoside) 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 7.5ml; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Gentamicin sulphate ophthalmic solution 0.3% of Akron 

Inc. USFDA 

Me-too status  Optagen eye drops 0.3% w/v of M/s Remington 

Pharmaceuticals 

GMP status  Last inspection conducted on 12-05-2017 and report 

concludes that panel recommends the renewal of DML.  

Remarks of the Evaluator.  

Decision: Approved. 

103.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd, Hakimsons House, A-56, 

S.I.T.E., Manghopir Road, Karachi. 

Brand Name +Dosage Form + Strength Artepip Dry Powder for Oral Suspension 15mg/120mg 

Composition Each 5ml contains: 

Dihydroartemisininé15mg 

Piperaquine phosphateé120mg 

Diary No. Date of R& I & fee  Dy. No.483; 05-01-2015;Rs.20,000/- (05-01-2015); 

Rs.30,000/- (24-02-2017) (Photocopy and not 

endorsed/stamped by STO, DRAP) 

Pharmacological Group Anti-malarial 

Type of Form Form-5 

Finished product Specification As per innovatorôs spcifications 

Pack size & Demanded Price 60ml, 80ml; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

De-polaxin oral suspension of Furen Medicines China 

Me-too status  N/A 

GMP status  Last inspection conducted on 24-02-2017 and report 

concludes that firm is operating at satisfactory level of 

compliance with GMP.  

Remarks of the Evaluator. ¶ Firm has initially applied on Form 5 but now they 

have applied on form 5-D and have submitted the 

photocopy of challan form of balance fee (Rs.30,000). 

They have not submitted the data of stability studies. 

¶ As per 20
th
 WHO Essential Medicine List, the above 
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combination/formulation is currently available as a 

fixed dose combination in tablets containing 40mg 

dihydroartemisinin and 320mg piperaquine and 

pediatric tablet 20mg dihydroartemisinin and 120mg 

piperaquine. 

Decision: Deferred for following reasons: 

¶ Original challan of balance fee endorsed by STO, DRAP 

¶ Evidence of approval of formulation by reference regulatory authorities in the same 

strength and dosage form as applied. 

¶ Stability studies data. 

104.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharma (Pvt.) Ltd, Hakimsons House, A-56, 

S.I.T.E., Manghopir Road, Karachi. 

Brand Name +Dosage Form + Strength Artepip Dry Powder for Oral Suspension 30mg/240mg 

Composition Each 5ml contains: 

Dihydroartemisininé30mg 

Piperaquine phosphateé240mg 

Diary No. Date of R& I & fee  Dy. No.484; 05-01-2015;Rs.20,000/- (05-01-2015); 

Rs.30,000/- (24-02-2017) (Photocopy and not 

endorse/stamped by STO) 

Pharmacological Group Anti-malarial 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 60ml, 80ml; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

De-polaxin oral suspension of Furen Medicines China 

Me-too status  N/A 

GMP status  Last inspection conducted on 24-02-2017 and report 

concludes that firm is operating at satisfactory level of 

compliance with GMP.  

Remarks of the Evaluator. ¶ Firm has initially applied on Form 5 but now they 

have applied on form 5-D and have submitted the 

photocopy of challan form of balance fee 

(Rs.30,000/-). They have not submitted the data of 

stability studies. 

¶ As per 20
th
 WHO Essential Medicine List, the above 

combination/formulation is currently available as a 

fixed dose combination in tablets containing 40mg 

dihydroartemisinin and 320mg piperaquine and 

pediatric tablet 20mg dihydroartemisinin and 120mg 

piperaquine. 

Decision: Deferred for following reasons: 

¶ Original challan of balance fee endorsed by STO, DRAP 

¶ Evidence of approval of formulation by reference regulatory authorities in the same 

strength and dosage form as applied. 

¶ Stability studies data. 

105.  Name and address of manufacturer / 

Applicant 

M/s Dyson Research Laboratories Pvt. Ltd., 28 km 

Ferozepur road Lahore. 

Brand Name +Dosage Form + Strength Tramadit Tablets 37.5/325mg 

Composition Each film coated tablet contains:- 

Tramadol hydrochlorideééé..37.5mg 

Paracetamolééééé..325mg 

Diary No. Date of R& I & fee  Dy. No.873; 09-04-2015;Rs.20,000/- (09-04-2015) 

Pharmacological Group NSAID / Opioid analgesic  

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; As per SRO 
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Approval status of product in 

Reference Regulatory Authorities. 

Tramacet film coated tablet of Grunenthal UK-MHRA 

Me-too status  Tramal Plus 37.5/325mg tablet of M/s Searle Pakistan 

GMP status  Last inspection conducted on 14-10-2015 / 03-11-2015 

and report concludes that panel recommends the renewal 

of DML.  

Remarks of the Evaluator.  

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

last one year. 

106.  Name and address of manufacturer / 

Applicant 

M/s Dyson Research Laboratories Pvt. Ltd., 28 km 

Ferozepur road Lahore. 

Brand Name +Dosage Form + Strength Lacoside Tablets 50mg 

Composition Each film coated tablet contains:- 

Lacosamideééé..50mg 

Diary No. Date of R& I & fee  Dy. No.872; 09-04-2015;Rs.20,000/- (09-04-2015) 

Pharmacological Group Anti-epileptics  

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Vimpat film coated tablet 50mg of UCB Pharma UK-

MHRA 

Me-too status  Lalap tablet 50mg tablet of M/s Genix Pharma 

GMP status  Last inspection conducted on 14-10-2015 / 03-11-2015 

and report concludes that panel recommends the renewal 

of DML.  

Remarks of the Evaluator.  

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

last one year. 

107.  Name and address of manufacturer / 

Applicant 

M/s Dyson Research Laboratories Pvt. Ltd., 28 km 

Ferozepur road Lahore. 

Brand Name +Dosage Form + Strength Lacoside Tablets 100mg 

Composition Each film coated tablet contains:- 

Lacosamideééé..100mg 

Diary No. Date of R& I & fee  Dy. No.871; 09-04-2015;Rs.20,000/- (09-04-2015) 

Pharmacological Group Anti-epileptics  

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Vimpat film coated tablet 100mg of UCB Pharma UK-

MHRA 

Me-too status  Lalap tablet 100mg tablet of M/s Genix Pharma 

GMP status  Last inspection conducted on 14-10-2015 / 03-11-2015 

and report concludes that panel recommends the renewal 

of DML.  

Remarks of the Evaluator.  

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

last one year. 

108.  Name and address of manufacturer / 

Applicant 

M/s Dyson Research Laboratories Pvt. Ltd., 28 km 

Ferozepur road Lahore. 

Brand Name +Dosage Form + Strength Lacoside Tablets 200mg 

Composition Each film coated tablet contains:- 

Lacosamideééé..200mg 

Diary No. Date of R& I & fee  Dy. No.870; 09-04-2015;Rs.20,000/- (09-04-2015) 

Pharmacological Group Anti-epileptics  

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 
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Pack size & Demanded Price 14ôs; As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Vimpat film coated tablet 100mg of UCB Pharma UK-

MHRA 

Me-too status  Lalap tablet 100mg tablet of M/s Genix Pharma 

GMP status  Last inspection conducted on 14-10-2015 / 03-11-2015 

and report concludes that panel recommends the renewal 

of DML.  

Remarks of the Evaluator.  

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

last one year. 

 

109.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Pregalin Capsule 25mg 

Composition Each capsule contains: 

Pregabalinéé.25mg 

Diary No. Date of R& I & fee  Dy. No.239; 08-06-2015;Rs.20,000/- (08-06-2015) 

Pharmacological Group Anti-convulsant 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; Rs.364/-  

Approval status of product in 

Reference Regulatory Authorities. 

Lyrica capsule 25mg of Pfizer USFDA 

Me-too status  Dygab capsule 25mg of M/s Dyson Research Labs 

(Reg#079155) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

 

110.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Pregalin Capsule 50mg 

Composition Each capsule contains: 

Pregabalinéé.50mg 

Diary No. Date of R& I & fee  Dy. No.238; 08-06-2015;Rs.20,000/- (08-06-2015) 

Pharmacological Group Anti-convulsant 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; Rs.532/-  

Approval status of product in 

Reference Regulatory Authorities. 

Lyrica capsule 50mg of Pfizer USFDA 

Me-too status  Dygab capsule 50mg of M/s Dyson Research Labs 

(Reg#079152) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

 

 

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

last one year. 
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111.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Pregalin Capsule 100mg 

Composition Each capsule contains: 

Pregabalinéé.100mg 

Diary No. Date of R& I & fee  Dy. No.240; 08-06-2015;Rs.20,000/- (08-06-2015) 

Pharmacological Group Anti-convulsant 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; Rs.840/-  

Approval status of product in 

Reference Regulatory Authorities. 

Lyrica capsule 100mg of Pfizer USFDA 

Me-too status  Dygab capsule 100mg of M/s Dyson Research Labs 

(Reg#079153) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

112.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Pregalin Capsule 200mg 

Composition Each capsule contains: 

Pregabalinéé.200mg 

Diary No. Date of R& I & fee  Dy. No.241; 08-06-2015;Rs.20,000/- (08-06-2015) 

Pharmacological Group Anti-convulsant 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; Rs.1330/-  

Approval status of product in 

Reference Regulatory Authorities. 

Lyrica capsule 200mg of Pfizer USFDA 

Me-too status  Syngab capsule 200mg of M/s Atco Labs (Reg#048422) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

113.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Pregalin Capsule 225mg 

Composition Each capsule contains: 

Pregabalinéé.225mg 

Diary No. Date of R& I & fee  Dy. No.237; 08-06-2015;Rs.20,000/- (08-06-2015) 

Pharmacological Group Anti-convulsant 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; Rs.1470/-  

Approval status of product in 

Reference Regulatory Authorities. 

Lyrica capsule 225mg of Pfizer USFDA 

Me-too status  Zeegap capsule 225mg of M/s Hilton Pharma 

(Reg#047363) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 
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Remarks of the Evaluator.  

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

last one year. 

114.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Inoquin Tablet 750mg 

Composition Each film coated tablet contains: 

Ciprofloxacin as hydrochlorideéé.750mg 

Diary No. Date of R& I & fee  Dy. No.548; 13-04-2015;Rs.20,000/- (13-04-2015) 

Pharmacological Group Fluoroquinolone antibiotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.330/-  

Approval status of product in 

Reference Regulatory Authorities. 

Cipro film coated tablet 750mg of Bayer Health Care 

USFDA 

Me-too status  Orpic tablet 750mg of M/s Getz Pharma (Reg#055949) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator. Approved with boxed warning of serious adverse 

reactions including tendinitis, tendon rupture, peripheral 

neuropathy, central nervous system effects and 

exacerbation of myasthenia gravis. 

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

last one year. 

115.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Rifabar Tablet 200mg 

Composition Each film coated tablet contains: 

Rifaximiné.200mg 

Diary No. Date of R& I & fee  Dy. No.316; 11-06-2015;Rs.20,000/- (10-06-2015) 

Pharmacological Group Non-amino glycoside semi-synthetic antibacterial agent 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.320/-  

Approval status of product in 

Reference Regulatory Authorities. 

Xifaxan film coated tablet 200mg of Salix Pharma 

USFDA 

Me-too status  Rifaxa tablet 200mg of M/s Ferozsons (Reg#068205) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

116.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Rifabar Tablet 550mg 

Composition Each film coated tablet contains: 

Rifaximiné.550mg 

Diary No. Date of R& I & fee  Dy. No.315; 11-06-2015;Rs.20,000/- (10-06-2015) 

Pharmacological Group Non-amino glycoside semi-synthetic antibacterial agent 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.600/-  

Approval status of product in 

Reference Regulatory Authorities. 

Xifaxan film coated tablet 550mg of Salix Pharma 

USFDA 
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Me-too status  Rifaxa tablet 200mg of M/s Ferozsons (Reg#071661) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

117.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Optheez Lubricant Eye Drops 

Composition Each ml Contains: 

Carboxymethylcellulose sodiumé.10mg 

Diary No. Date of R& I & fee  Dy. No.317; 11-06-2015;Rs.20,000/- (11-06-2015) 

Pharmacological Group Ophthalmic preparations, Eye Lubricant 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 5ml; Rs.100/-  

10ml; Rs.175/- 

15ml; Rs.250/- 

Approval status of product in 

Reference Regulatory Authorities. 

Celluvisc 1% eye drops solution of Allergan UK-MHRA 

Me-too status  Trutears Liquigel 1% w/v of M/s Elko Organization 

(Reg#037921) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

118.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Cefbeck 250mg Capsules 

Composition Each capsule contain: 

Cephradineé.250mg 

Diary No. Date of R& I & fee  Dy. No.218; 04-06-2015;Rs.20,000/- (04-06-2015) 

Pharmacological Group First generation cephalosporin antibiotics 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.103.80/-  

12ôs; Rs.124.56/- 

50ôs; Rs.519/- 

100ôs; Rs.1038/- 

Approval status of product in 

Reference Regulatory Authorities. 

Cefradine 250mg capsule of Kent Pharma UK-MHRA 

Me-too status  Velosef 250mg capsule of M/s GSK Pharma  

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

119.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Cefbeck 500mg Capsules  

Composition Each capsule contain: 

Cephradineé.500mg 
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Diary No. Date of R& I & fee  Dy. No.217; 04-06-2015;Rs.20,000/- (04-06-2015) 

Pharmacological Group First generation cephalosporin antibiotics 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.203.80/-  

12ôs; Rs.244.68/- 

50ôs; Rs.1019.50/- 

100ôs; Rs.2039/- 

Approval status of product in 

Reference Regulatory Authorities. 

Cefradine 500mg capsule of Kent Pharma UK-MHRA 

Me-too status  Velosef 500mg capsule of M/s GSK Pharma  

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator.  

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

last one year. 

120.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Alobold 6.25mg Tablet 

Composition Each film coated tablet contains: 

Alogliptin as benzoateé.6.25mg 

Diary No. Date of R& I & fee  Dy. No.549; 13-04-2015;Rs.20,000/- (13-04-2015) 

Pharmacological Group Antihyperglycemic(antidiabetic), Dipeptidyl peptidase-

4(DPP-4) inhibitor 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.600/-  

14ôs; Rs.840/- 

20ôs; Rs.1200/- 

28ôs; Rs.1680/- 

30ôs; Rs.1800/- 

Approval status of product in 

Reference Regulatory Authorities. 

Nesina 6.25mg film coated tablet of Takeda Pharma 

USFDA 

Me-too status  Aloglu tablet of M/s Hilton Pharma (Approved in 265
th
 

meeting of RB) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator. This molecule falls under the category of new drug 

generic version, for which stability studies data is 

required. 

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

last one year and for submission of data of stability studies as the applied product is new drug 

generic version. 

121.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Alobold 12.5mg Tablet 

Composition Each film coated tablet contains: 

Alogliptin as benzoateé.12.5mg 

Diary No. Date of R& I & fee  Dy. No.550; 13-04-2015;Rs.20,000/- (13-04-2015) 

Pharmacological Group Antihyperglycemic(antidiabetic), Dipeptidyl peptidase-

4(DPP-4) inhibitor 

Type of Form Form-5 

Finished product Specification As per innovatorôs specificationsôs specification 

Pack size & Demanded Price 10ôs; Rs.950/-  
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14ôs; Rs.1330/- 

20ôs; Rs.1900/- 

28ôs; Rs.2660/- 

30ôs; Rs.2850/- 

Approval status of product in 

Reference Regulatory Authorities. 

Nesina 12.5mg film coated tablet of Takeda Pharma 

USFDA 

Me-too status  Aloglu tablet of M/s Hilton Pharma (Approved in 265
th
 

meeting of RB) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator. This molecule falls under the category of new drug 

generic version, for which stability studies data is 

required. 

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

last one year and for submission of data of stability studies as the applied product is new drug 

generic version. 

122.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan Pvt. Ltd., F/423, SITE 

Karachi. 

Brand Name +Dosage Form + Strength Alobold 25mg Tablet 

Composition Each film coated tablet contains: 

Alogliptin as benzoateé.25mg 

Diary No. Date of R& I & fee  Dy. No.547; 13-04-2015;Rs.20,000/- (13-04-2015) 

Pharmacological Group Antihyperglycemic(antidiabetic), Dipeptidyl peptidase-

4(DPP-4) inhibitor 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.1800/-  

14ôs; Rs.2520/- 

20ôs; Rs.3600/- 

28ôs; Rs.5040/- 

30ôs; Rs.5400/- 

Approval status of product in 

Reference Regulatory Authorities. 

Nesina 25mg film coated tablet of Takeda Pharma 

USFDA 

Me-too status  Aloglu tablet of M/s Hilton Pharma (Approved in 265
th
 

meeting of RB) 

GMP status  Last inspection conducted on 02-02-2016 and report 

shows that panel recommends the grant of renewal of 

DML. 

Remarks of the Evaluator. This molecule falls under the category of new drug 

generic version, for which stability studies data is 

required. 

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

last one year and for submission of data of stability studies as the applied product is new drug 

generic version. 

123.  Name and address of manufacturer / 

Applicant 

M/s Himont Pharmaceuticals Pvt. Ltd., 17 km Ferozepur 

road Lahore. 

Brand Name +Dosage Form + Strength Ensomie Tablet 10mg 

Composition Each film coated tablets contains:- 

Zolpidem tartrate éé.10mg 

Diary No. Date of R& I & fee  Dy. No.882; 09-04-2015;Rs.20,000/- (08-04-2015) 

Pharmacological Group Sedative/Hypnotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x10ôs; Rs.381.52/-  

Approval status of product in 

Reference Regulatory Authorities. 

Ambien 10mg film coated tablet of Sanofi Aventis 

USFDA 
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Me-too status  Stilnox tablet 10mg of M/s Sanofi Aventis  

GMP status  Last inspection conducted on 14-04-2017 and 11-05-

2017 and report shows that panel recommends the grant 

of renewal of DML in respect to all approved sections 

except Capsule (General) and Cephalosporin (injectable, 

oral dry powder suspension and capsule) sections, which 

may be suspended/cancelled till the provision of proper 

manufacturing and change over facilities respectively. 

Remarks of the Evaluator. Firm has Tablet (Psychotropic) section. 

Decision: Approved. 

124.  Name and address of manufacturer / 

Applicant 

M/s Himont Pharmaceuticals Pvt. Ltd., 17 km Ferozepur 

road Lahore. 

Brand Name +Dosage Form + Strength Ensomie ER Tablet 12.5mg 

Composition Each film coated tablets contains:- 

Zolpidem tartrate éé.12.5mg 

Diary No. Date of R& I & fee  Dy. No.883; 09-04-2015;Rs.20,000/- (08-04-2015) 

Pharmacological Group Sedative/Hypnotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 14ôs; Rs.330/-  

Approval status of product in 

Reference Regulatory Authorities. 

Ambien CR 12.5mg Extended release tablet of Sanofi 

Aventis USFDA 

Me-too status  Stilnox CR tablet 12.5mg of M/s Sanofi Aventis  

GMP status  Last inspection conducted on 14-04-2017 and 11-05-

2017 and report shows that panel recommends the grant 

of renewal of DML in respect to all approved sections 

except Capsule (General) and Cephalosporin (injectable, 

oral dry powder suspension and capsule) sections, which 

may be suspended/cancelled till the provision of proper 

manufacturing and change over facilities respectively. 

Remarks of the Evaluator. ¶ Firm has Tablet (Psychotropic) section. 

¶ Innovator product AMBIEN CR consists of a coated 

two-layer tablet: one layer that releases its drug 

content immediately and another layer that allows a 

slower release of additional drug content. 

Decision: Deferred for clarification of applied formulation as per approval of innovatorôs 

formulation.  

125.  Name and address of manufacturer / 

Applicant 

M/s Welwrd Pharmaceuticals plot#3 Block A, phase-I-II, 

Industrial Estate, Hattar KPK. 

Brand Name +Dosage Form + Strength Paroxiwel CR 25mg Tablets 

Composition Each film coated tablet contains:- 

Paroxetine as hydrochlorideé..25mg 

Diary No. Date of R& I & fee  Dy. No.53; 04-06-2015;Rs.20,000/- (04-06-2015) 

Pharmacological Group Anti-psychotic 

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. 

Paxil CR 25mg film coated-extended release tablet of 

Apotex Corp. USFDA 

Me-too status  Myroxit CR tablet 25mg of M/s WelMark 

Pharmaceuticals (Reg#078598) 

GMP status  Last inspection conducted on 14-06-2017 and report 

concludes that overall the firm is GMP compliant.  

Remarks of the Evaluator. Firm has not provided following: 

¶ Approval of section/manufacturing facility. 

¶ Undertaking that the contents mentioned in the 
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dossier are correct. 

Innovator brand Paxil CR tablet: 

Approved with boxed warning of suicidality. 

Each enteric, film-coated, controlled-release tablet 

contains paroxetine hydrochloride equivalent to 

paroxetine as follows: 12.5 mgïyellow, 25 mgïpink, 37.5 

mgïblue. One layer of the tablet consists of a degradable 

barrier layer and the other contains the active material in a 

hydrophilic matrix. 

Decision: Deferred for following reasons: 

¶ Clarification of applied formulation as per approval of innovatorôs formulation 

¶ Evidence of approval of section/manufacturing facility and  

¶ Submission of undertaking that the contents mentioned in the dossier are correct. 

126.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Levorox 5mg/5ml Syrup 

 

Composition Each 5ml contains: 

Levocetrizineéé..5 mg 

Diary No. Date of R& I & fee  Dy. No.161; 27-05-2015;Rs.20,000/- (27-05-2015) 

Pharmacological Group Anti-histamine 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 60ml; Rs.75 

Approval status of product in 

Reference Regulatory Authorities. 

Levocetirizine dihydrochloride 2.5mg/5ml oral solution 

USFDA 

Me-too status  Letirix Syrup 2.5mg/5ml of M/s Alliance Pharmaceuticals 

(Reg#068438) 

GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator. Levocetirizine syrup is available in 2.5mg/5ml strength 

only in reference regulatory authorities and me too 

available are also of 2.5mg/5ml strength.  

Decision: Deferred for following reasons: 

¶ Evidence of approval of applied formulation by the reference regulatory authorities in 

the same strength. 

¶ Evidence of approval of applied formulation by DRAP.  

¶ Clarification regarding GMP status by QA& LT Division.  

 

127.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Mckast Chewable Tablet 5mg  

Composition Each chewable tablet contains: 

Montelukast as sodiumé..5 mg 

Diary No. Date of R& I & fee  Dy. No.168; 27-05-2015;Rs.20,000/- (27-05-2015) 

Pharmacological Group Bronchodilator/Anti-asthmatic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 14ôs; Rs.250 

Approval status of product in 

Reference Regulatory Authorities. 

Singulair chewable tablet 5mg of Merck Sharp & Dohme 

USFDA 

Me-too status  Indokast chewable tablet 5mg of M/s Indus 

Pharmaceuticals (Reg#042279) 
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GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator.  

Decision: Deferred for clarification regarding GMP status by QA& LT Division . 

128.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Mckast 10mg Tablet  

Composition Each film coated tablet contains: 

Montelukast as sodiumé..10 mg 

Diary No. Date of R& I & fee  Dy. No.169; 27-05-2015;Rs.20,000/- (27-05-2015) 

Pharmacological Group Bronchodilator/Anti-asthmatic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 14ôs; Rs.320 

Approval status of product in 

Reference Regulatory Authorities. 

Singulair film coated tablet 10mg of Merck Sharp & 

Dohme USFDA 

Me-too status  Monkast tablet 10mg of M/s Danas Pharmaceuticals 

(Reg#038670) 

GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator.  

Decision: Deferred for clarification regarding GMP status by QA& LT Division . 

129.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Acofen-SR 75mg Tablet 

Composition Each film coated sustained release tablet contains: 

Diclofenac Sodiumé.75 mg 

Diary No. Date of R& I & fee  Dy. No.164; 27-05-2015;Rs.20,000/- (27-05-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 20ôs; Rs.230 

Approval status of product in 

Reference Regulatory Authorities. 

Dicloflex SR tablet 75mg of Dexcel Pharma UK-MHRA 

Me-too status  Dicrays SR tablet 75mg of M/s Caraway Pharmaceuticals 

(Reg#056022) 

GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator.  

Decision: Deferred for clarification regarding GMP status by QA& LT Division . 

130.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Glipt-M 50/500mg Tablet 

Composition Each film coated tablet contains: 

Sitagliptin ééé.50 mg 

Metforminééé500 mg 

Diary No. Date of R& I & fee  Dy. No.170; 27-05-2015;Rs.20,000/- (27-05-2015) 



Minutes for 272
nd

Meeting of Registration Board          63 

Pharmacological Group Anti-diabetic 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.1000 

Approval status of product in 

Reference Regulatory Authorities. 

Janumet film coated tablet 50/500mg of Merck Sharp & 

Dohme USFDA 

Me-too status  Treviamet film coated tablet 50/500mg of M/s Getz 

Pharmaceuticals (Reg#055443) 

GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator.  

Decision: Deferred for clarification regarding GMP status by QA& LT Division . 

 

131.  Name and address of manufacturer / 

Applicant 

M/s CKD Pharmaceutical plot#50/28, Korangi Industrial 

Area, Karachi. 

Brand Name +Dosage Form + Strength Glipt-M 50/1000mg Tablet 

Composition Each film coated tablet contains: 

Sitagliptin ééé.50 mg 

Metforminééé1000 mg 

Diary No. Date of R& I & fee  Dy. No.166; 27-05-2015;Rs.20,000/- (27-05-2015) 

Pharmacological Group Anti-diabetic 

Type of Form Form-5 

Finished product Specification As per innovatorôs specifications 

Pack size & Demanded Price 10ôs; Rs.1000 

Approval status of product in 

Reference Regulatory Authorities. 

Janumet film coated tablet 50/1000mg of Merck Sharp & 

Dohme USFDA 

Me-too status  Treviamet film coated tablet 50/1000mg of M/s Getz 

Pharmaceuticals (Reg#055444) 

GMP status  Last inspection conducted on 18-12-2016 and report 

concludes that firm is upgrading the production and 

quality control facilities. Management should take 

necessary steps for further compliance of cGMP 

guidelines. 

Remarks of the Evaluator.  

Decision: Deferred for clarification regarding GMP status by QA& LT Division . 
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Evaluator PECï VIII  

 

132.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad,  

Brand Name +Dosage Form + Strength Quitalax Tablets 25mg  

Composition Each film coated tablet contains: 

Quetiapine (as fumerate)é25mg 

Diary No. Date of R& I & fee   Dy No.1308; 10-07-2014;  Rs.20,000/- 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification Manufacturer specifications 

Pack size &  Demanded Price 30ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Qusel 25mg tablet of Hilton 

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. 1. Firm has claimed Manufacturer specifications 

but the applied formulation exist in USP. 

2. Applied formulation is approved in MHRA. 

3. Firm has tablet (general) section. 

 Decision:Approved with USP specifications. 

133.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad,  

Brand Name +Dosage Form + Strength Quitalax Tablets 100mg XR 

 

Composition Each extended release tablet contains: 

Quetiapine (as fumerate)é100mg 

Diary No. Date of R& I & fee   Dy No. 1307; 10-07-2014;  Rs.20,000/- 

Pharmacological Group Antipsychotic 

Type of Form Form-5 

Finished Product Specification Manufacturer specifications 

Pack size &  Demanded Price 30ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Qusel 100mg tablet of Hilton (as provided by the firm)  

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. Firm has claimed Manufacturer specifications 

but has not submitted the data as required by the 

decision of 267
th
 meeting of R.B. and the 

applied formulation does not exist in available 

USP and BP. 

ii. Evidence of approval of applied formulation as 

extended release tablet in reference agencies is 

required. 

iii.  Firm has tablet (general) section. 

 
Decision:Deferred for clarification of composition since product approved in reference 

authorities is (Quetiapine as fumerateé100mg tablet) different from that which is applied by 

applicant (Quetiapine as fumerateé100mg extended release tablet). 
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134.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad,  

Brand Name +Dosage Form + Strength Quitalax Tablets 200mg XR 

 

Composition Each extended release tablet contains: 

Quetiapine (as Fumerate)é200mg 

Diary No. Date of R& I & fee   Dy No. 1304; 10-07-2014; Rs.20,000/- 

Pharmacological Group Antipsychotic 

Type of Form Form-5 

Finished Product Specification Manufacturer specifications 

Pack size &  Demanded Price 30ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Pine XR 200mg tablet of werrick  

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. Firm has claimed Manufacturer specifications but 

has not submitted the data as required by the 

decision of 267
th
 meeting of R.B. and the applied 

formulation does not exist in available USP and BP. 

ii. Firm has tablet (general) section. 

iii.  Approved in USFDA with box warning: Increased 

mortality in elderly patients with dementia-related 

psychosis. 

 
Decision:Approved with Innovatorôs specification and with box warning. 

 

135.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad,  

Brand Name +Dosage Form + Strength Progra CR Tablet 12.5mg  

 

Composition Each controlled release tablet contains: 

Paroxetine (as hydrochloride)é12.5mg 

Diary No. Date of R& I & fee   Dy No.1305; 10-07-2014; Rs.20,000/- 

Pharmacological Group Selective serotonin reuptake inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturer specifications 

Pack size &  Demanded Price 20ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in USFDA 

Me-too status  Deroxat CR 12.5mg tablet of Global 

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. Firm has claimed Manufacturer specifications 

but the applied formulation exists in USP. 

ii. Firm has tablet (general) section. 

Innovatorôs brand Paxil CR tablet: 

Approved with boxed warning of suicidality. 

iii.  Each enteric, film-coated, controlled-release 

tablet contains paroxetine hydrochloride 

equivalent to paroxetine as follows:12.5mgï
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yellow, 25mgïpink, 37.5mgïblue. One layer 

of the tablet consists of a degradable barrier 

layer and the other contains the active 

material in a hydrophilic matrix. 

 

Decision:Deferred for clarification of composition since product approved in reference 

authorities is (Bilayerd tablet in which one layer of the tablet consists of a degradable barrier 

layer and the other contains the active material in a hydrophilic matrix) different from the 

applied product (single layered tablet).  

 

136.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad,  

Brand Name +Dosage Form + Strength Progra CR Tablet 25mg 

Composition Each controlled release tablet contains: 

Paroxetine (as hydrochloride)é25mg 

Diary No. Date of R& I & fee  Dy No.1306; 10-07-2014;  Rs.20,000/- 

Pharmacological Group Selective serotonin reuptake inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturer specifications 

Pack size &  Demanded Price 20ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in USFDA 

Me-too status  Deroxat CR 25mg tablet of Global 

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. Firm has claimed Manufacturer specifications 

but the applied formulation exist in USP. 

ii. Firm has tablet (general) section. 

Innovatorôs brand Paxil CR tablet: 

Approved with boxed warning of suicidality. 

iii.  Each enteric, film-coated, controlled-release 

tablet contains paroxetine hydrochloride 

equivalent to paroxetine as follows: 12.5 

mgïyellow, 25 mgïpink, 37.5 mgïblue. 

One layer of the tablet consists of a 

degradable barrier layer and the other 

contains the active material in a hydrophilic 

matrix. 

 

Decision:Deferred for clarification of composition since product approved in reference 

authorities is (Bilayer tablet in which one layer of the tablet consists of a degradable barrier 

layer and the other contains the active material in a hydrophilic matrix) different from the 

applied product (single layer tablet).  

 

137.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad 

Brand Name+Dosage Form+Strength Es-itopram Tablet 20mg 

Composition Each tablet contains: 

Es-citalopram (as oxalate)é20mg 

Diary No. Date of R& I & fee  Dy No.1208; 10-07-2014; Rs.20,000/- 

Pharmacological Group Selective serotonin reuptake inhibitor 

Type of Form Form-5 

Finished product Specification Manufacturer specifications 
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Pack size & Demanded Price 14ôs;  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in USFDA 

Me-too status  Morcet 20mg tablet of Searl 

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. In reference agencies it is found as film coated 

tablet while the applied formulation is uncoated 

tablet. 

ii. Firm has claimed Manufacturer specifications 

but the applied formulation exist in USP. 

iii.  Firm has tablet (general) section. 

 
Decision:Deferred for clarification of composition since the product approved in reference 

authorities is ñFilm coated tablet.ò whereas firm has applied for ñUncoated tabletò.   

 

138.  Name and address of manufacturer / 

Applicant 

M/s Grayôs Pharmaceuticals, Plot #2, street # N3 RCCI 

Islamabad 

Brand Name+Dosage Form+Strength Itolax Tablet 50mg 

Composition Each film coated tablet contains: 

Itopride hydrochlorideé50mg 

Diary No. Date of R& I & fee  Dy No.1299; 10-07-2014; Rs.20,000/- 

Pharmacological Group Anti- flattulent 

Type of Form Form-5 

Finished product Specification Manufacturer specifications 

Pack size & Demanded Price 10ôs, 30ôs; As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

PMDA approved 

Me-too status  Ganaton 50mg tablet of Abbott 

GMP status  Certificate of cGMP issued to the firm based on 

inspection conducted on 05-05-17 & is valid for a period 

of one year.  

Remarks of the Evaluator. i. Firm has claimed Manufacturer specifications 

but has not submitted the data as required by the 

decision of 267
th
 meeting of R.B. and the 

applied formulation does not exist in available 

USP and BP. 

ii. Firm has tablet (general) section. 

 
Decision:Approved with Innovatorôs specification. 

 

139.  Name and address of manufacturer / 

Applicant 

M/s Pharmix Laboratories, 21km Ferozpur Road, 

Lahore. 

Brand Name +Dosage Form + 

Strength 

Muconil Tablet 600mg  

 

Composition Each film coated tablet contains: 

Guaiphenesiné600mg 

Diary No. Date of R& I & fee  Dy No.511; 27-08-2014; Rs.20,000/-  

Pharmacological Group Expectorant 

Type of Form Form-5 

Finished product Specification USP specification 

Pack size & Demanded Price 5Ĭ4ôs, 6Ĭ5ôs ; Rs.30/tablet 

Approval status of product in Approved in FDA(as extended release tablet) 
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Reference Regulatory Authorities. 

Me-too status  Mucinex 600mg tablet of Rekitt Benckiser 

GMP status  Panel Inspection of M/s Pharmix laboratories conducted 

on 10-04-2017 recommends renewal of DML by the 

way of formulation. 

Remarks of the Evaluator. Firm has applied for film coated tablet while in reference 

agencies it is approved as extended release tablet. 

 
Decision:Deferred for  clarification  of composition since the product approved in reference 

authorities is ñExtended release tablet.ò whereas applicant has applied for ñPlain tabletò. 

 

140.  Name and address of manufacturer / 

Applicant 

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

Karachi. 

Brand Name+Dosage Form+ Strength Solubar capsules 0.4mg 

Composition Each capsule contains: 

Tamsulosin hydrochloride é0.4mg 

(as modified release pellets) 

Source of pellets: RA Chem, India. 

Diary No. Date of R& I & fee  Dy No.258; 12-09-2014; Rs.20,000/-,Rs.80,000/- 

(10
th
August 2014, 24

th
 April 2017) 

Pharmacological Group Anti- adrenergic 

Type of Form Form-5 

Finished product Specification As per Innovatorôs specification 

Pack size & Demanded Price 10ôs, 20ôs; Rs.650/-, Rs.1300/- 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in USFDA 

Me-too status  Maxflow capsule of CCL 

GMP status  Panel Inspection of M/s Barrett Hodgson conducted on 

18-21 January and 02 February 2016 recommends 

renewal of DML. 

Remarks of the Evaluator. Firm has claimed Innovator specifications and the 

applied formulation is present in available BP. 

 
Decision:Deferred forlatest GMP inspection report (which should have been conducted 

within the period of last one year. 

 
141.  Name and address of manufacturer / 

Applicant 

M/s Barrett Hodgson Pakistan (Pvt) Ltd. 

Brand Name+Dosage Form+Strength Solubar capsules 0.2mg 

Composition Each capsule contains: 

Tamsulosin hydrochloride é0.2mg 

(as modified release pellets) 

Source of pellets: RA Chem, India. 

Diary No. Date of R& I & fee  Dy No.257; 12-09-2014; Rs.20,000/-,Rs.80,000/- 

(18
th
August 2014, 28

th
 April 2017) 

Pharmacological Group Anti- adrenergic 

Type of Form Form-5 

Finished product Specification As per Innovatorôs specification 

Pack size & Demanded Price 10ôs, 20ôs; Rs.300/-, Rs.600/- 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in USFDA and PMDA (as provided by the 

firm) 

 

Me-too status  Maxflow capsule of CCL (as provided by the firm) 

GMP status  Panel Inspection of M/s Barrett Hodgson conducted on 
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18-21 January & 2
nd

February, 2016 recommends 

renewal of DML. 

Remarks of the Evaluator. i. Firm has claimed Innovator specifications and the 

applied formulation is present in available BP. 

ii. Evidence of approval of applied formulation in 

applied strength in reference authorities is required. 

iii.  Evidence of Me Too is required. 

 

Decision:Deferred for the following reasons: 

i. Evidence of approval of applied formulation in applied strength in reference 

authorities. 

ii. Latest GMP inspection report conducted within the period of last one year. 
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Evaluator PECï II  

 

142.  Name and address of manufacturer / 

Applicant 

M/s S.J. & G. Fazul Ellahie Pvt. Ltd., E/46,S.I.T.E, Karachi 

Brand Name +Dosage Form + 

Strength 

Digestine Syrup 5mg/5ml 

Composition Each 5 ml contains Metoclopramide hydrochloride eq. to 5 

mg of anhydrous substance. 

Diary No. Date of R& I & fee  Dy. No.424,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Dopamine receptor antagonist, antiemetic 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 50ml: Rs. 33.35 

20ml: Rs. 19.55 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Kohiclon Syrup of M/s Kohs Pharmaceuticals, Karachi 

(Reg.# 055594) 

GMP status  Last inspection conducted on 21-01-2017 and report 

concludes that firm is found to be operating at good level 

of GMP compliance. 

Remarks of the Evaluator. ¶ 5%  overage has been stated in master formulation 

Decision:Deferred for submission of justification for 5% overage of active ingredient in master 

formulation.  

143.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Lamogin 50 mg tablets 

Composition Each tablet contains: 

Lamotrigineé.50mg 

Diary No. Date of R& I & fee  Dy. No.308,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 600 per pack of 3 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Lamictal 50mg Tablets by GSK, USFDA approved 

 

Me-too status  Trimogen tablet of M/s Pharmatec Pak, Karachi 

(Reg.#20929)  

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

144.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

V-Parox 20mg tablets 

Composition Each film coated tablet contains: 

Paroxetine hydrochloride eq. to Paroxetineé.20 mg 

Diary No. Date of R& I & fee  Dy. No.306,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 400 per pack of 1 x 10ôs 

Approval status of product in Paxil by Apotex Technologies 
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Reference Regulatory Authorities. (USFDA Approved) 

Me-too status  SEROXAT by GSK, Pakistan 

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

145.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Floxa 50 mg tablets 

Composition Each film coated tablet contains: 

Fluvoxamine maleateé.50 mg 

Diary No. Date of R& I & fee  Dy. No.309,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price Rs. 1200 per pack of 6 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Faverin 50mg Tablet, UK-MHRA approved 

Me-too status  Flevox Tablets of  M/s Schazoo Laboratories (Reg.# 

042803) 

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

146.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Lamogin 25 mg tablet 

Composition Each tablet contains: 

Lamotrigineé.25 mg 

Diary No. Date of R& I & fee  Dy. No.312, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 400 per pack of 3 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Lamictal 25 mg tablet, UK-MHRA approved 

Me-too status  Limgit 25mg Tablet of M/s Amarant Karachi  (Reg.# 

075885) 

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

147.  Name and address of manufacturer / 

Applicant 

M/s Seatle (Pvt) Ltd. Lahore 

Brand Name +Dosage Form + 

Strength 

Zeluv-D suspension 

Composition Each 5 ml contains: 

Vitamin D3 é. 400 IU 

Ossein mineral complex é.. 250 mg 

Corresponding to : 

Calcium ééé 53.5 mg 
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Phosporuséé. 24.8 mg 

Residual minerals é.7.5 mg 

Collagen ééééé 67.5 mg 

Other proteins ééé 20 mg 

Trace elements F, Mg, Fe, Zn, Cu,Ni. 

*Corresponds to approx. 132.5 mg of Hydroxypatite 

Diary No. Date of R& I & fee  Dy. No.237,25-06-2015 , Rs.20,000/- (24-06-2015) 

Pharmacological Group Combination of multivitamin and trace elements 

Type of Form Form-5 

Finished product Specification Manufacturerôs specifications 

Pack size & Demanded Price 60ml & 120 ml 

As per brand leaderôs price 

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Ossvit-D Suspension of M/s Kaizen Pharma Karachi 

(Reg.#073837) 

GMP status  Last inspection conducted on 09-01-2015 and report 

recommends the resumption of production. 

Remarks of the Evaluator. ¶ Evidence of approval of applied formulation by any 

reference regulatory authority is required. 

¶ Evidence of approval of oral liquid section is required. 

¶ Evidence of availability of atomic absorption is 

required.  

Decision:Deferred for submission of following: 

¶ Evidence of approval of applied formulation in reference regulatory 

authorities/agencies (Registration Board in its 249
th
 meeting). 

¶ Evidence of approval of oral liquid section. 

¶ Evidence of availability of atomic absorption. 

¶ Latest GMP inspection report conducted within 1 year by DRAP. 

148.  Name and address of manufacturer / 

Applicant 

M/s S.J. & G. Fazul Ellahie Pvt. Ltd., E/46,S.I.T.E, Karachi 

Brand Name +Dosage Form + 

Strength 

Digestine Injection 10mg/2ml 

Composition Each 2 ml ampoule contains: 

Metoclopramide HCl eq.  to 10mg of the anhydrous 

substance 

Diary No. Date of R& I & fee  Dy. No.423,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Dopamine receptor antagonist, Antiemetic 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 10 x 2ml ampoules:  Rs. 200.0 

20 x 2ml ampoules:  Rs.390.0 

100 x 2ml ampoules:  Rs. 1840.0 

Approval status of product in 

Reference Regulatory Authorities. 

Maxolon injection, UK-MHRA approved 

Me-too status  Vominor  10mg Injection of M/s Nortech Pharmaceuticals, 

Pvt. Ltd (Reg.# 080000) 

GMP status  Last inspection conducted 21-01-2017and report concludes 

that firm is found to be operating at good level of GMP 

compliance. 

Remarks of the Evaluator. ¶ 5.0% overage has been added. 

Decision:Deferred for submission of justification for 5% overage of active ingredient in master 

formulation  and change in brand name. 
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149.  Name and address of manufacturer / 

Applicant 

M/s S.J. & G. Fazul Ellahie Pvt. Ltd., E/46,S.I.T.E, Karachi 

Brand Name +Dosage Form + 

Strength 

Digestine tablets 10 mg 

Composition Each tablet contains: 

Metoclopramide HCl eq.  to 10mg of the anhydrous 

substance 

Diary No. Date of R& I & fee  Dy. No.422, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Dopamine receptor antagonist, Antiemetic 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price 10 x 10ôS : Rs. 115.0 

Approval status of product in 

Reference Regulatory Authorities. 

Maxolon tablet,.UK-MHRA approved 

Me-too status  Mediclop 10mg Tablet  of M/s Vision Pharmaceuticals 

(Reg.# 033758) 

GMP status  Last inspection conducted 21-01-2017 and report 

concludes that firm is found to be operating at good level 

of GMP compliance. 

Remarks of the Evaluator. ¶ 5.0% overage has been added. 

Decision:Deferred for submission of justification for 5% overage of active ingredient in master 

formulation  and change in brand name. 

150.  Name and address of manufacturer / 

Applicant 

M/s. Welwrd Pharmaceuticals. 

Plot#3, Block-A, Phase I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + 

Strength 

Pitantwel 40 mg capsule 

Composition Each capsule contains: 

Aprepitantéé40 mg 

Diary No. Date of R& I & fee  Dy. No.222, 23-06-2015 , Rs.20,000/- (23-06-2015) 

Pharmacological Group Anti-emetic agent 

Type of Form Form-5 

Finished product Specification Manufacturer  

Pack size & Demanded Price 1 x 2ôs as per policy of MOH 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved 

Me-too status  Apritus 40mg Capsule of M/s S.J&G Karachi 

(Reg.#074885) 

GMP status  Last inspection conducted on 14-06-2017 and report 

concludes that firm is found to be GMP compliant. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

Decision:Approved with USP specifications. 

151.  Name and address of manufacturer / 

Applicant 

M/s. Welwrd Pharmaceuticals. 

Plot#3, Block-A, Phase I-II, Industrial Estate, Hattar. 

Brand Name +Dosage Form + 

Strength 

Cardiwel 145 mg tablet 

Composition Each tablet contains : 

Fenofibrateé..145 mg 

Diary No. Date of R& I & fee  Dy. No.221, 23-06-2015 , Rs.20,000/- (23-06-2015) 

Pharmacological Group Cardiovascular drug. 

Type of Form Form-5 

Finished product Specification Manufacturer specifications 

Pack size & Demanded Price 1 x 10ôs ; As per policy of MOH 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved. 

Me-too status  Fenocor tablet of M/s OBS Karachi (Reg.#074859) 
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GMP status  Last inspection conducted on 14-06-2017 and report 

concludes that firm is found to be GMP compliant. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation.. 

Decision:Approved with USP specifications. 

152.  Name and address of manufacturer / 

Applicant 

M/s. WelMark Pharmaceuticals, Hattar 

Brand Name +Dosage Form + 

Strength 

Fibrewell 145 mg tablet 

Composition Each tablet contains : 

Fenofibrateé..145 mg 

Diary No. Date of R& I & fee  Dy. No.223, 23-06-2015 , Rs.20,000/- (23-06-2015) 

Pharmacological Group Cardiovascular drug. 

Type of Form Form-5 

Finished product Specification  

Pack size & Demanded Price 1 x 10ôs ; As per policy of MOH 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved. 

Me-too status  Fenocor tablet of M/s OBS Karachi (Reg.#074859) 

GMP status  Last inspection conducted on 12-01-2017 and report 

concludes that firm is found to be operating at satisfactory 

level of GMP compliance. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

¶ Name of production manager and QC manager on 

commitments are different from that provided in GMP 

inspection report dated 12-01-2017. 

Decision:Deferred for clarification of difference in names of Production manager & QC 

manager on commitments and GMP inspection report. 

153.  Name and address of manufacturer / 

Applicant 

M/s. WelMark Pharmaceuticals, Hattar 

Brand Name +Dosage Form + 

Strength 

Aprimark 40 mg capsule 

Composition Each capsule contains: 

Aprepitantéé40 mg 

Diary No. Date of R& I & fee  Dy. No.224, 23-06-2015 , Rs.20,000/- (23-06-2015) 

Pharmacological Group Anti-emetic agent 

Type of Form Form-5 

Finished product Specification Manufacturer  

Pack size & Demanded Price 1 x 2ôs as per policy of MOH 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved 

Me-too status  Apritus 40mg Capsule of M/s S.J&G Karachi 

(Reg.#074885) 

GMP status  Last inspection conducted on 12-01-2017 and report 

concludes that firm is found to be operating at satisfactory 

level of GMP compliance. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

¶ Name of production manager and QC manager on 

commitments are different from that provided in GMP 

inspection report dated 12-01-2017. 

Decision:Deferred for clarification of difference in names of Production manager & QC 

manager on commitments and GMP inspection report. 
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154.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curamox tablet 400 mg 

Composition Each film coated tablet contains: 

Moxifloxacin as hydrochloride é. 400  mg 

Diary No. Date of R& I & fee  Dy. No.473, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Quinolone 

Type of Form Form-5 

Finished product Specification Manufacturer specification. 

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

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved 

Me-too status  Swismox 400mg Tablet of M/s Swiss, Karachi  

(Reg.#070659) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ No pharmacopoeal monograph is available for applied 

formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

155.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Myset tablet 8 mg 

Composition Each film coated tablet contains: 

Ondansetron as hydrochloride dihydrateé.8 mg 

Diary No. Date of R& I & fee  Dy. No.429,27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Antiemetics 

Type of Form Form-5 

Finished product Specification Manufacturer specifications 

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Oniron 8mg Tablets of  M/s Genome Pharmaceuticals (Pvt,) 

Ltd, (Reg.#068375) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP and BP monographs are available for applied 

formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

156.  Name and address of manufacturer / 

Applicant 

M/s NabiQasim Industries (Private) Limited, 17/24, 

Korangi Industrial Area, Korangi, Karachi 

Brand Name + Dosage Form 

+Strength 

Orbimet 50mg/ 500 mg tablet 

Composition Each film coated tablet contains: 

Vildagliptiné.50 mg 

Metformin hydrochlorideé.. 500 mg 

Diary No. Date of R& I & fee  Dy. No.410, 23-06-2015, Rs.20, 000/- (23-06-2015). Fee 

challan is duplicate. 
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Pharmacological Group Oral hypoglycemic, DPP-4 inhibitors 

Type of Form Form-5 (Duplicate) 

Finished product Specification Manufacturer 

Pack size & Demanded Price 30ôs ; As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Galvumet tablet, TGA-Australia approved 

Me-too status  Galmet 50mg/500mg Tabletof  M/s Visison  

Pharmaceuticals (Pvt,) Ltd, (Reg.#081905) 

GMP status  Last inspection conducted on 23-11-2016 and report 

concludes that firm is found GMP compliant. 

Remarks of the Evaluator. ¶ Submitted dossier is duplicate. 

¶ No USP or BP monograph is available for applied 

formulation. 

¶ Several cases of the firm has been deferred in 269
th
 

meeting of Registration Board for observations related 

to GMP made by panel of inspection for the product 

SOVIR-C 400mg tablet and as recorded in inspection 

report (dated: 01-04-2017). 

Decision:Deferred for following: 

i. Submission of rectification report of observations related to GMP made by panel of 

inspection for the product SOVIR-C 400mg tablet and as recorded in inspection report 

(dated: 01-04-2017). 

ii. Verification of fee challan as per decision of Registration Board in 264
th
 meeting. 

157.  Name and address of manufacturer / 

Applicant 

M/s NabiQasim Industries (Private) Limited, 17/24, 

Korangi Industrial Area, Korangi, Karachi 

Brand Name +Dosage Form + 

Strength 

Orbimet 50mg/ 1000 mg tablet 

Composition Each film coated tablet contains: 

Vildagliptiné.50 mg 

Metformin hydrochlorideé.. 500 mg 

Diary No. Date of R& I & fee  Dy. No.408, 23-06-2015, Rs.20, 000/- (23-06-2015). Fee 

challan is duplicate. 

Pharmacological Group Oral hypoglycemic, DPP-4 inhibitors 

Type of Form Form-5 (Duplicate) 

Finished product Specification Manufacturer 

Pack size & Demanded Price 30ôs ; As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Galvumet tablet, TGA-Australia approved 

Me-too status  Galmet 50mg/1000mg Tabletof  M/s Visison  

Pharmaceuticals (Pvt,) Ltd, (Reg.#081907) 

GMP status  Last inspection conducted on 23-11-2016 and report 

concludes that firm is found GMP compliant. 

Remarks of the Evaluator. ¶ Submitted dossier is duplicate. 

¶ No USP or BP monograph is available for applied 

formulation. 

¶ Several cases of the firm has been deferred in 269
th
 

meeting of Registration Board for observations related to 

GMP made by panel of inspection for the product 

SOVIR-C 400mg tablet and as recorded in inspection 

report (dated: 01-04-2017). 

Decision:Deferred for following: 

i. Submission of rectification report of observations related to GMP made by panel of 

inspection for the product SOVIR-C 400mg tablet and as recorded in inspection report 

(dated: 01-04-2017). 

ii. Verification of fee challan as per decision of Registration Board in 264
th
 meeting. 
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158.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Metpride tablets 1/500 mg 

Composition Each film coated tablet contains: 

Glimeprideé.1 mg 

Metformin hydrochlorideé.. 500 mg 

Diary No. Date of R& I & fee  Dy. No.474, 27-08-2015, Rs.20,000/- (22-06-2015) 

Pharmacological Group Antidiabetic 

Type of Form Form-5 

Finished product Specification Manufacturer 

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

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Diabold Plus Tablet of M/s Barret Hodgson, Karachi 

(Reg.#076011) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Evidence of approval for applied formulation, by 

reference regulatory authority is required. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

159.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Biprofen tablet 100 mg 

Composition Each film coated tablet contains: 

Flurbiprofené.100 mg 

Diary No. Date of R& I & fee  Dy. No.471, 27-08-2015, Rs.20,000/- (22-06-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 5 X 6ôs ;As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Fluwitt Tablets of M/s  Lowitt Pharmaceutical (Pvt) Ltd, 

(Reg.#068268) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

160.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Lamogin 100 mg tablets 

Composition Each tablet contains: 

Lamotrigineé.100mg 

Diary No. Date of R& I & fee  Dy. No.307,29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 800 per pack of 3 x 10ôs 
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Approval status of product in 

Reference Regulatory Authorities. 

Lamictal 100mg Tablets by GSK, USFDA approved 

 

Me-too status  Lamprene Tablets of M/s Schazoo Laboratories, 

(Reg.#042923)  

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator. ¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

161.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Setalin 100 mg tablets 

Composition Each film coated tablet contains: 

Sertraline hydrochloride equivalent to Sertraline é.100mg 

Diary No. Date of R& I & fee  Dy. No.310, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 800 per pack of 2 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

US-FDA approved 

Me-too status  Ertalin 100 mg Tablets of M/s Genome pharmaceuticals, 

(Reg.#076845)  

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

162.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Setalin 50 mg tablets 

Composition Each film coated tablet contains: 

Sertraline hydrochloride equivalent to Sertraline é.50mg 

Diary No. Date of R& I & fee  Dy. No.313, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 500 per pack of 3 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

US-FDA approved 

Me-too status  Ertalin 50 mg Tablets of M/s Genome pharmaceuticals, 

(Reg.#076844)  

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 
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163.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Floxa 100 mg tablets 

Composition Each film coated tablet contains: 

Fluvoxamine maleateé.100 mg 

Diary No. Date of R& I & fee  Dy. No.311, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification BP 

Pack size & Demanded Price Rs. 1200 per pack of 3 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Faverin 100mg Tablet, UK-MHRA approved 

Me-too status  Flevox Tablets of  M/s Schazoo Laboratories (Reg.# 

042804) 

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

164.  Name and address of manufacturer / 

Applicant 

M/s. Vega Pharmaceuticals, Lahore 

Brand Name +Dosage Form + 

Strength 

Venal 37.5mg - tablets 

Composition Each tablet contains: 

Venlafaxine hydrochloride equivalent to 

Venlafaxine.....37.5 mg 

Diary No. Date of R& I & fee  Dy. No.305, 29-06-2015 , Rs.20,000/- (29-06-2015) 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs. 350.0 per pack of 2 x 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved 

Me-too status  Nodep 37.5mg tablet of  M/s Shawan Pharmaceuticals, 

Islamabad (Reg.# 080387) 

GMP status  Copy of GMP inspection report dated 15-01-2016 

concluding GMP compliance status 

Remarks of the Evaluator.  

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

165.  Name and address of manufacturer / 

Applicant 

M/s NabiQasim Industries (Private) Limited, 17/24, 

Korangi Industrial Area, Korangi, Karachi 

Brand Name +Dosage Form + 

Strength 

Orbimet 50mg/ 850 mg tablet 

Composition Each film coated tablet contains: 

Vildagliptiné.50 mg 

Metformin hydrochlorideé.. 500 mg 

Diary No. Date of R& I & fee  Dy. No.409, 23-06-2015, Rs.20, 000/- (23-06-2015). Fee 

challan is duplicate. 

Pharmacological Group Oral hypoglycemic, DPP-4 inhibitors 

Type of Form Form-5 (Duplicate) 

Finished product Specification Manufacturer 

Pack size & Demanded Price 30ôs ; As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Galvumet tablet, TGA-Australia approved 
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Me-too status  Galmet 50mg/850mg Tabletof  M/s Visison  

Pharmaceuticals (Pvt,) Ltd, (Reg.#081906) 

GMP status  Last inspection conducted on 23-11-2016 and report 

concludes that firm is found GMP compliant. 

Remarks of the Evaluator. ¶ Submitted dossier is duplicate. 

¶ No USP or BP monograph is available for applied 

formulation. 

¶ Several cases of the firm has been deferred in 269
th
 

meeting of Registration Board for observations related 

to GMP made by panel of inspection for the product 

SOVIR-C 400mg tablet and as recorded in inspection 

report (dated: 01-04-2017). 

Decision:Deferred for following: 

i. Submission of rectification report of observations related to GMP made by panel of 

inspection for the product SOVIR-C 400mg tablet and as recorded in inspection report 

(dated: 01-04-2017). 

ii. Verification of fee challan as per decision of Registration Board in 264
th
 meeting. 

166.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

MELOX tablet 15 mg 

Composition Each film coated tablet contains: 

Meloxicamé.15 mg 

Diary No. Date of R& I & fee  Dy. No.475, 28-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Anti-rheumatics 

Type of Form Form-5 

Finished product Specification BP 

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

Approval status of product in 

Reference Regulatory Authorities. 

USFDA approved 

Me-too status  Meloximed 15mg Tablets of  M/s Medicraft 

Pharmaceuticals (Pvt,) Ltd, (Reg.#077455`) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

167.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curadic tablet 75 mg 

Composition Each film coated tablet contains: 

Diclofenac potassiumé.75 mg 

Diary No. Date of R& I & fee  Dy. No.466, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Analgesic, anti-inflammatory 

Type of Form Form-5 

Finished product Specification USP 

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

Approval status of product in 

Reference Regulatory Authorities. 

Not provided 

Me-too status  Nexfen Tablets of  M/s Libra Pharmaceuticals (Pvt.) Ltd., 

(Reg.#074597`) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Form 5 is not signed. 
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¶ Evidence of approval for applied formulation by any 

reference regulatory authority is required 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of following: 

¶ Evidence of approval of applied formulation in reference regulatory 

authorities/agencies (Registration Board in its 249
th
 meeting). 

¶ Latest GMP inspection report conducted within 1 year by DRAP. 

168.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curadic tablet 50 mg 

Composition Each film coated tablet contains: 

Diclofenac potassiumé.50 mg 

Diary No. Date of R& I & fee  Dy. No.476, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Analgesic, anti-inflammatory 

Type of Form Form-5 

Finished product Specification USP 

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Dolowel 50mg Tablets of  M/s WelMark Pharmaceutical, 

(Pvt.) Ltd., (Reg.#068325) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

169.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curafen SR tablet 100 mg 

Composition Each sustained release tablet contains: 

Diclofenac sodiumé.100 mg 

Diary No. Date of R& I & fee  Dy. No.477, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Analgesic, anti-inflammatory 

Type of Form Form-5 

Finished product Specification Manufacturer  

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Dyosal SR Tablets of M/s Universal Pharmaceuticals (Pvt) 

Ltd.  (Reg.#068281) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP and BP monograph is available for applied 

formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 
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170.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curafen  tablet 50 mg 

Composition Each enteric coated tablet contains: 

Diclofenac sodiumé.50 mg 

Diary No. Date of R& I & fee  Dy. No.467, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Analgesic, anti-inflammatory 

Type of Form Form-5 

Finished product Specification Manufacturer  

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Rodic 50mg Tablets of M/s Rock Pharmaceuticals 

Laboratories, (Pvt) Ltd., (Reg.#064203) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP and BP monograph is available for applied 

formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

171.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curacin  tablet 200 mg 

Composition Each film coated tablet contains: 

Ofloxaciné.200 mg 

Diary No. Date of R& I & fee  Dy. No.469, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Fluoroquinolones 

Type of Form Form-5 

Finished product Specification Manufacturer  

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Edox 200mg Table of M/s Zephyr Pharmatec, Karachi 

(Reg.#058402) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

172.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Curacin  tablet 400 mg 

Composition Each film coated tablet contains: 

Ofloxaciné.400 mg 

Diary No. Date of R& I & fee  Dy. No.476, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Fluoroquinolones 

Type of Form Form-5 
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Finished product Specification Manufacturer  

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

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Edox 400mg Table of M/s Zephyr Pharmatec, Karachi 

(Reg.#058403) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 

173.  Name and address of manufacturer / 

Applicant 

M/s Curatech Pharma (Pvt.) Ltd., Multan Road, Lahore. 

Brand Name +Dosage Form + 

Strength 

Amloval  tablet 5/80 mg 

Composition Each film coated tablet contains: 

Amlodipine as besylateé.5 mg 

Valsartan éé 80 mg 

Diary No. Date of R& I & fee  Dy. No.465, 27-08-2015 , Rs.20,000/- (22-06-2015) 

Pharmacological Group Anti-anginal. Anti-huypertensive 

Type of Form Form-5 

Finished product Specification Manufacturer  

Pack size & Demanded Price 14 ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA approved 

Me-too status  Lodis 5/80mg Tablet of M/s  Tabros Pharma (Pvt) Ltd, 

Karachi  (Reg.#055896) 

GMP status  Last inspection conducted on 14-01-2016 declaring the 

GMP compliance at satisfactory level. 

Remarks of the Evaluator. ¶ Firm has claimed manufacturer specifications whereas 

USP monograph is available for applied formulation. 

¶ Last inspection report conducted within one year is 

required. 

Decision:Deferred for submission of latest GMP inspection report conducted within 1 year by 

DRAP. 
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Evaluator PECï III  

 

174.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Benoxid Cream 

Diary No. Date of R& I & fee  Dy.No.141: 28-7-2015 

Rs: 20,000/-: 27-07-2015 

Composition Each gm contains: 

Benzoyl Peroxideéé.4.0%w/w 

Pharmacological Group Anti-acne preparation for topical use 

Type of Form Form 5 

Finished Product Specification B.P 

Pack size &  Demanded Price 40g tube: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Brevoxyl cream 4% by GSK 

(MHRA Approved) 

Me-too status  Brevoxyl cream by GSK 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator. ¶ Firm has claimed shelf life of 2 years while the shelf 

life approved by MHRA and Medical products agency 

of sweeden is 18 months with clear instructions to store 

below 25
o
C. 

Decision: Approved with shelf life of 18 months. 

175.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Cicorox liquid 

Diary No. Date of R& I & fee  Dy.No. 142: 28-7-2015 

Rs: 20,000/-: 27-7-2015 

Composition Each ml contains: 

Ciclopirox olamineé.1.5%w/w 

Pharmacological Group Antifungal for topical use 

Type of Form Form 5 

Finished Product Specification U.S.P 

Pack size & Demanded Price 60ml bottle: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Stieprox Shampoo by GSK 

(Health Canada Approved) 

Me-too status  Stieprox liquid by GSK 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator.  

Decision: Approved. 

176.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Prenicare Lotion  

Diary No. Date of R& I & fee  Dy. No.139: 28-7-2015 

Rs: 20,000/-: 27-07-2015 

Composition Each ml contains: 

Prednicarbate ééé..0.25%w/w 

Pharmacological Group Corticosteroid 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specifications 

Pack size &  Demanded Price 10g tube; As per PRC 

Approval status of product in Reference Prednitop 0.25% by BGP Products 



Minutes for 272
nd

Meeting of Registration Board          85 

Regulatory Authorities. (Swissmedic Approved) 

Me-too status  Zemagis lotion by GSK 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

177.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Myocin 100mg Tablet 

Diary No. Date of R& I & fee  Dy. No. 148: 28-7-2015 

Rs. 20,000/-: 27-7-2015 

Composition Each film coated tablet contains: 

Minocycline as hydrochlorideé.100 mg 

Pharmacological Group (Tetracycline) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Minocycline Tablets by Par Pharmaceutical 

(USFDA Approved) 

Me-too status  Minoderm Tablets by GSK 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

Remarks of the Evaluator.  

Decision: Approved. 

178.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Lacsol Lotion 

Diary No. Date of R& I & fee  Dy. No. 140: 28-7-2015 

Rs: 20,000/-: 27-7-2015 

Composition Each ml contains: 

Lactic acid éé5%w/w 

Sodium Pyrrolidone carboxyhlateé..2.5%w/v 

Pharmacological Group (Emollient) 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specification 

Pack size &  Demanded Price 60ml: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Firm could not provide approval status in response to 

the letter of shortcoming 

Me-too status  Lacticare lotion by GSK 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

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

reference regulatory authorities could not be confirmed 

¶ Firm has claimed and submitted innovatorôs 

specification but could not submit the reference of any 

approval of same by the reference regulatory 

authorities  

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

179.  Name and address of manufacturer / 

Applicant 

M/s Akhai Pharmaceuticals (Pvt) Ltd, A-248, A-256-

259, Hub Industrial Trading Estate, Lasbela, 

Baluchistan 

Brand Name +Dosage Form + Strength Ciclosyl Liquid 

Diary No. Date of R& I & fee  Dy. No. 138: 28-7-2015 

Rs. 20,000/-: 27-7-2015 
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Composition Each ml contains: 

Ciclopirox Olamineéé...1.5%w/v 

Salicylic acidééééé.3%w/v 

Pharmacological Group Anti-fungal for topical use 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specifications 

Pack size &  Demanded Price 60 ml: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Firm could not provide approval status in response to 

the letter of shortcoming 

Me-too status  Stieproxal lotion by GSK (Reg No. 048074) 

GMP status  Last inspection report dated 25-01-2017 confirms good 

compliance to GMP 

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

reference regulatory authorities could not be confirmed 

¶ Firm has claimed and submitted innovatorôs 

specification but could not submit the reference of any 

approval of same by the reference regulatory 

authorities 

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

 

180.  Name and address of manufacturer / 

Applicant 

M/s Atco Laboratories Limited B-18, S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength DIOPLUS-H Tablet 5mg/160mg/ 25mg 

Diary No. Date of R& I & fee  Dy.No.144: 6-8-2015 

Rs. 20,000/-: 6-8-2015 

Composition Each film coated tablet contains: 

Amlodipine besilate eq. to amlodipineéé..5 mg 

Valsartanééé160 mg 

Hydrochlorothiazideé.25mg 

Pharmacological Group (Anti-Hypertensive combination) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size & Demanded Price Rs 100/Tablet 

7ôs: Rs 700/- 

10ôs: Rs 1000/- 

14ôs: Rs 1400/- 

28ôs: Rs 2800/- 

30ôs: Rs 3000/- 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge HCT Tablets by Novartis 

(USFDA Approved) 

Me-too status  Exforge HCT by Novartis 

GMP status  Last inspection report dated 13-12-2016 confirms good 

compliance to GMP 

Remarks of the Evaluator.  

Decision: Approved. 

 

181.  Name and address of manufacturer / 

Applicant 

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

S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Barilol-H 2.5mg/6.25mg Tablet 

Diary No. Date of R& I & fee  Dy. No. 201: 6-8-2015 

Rs. 20,000/-: 5-8-2015 

Composition Each film coated tablet contains: 

Bisoprolol fumarateéé2.5mg 

Hydrochlorothiazideé..6.25mg 

Pharmacological Group (Antihypertensive combination) 

Type of Form Form 5 
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Finished Product Specification USP 

Pack size & Demanded Price 10ôs: Rs.60/- 

14ôs: Rs.84/- 

20ôs: Rs.120/- 

28ôs: Rs.168/- 

30ôs: Rs.180/- 

Approval status of product in Reference 

Regulatory Authorities. 

Ziac Tablets by Teva Pharms 

(USFDA Approved) 

Me-too status  Actim-H by Sami 

GMP status  Last inspection report dated 18 to 21
st
 January and 2

nd
 

February 2016, recommended the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

182.  Name and address of manufacturer / 

Applicant 

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

S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Barilol-H 5mg/6.25mg Tablet 

Diary No. Date of R& I & fee  Dy. No. 203: 6-8-2015 

Rs. 20,000/-: 5-8-2015 

Composition Each film coated tablet contains: 

Bisoprolol fumarateé.5mg 

Hydrochlorothaizideé6.25mg 

Pharmacological Group (Anti-hypertensive combination) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size & Demanded Price 10ôs: Rs.90/- 

14ôs: Rs.126/- 

20ôs: Rs.180/- 

28ôs: Rs.252/- 

30ôs: Rs.270/- 

Approval status of product in Reference 

Regulatory Authorities. 

Ziac Tablets by Teva Pharms 

(USFDA Approved) 

Me-too status  Actim-H by Sami 

GMP status  Last inspection report dated 18 to 21
st
 January and 2

nd
 

February 2016, recommended the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

183.  Name and address of manufacturer / 

Applicant 

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

S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Barilol-H 10mg/6.25mg Tablet 

Diary No. Date of R& I & fee  Dy. No. 202: 6-8-2015 

Rs. 20,000/-: 5-8-2015 

Composition Each film coated tablet contains: 

Bisoprolol fumarateé.10mg 

Hydrochlorothaizideé6.25mg 

Pharmacological Group (Anti-hypertensive combination) 

Type of Form Form 5 

Finished Product Specification USP 

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

14ôs: Rs.210/- 

20ôs: Rs.300/- 

28ôs: Rs.420/- 

30ôs: Rs.450/- 

Approval status of product in Reference 

Regulatory Authorities. 

Ziac Tablets by Teva Pharms 

(USFDA Approved) 
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Me-too status  Actim-H by Sami 

GMP status  Last inspection report dated 18 to 21
st
 January and 2

nd
 

February 2016, recommended the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

184.  Name and address of manufacturer / 

Applicant 

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

S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Moodset 50mg XR Tablet 

Diary No. Date of R& I & fee  Dy. No. 206: 6-8-2015 

Rs. 20,000/-: 5-8-2015 

Composition Each extended release tablet contains: 

Desvenlafaxine succinate eq. to 

Desvenlafaxineéé..50 mg 

Pharmacological Group Anti-depressant-SNRI 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specification 

Pack size &  Demanded Price 14ôs: Rs.364/- 

Approval status of product in Reference 

Regulatory Authorities. 

Pristiq Tablet by Wyeth 

(USFDA Approved) 

Me-too status  Desvel XR tablet by Hilton Pharma 

GMP status  Last inspection report dated 18 to 21
st
 January and 2

nd
 

February 2016, recommended the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

185.  Name and address of manufacturer / 

Applicant 

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

S.I.T.E., Karachi 

Brand Name +Dosage Form + Strength Moodset 100mg XR Tablet 

Diary No. Date of R& I & fee  Dy. No. 205: 6-8-2015 

Rs. 20,000/-: 5-8-2015 

Composition Each extended release tablet contains: 

Desvenlafaxine succinate eq.to Desvenlafaxine..100mg 

Pharmacological Group Anti-depressant-SNRI 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specifications 

Pack size &  Demanded Price 14ôs: Rs.462/- 

Approval status of product in Reference 

Regulatory Authorities. 

Pristiq Tablet by Wyeth 

(USFDA Approved) 

Me-too status  Desvel XR tablet by Hilton Pharma 

GMP status  Last inspection report dated 18 to 21
st
 January and 2

nd
 

February 2016, recommended the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

186.  Name and address of manufacturer / 

Applicant 

M/s Dyson Research Laboratories (Pvt) Ltd,28 KM 

Ferozepur Road Lahore 

Brand Name +Dosage Form + Strength Perimo Tablets 10mg  

Diary No. Date of R& I & fee  Dy. No. 97: 13-7-2015 

PKR 20,000/-: 13-07-2015 

Composition Each film coated tablet contains: 

Domperidone maleate equivalent to domperidone 

é.10mg 

Pharmacological Group Antiemetic 

Type of Form Form 5 

Finished Product Specification B.P 
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Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Motilium Tablets 

(MHRA Approved) with blackbox warning 

Me-too status  Motilium tablet by Janssen 

GMP status  Last inspection report dated 14-10-2015 & 03-11-2015 

recommends the renewal of DML 

Remarks of the Evaluator. ¶ The inspection report of the firm is older than 1 year, 

however firm has provided proof of applications 

submitted in DRAP requesting issuance of GMP 

certificate for export purpose with R. 5000/- dated 

17
th
 January 2017 and then reminders on 4

th
 March 

2017 and 19
th
 May 2017. 

Decision: Deferred for latest GMP inspection report conducted within past one year. 

 

187.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharm (Pvt) Ltd., Hakimsons house, A/56, 

S.I.T.E. Manghopir Road, Karachi 

Brand Name +Dosage Form + Strength Cyclo Eye Drops 0.05% 

Ophthalmic emulsion 

Diary No. Date of R& I & fee  Dy. No. 186: 04-8-2015 

Rs. 20,000/-: 04-8-2015 

Composition Each ml contains: 

Cyclosporinéééé0.5 mg 

Pharmacological Group (Cytostatic, anti-inflammatory) 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovatorôs specification 

Pack size &  Demanded Price 10ml: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Restasis ophthalmic emulsion by Allergan 

(USFDA Approved) 

Me-too status  C-Spor by Ophth Pharma 

GMP status  Last GMP inspection report dated 24-02-2017 

confirms satisfactory compliance to GMP 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

 

188.  Name and address of manufacturer / 

Applicant 

M/s Helix Pharm (Pvt) Ltd., Hakimsons house, A/56, 

S.I.T.E. Manghopir Road, Karachi 

Brand Name +Dosage Form + Strength Tropia Inhalation Solution  

Diary No. Date of R& I & fee  Dy. No. 185: 04-8-2015 

Rs. 20,000/-: 04-8-2015 

Composition Each ml contains: 

Ipratropium bromideé0.25mg 

Pharmacological Group (Anticholinergic) 

Type of Form Form 5 

Finished Product Specification B.P 

Pack size & Demanded Price 20ml: As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Atrovent by Boehringer Ingelheim Limited 

(MHRA Approved) 

Me-too status  Optra by Getz 

GMP status  Last GMP inspection report dated 24-02-2017 

confirms satisfactory compliance to GMP 

Remarks of the Evaluator.  

Decision: Deferred for clarification of facility for packaging of inhalation solution in plastic 

bottles / ampoules. 
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189.  Name and address of manufacturer / 

Applicant 

M/s Saibins Pharmaceuticals, Plot 316 Industrial 

Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Prega 50mg capsules 

Diary No. Date of R& I & fee  Dy. No. 4806: 04-08-2015 

Rs. 20,000/-: 04-08-2015 

Composition Each capsule contains: 

Pregabalinéééé50mg 

Pharmacological Group GABA Analogue 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 2x7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by PF Prism 

(USFDA Approved) 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP inspection report dated 02-01-2017 

confirms good compliance to GMP 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision: Approved with Innovatorôs specifications. 

 

190.  Name and address of manufacturer / 

Applicant 

M/s Saibins Pharmaceuticals, Plot 316 Industrial 

Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Prega 75mg Capsules 

Diary No. Date of R& I & fee  Dy. No. 4805: 04-08-2015 

Rs. 20,000/-: 04-08-2015 

Composition Each capsule contains: 

Pregabalinéééé75mg 

Pharmacological Group GABA Analogue 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 2x7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by PF Prism 

(USFDA Approved) 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP inspection report dated 02-01-2017 

confirms good compliance to GMP 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision: Approved with Innovatorôs specifications. 

 

191.  Name and address of manufacturer / 

Applicant 

M/s Saibins Pharmaceuticals, Plot 316 Industrial 

Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Prega 100mg Capsules 

Diary No. Date of R& I & fee  Dy. No. 4804: 04-08-2015 

Rs. 20,000/-: 04-08-2015 

Composition Each capsule contains: 

Pregabalinéééé100mg 

Pharmacological Group GABA Analogue 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 2x7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by PF Prism 

(USFDA Approved) 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP inspection report dated 02-01-2017 

confirms good compliance to GMP 
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Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision: Approved with Innovatorôs specifications. 

 

192.  Name and address of manufacturer / 

Applicant 

M/s Saibins Pharmaceuticals, Plot 316 Industrial 

Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Prega 150mg Capsules 

Diary No. Date of R& I & fee  Dy. No. 4802: 04-08-2015 

Rs. 20,000/-: 04-08-2015 

Composition Each capsule contains: 

Pregabalinéééé150mg 

Pharmacological Group GABA Analogue 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 2x7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by PF Prism 

(USFDA Approved) 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP inspection report dated 02-01-2017 

confirms good compliance to GMP 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision: Approved with Innovatorôs specifications. 

 

193.  Name and address of manufacturer / 

Applicant 

M/s Saibins Pharmaceuticals, Plot 316 Industrial 

Triangle Kahuta Road Islamabad 

Brand Name +Dosage Form + Strength Prega 300mg Capsules 

Diary No. Date of R& I & fee  Dy. No. 4803: 04-08-2015 

Rs. 20,000/-: 04-08-2015 

Composition Each capsule contains: 

Pregabalinéééé300mg 

Pharmacological Group GABA Analogue 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 2x7ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica by PF Prism 

(USFDA Approved) 

Me-too status  Gabica by Getz Pharma 

GMP status  Last GMP inspection report dated 02-01-2017 

confirms good compliance to GMP 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision: Approved with Innovatorôs specifications.  

 

194.  Name and address of manufacturer / 

Applicant 

M/s Tabros Pharma (Pvt) Ltd., L-20/B, F.B. Industrial 

Area, Karachi 

Brand Name +Dosage Form + Strength Ferryject Injection 

Diary No. Date of R& I & fee  Dy. No. 149: 28-7-2015 

PKR 20,000/-: 28-07-2015 

Composition Each ml contains: 

Iron (III) Isomaltoside 1000mg eq. to Elemental 

Ironéé.100mg 

Pharmacological Group (Heamatinic) 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specifications 

Pack size &  Demanded Price 5ôs: Rs. 500 per ampoule 
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Approval status of product in Reference 

Regulatory Authorities. 

Monofer injection by Pharmacosmos 

(Denmark Approved) 

Me-too status  Monofer by Allmed Labs 

GMP status  Last GMP inspection rport dated 05-12-2016 confirms 

good compliance to GMP 

Remarks of the Evaluator. ¶ Finished product specifications to be submitted in the 

light of decision taken by the Registration Board in its 

267
th
 meeting 

Decision: Approved with Innovatorôs specifications and change of brand name. 

 

195.  Name and address of manufacturer / 

Applicant 

M/s WeatherFolds Pharmaceutical Plot No.69/2, 

Phase-2 Industrial Estate Hattar 

Brand Name +Dosage Form + Strength Paramol 160mg Syrup 

Diary No. Date of R& I & fee  Dairy No. 247: 03-8-2015 

PKR 20,000/-: 03-8-2015 

Composition Each 5ml contains: 

Acetaminophené.160mg 

Pharmacological Group (Analgesic, antipyretic) 

Type of Form Form 5 

Finished Product Specification U.S.P 

Pack size &  Demanded Price 100ml:  

Approval status of product in Reference 

Regulatory Authorities. 

Tempra syrup by Bristol Myers Squibb 

(Approved as OTC product in USA and available in 

dailymed database) 

Me-too status  Panadol liquid by GSK 

GMP status  Last inspection report dated 04-08-2016, the panel 

recommended the renewal of DML by way of 

formulation 

Remarks of the Evaluator.  

Decision: Approved. 

 

196.  Name and address of manufacturer / 

Applicant 

M/s WeatherFolds Pharmaceutical Plot No 69/2, 

Phase-2 Industrial Estate Hattar 

Brand Name +Dosage Form + Strength Zinkan Suspension 

Diary No. Date of R& I & fee  Dairy No. 246: 03-8-2015  

PKR 20,000/-: 03-8-2015 

Composition Each 5ml contains 

Zinc Sulphate  as monohydrateéé20mg 

Pharmacological Group Mineral supplement 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 60ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

The formulation is present in International 

Pharmacopoeia 

Me-too status  Yes 2 zinc by Zafa 

GMP status  Last inspection report dated 04-08-2016, the panel 

recommended the renewal of DML by way of 

formulation 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications while the 

product monograph is available in International 

Pharmacopoeia 

Decision: Approved with International Pharmacopoeia specifications. 
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197.  Name and address of manufacturer / 

Applicant 

M/s Wenovo Pharmaceuticals Plot No. 31-32, Punjab 

Small Industrial Estate, Taxila 

Brand Name +Dosage Form + Strength Rfaxin 200mg Tablets 

Diary No. Date of R& I & fee  Dy. No. 4794: 03-08-2015 

Rs.20,000: 03-08-2015 

Composition Each film coated tablet contains: 

Rifaximinééé.200mg 

Pharmacological Group Semi-synthetic antibiotic 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specification 

Pack size &  Demanded Price 1x10ôs: As per SRO  

Approval status of product in Reference 

Regulatory Authorities. 

Xifaxanta by Norgine Limited 

(MHRA Approved) 

Me-too status  Nimixa by Getz 

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

GMP status of the firm 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

 

198.  Name and address of manufacturer / 

Applicant 

M/s Wenovo Pharmaceuticals Plot No. 31-32, Punjab 

Small Industrial Estate, Taxila 

Brand Name +Dosage Form + Strength Rfaxin 550mg Tablets 

Diary No. Date of R& I & fee  Dy. No. 4791: 03-08-2015 

Rs.20,000: 03-08-2015 

Composition Each film coated tablet contains: 

Rifaximinééé.550mg 

Pharmacological Group Semi-synthetic antibiotic 

Type of Form Form 5 

Finished Product Specification Firm has claimed innovator specification 

Pack size &  Demanded Price 1x10ôs: As per SRO  

Approval status of product in Reference 

Regulatory Authorities. 

Xifaxanta by Norgine Limited 

(MHRA Approved) 

Me-too status  Nimixa by Getz 

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

GMP status of the firm 

Remarks of the Evaluator. Firm has claimed in house specifications and the 

product is not present in BP or USP. 

Decision: Approved with Innovatorôs specifications.  

 

199.  Name and address of manufacturer / 

Applicant 

M/s Welmark Pharmaceuticals, Plot 122, Block-B, 

Phase-V, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Apre 80mg Capsule 

Diary No. Date of R& I & fee  Dy. No. 27: 30-7-2015 

Rs. 20,000/-: 30-7-2015 

Composition Each capsule contains:- 

Aprepitantéééé80mg 

Pharmacological Group Antiemetic 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Emend Capsule by Merck 

(USFDA Approved) 

Me-too status  Apritus 80mg capsule by S.J. &G 

GMP status  Last inspection report dated 12-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator. ¶ The name of production manager and QC manager on 
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commitments are different from that provided in the 

inspection report (12-01-2017). Firm has submitted 

request for change of technical person i.e. production 

and QC manager but have not yet received the 

approval of technical persons. 

Decision: Deferred for clarification regarding confirmation of the names of production 

manager and quality control manager on commitments and GMP inspection report from the 

Licensing, Division.  

200.  Name and address of manufacturer / 

Applicant 

M/s Welmark Pharmaceuticals, Plot 122, Block-B, 

Phase-V, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Wellinez 600mg Tablets 

Diary No. Date of R& I & fee  Dy. No. 26: 30-7-2015 

Rs. 20,000/-: 30-7-2015 

Composition Each film coated tablet contains: 

Linezolidééééé..600mg 

Pharmacological Group Synthetic Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed USP Specifications 

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

Approval status of product in Reference 

Regulatory Authorities. 

Zyvox by Pharmacia 

(USFDA Approved) 

Me-too status  Volinza by Wilshire 

GMP status  Last inspection report dated 12-01-2017 confirms 

satisfactory compliance to GMP 

Remarks of the Evaluator. Firm has claimed USP specifications and the product is 

not present in BP or USP 

¶ The name of production manager and QC manager on 

commitments are different from that provided in the 

inspection report (12-01-2017). Firm has submitted 

request for change of technical person i.e. production 

and QC manager but have not yet received the 

approval of technical persons. 

Decision: Deferred for clarification regarding confirmation of the names of production 

manager and quality control manager on commitments and GMP inspection report from the 

Licensing, Division.  

201.  Name and address of manufacturer / 

Applicant 

M/s Zafa Pharmaceutical Laboratories (Pvt) Ltd., L-

4/1, A & B, Block-21, Federal B Industrial Area, 

Karachi 

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

Diary No. Date of R& I & fee  Dy. No. 187: 04-08-2015 

Rs. 20,000/-: 03-08-2015 

Composition Each 5ml contains: 

Iron (as iron sucrose)éééé.100mg 

Pharmacological Group (Anti-anemic preparations) 

Type of Form Form 5 

Finished Product Specification B.P 

Pack size &  Demanded Price 5 x 5ml: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Venofer Injection by Vifor Pharma 

(MHRA Approved) 

Me-too status  Ferotein-S by Getz 

GMP status  Firm has provided copy of GMP certificate issued on 

8
th
 December 2016 based on evaluation conducted on 

23
rd
 November 2016 

Remarks of the Evaluator.  

Decision: Approved. 
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b) Deferred cases 

Evaluator PEC ï VII  
 

 

  

202.  Name and address of manufacturer 

/ Applicant 

M/s. Don Valley Pharma 39 main peco road, Lahore 

Brand Name +Dosage Form + 

Strength 

Dvcaine Suspension 

 

Diary No. Date of R& I & fee  Dy.No.696, 25-3-2015, Rs.20,000/- 

Composition Each 5ml contains:- 

Aluminium hydroxideé. 291mg 

Magnesium hydroxideé98 mg 

Oxethazaineé10mg 

Pharmacological Group Antacid and Anaesthetic  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 120 ml 

As Per SRO 

Approval status of product in 

Reference Authorities. 

Not Available 

 

Me-too status  Mucaine of Pfizer 

GMP status  Last GMP Inspection of Don valley Pharmaceuticals. Conducted 

on 19-5-17 with conclusive remarks of Fair level of cGMP 

compliance. 

Remarks of the Evaluator. ¶ This product was deferred in 271 meeting due to 

unavailability of approval status in reference countries.  

¶ In case of change of formulation, the formulation will fall 

under category of new drug. 

¶ Applicant claim that this same product is approved as OTC in 

Canada by the Aurium Pharma but with slight variations. 

They claim as the variation which between Mucain approved 

by DRAP (mucaine) and Canadian product is within the 

range of 10% which is acceptable by Canadian 

pharmacopeia.   Moreover, the variation of 3% is clinically 

insignificant, so their formulation should be accepted. The 

Firm also accepted the same price as given to Mucaine in 

Pakistan. 

¶ They also revised their formulation as mentioned above and 

provided new revised Form 5 in their letter dated 10-july-

2017, so that new formulation concedes with Canadian 

formulation i.e.  

Aluminium hydroxideé300mg 

Magnesium hydroxideé100mg 

Oxethazaineé10mg approved in case of mucaine by Pfizer. 

¶ But in letter dated 11-July they revoked the revised Form 5 

and requested to considered there product with same 

composition as that of mucaine in Pakistan. 

Decision:Deferred for confirmationby M/s Pfizer Pakistan pvt. Ltd. Karachi regardingapproval 

status of formulation of Mucaine suspension by reference regulatory authorities. 
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Evaluator PECï V 

203.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals Pvt. LTD,Plot No 11,Sector 

12-A North,Karachi Industrial Area 

Brand Name +Dosage Form + Strength Taxy Dry Powder Injection IV/IM 250mg 

Diary No. Date of R& I & fee  Dy. No.1537, R&I Dated 12-11-14, Rs. 20,000/- 

Composition Each vial contains: 

Cefotaxime sodium equivalent to cefotaximeé.250 mg 

Pharmacological Group Third generation cephalosporin antibacterial 

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price 1ôs Glass Vial of Rs. 82.00, 7ôs Glass Vial of Rs. 574.00, 

As per PAC Recommendation 

Approval status of product in Reference 

Regulatory Authorities. 

Claforan, Aventis Pharma Limited, MHRA 

Me-too status  Traxim by Biolabs 

GMP status  Last GMP inspection: 15-02-2017, GMP compliance level 

is rated as ñGoodò. 

Remarks of the Evaluator. 2 % overage of cefotaxime has been added in the formula 

and firm gave following justification ñUse of an overage 

of a drug substance to compensate for degradation during 

manufacture or to extend shelf lifeò. 

Previous Decision Registration board in its 269
th
 meeting did not agree with 

justification of overage provided by firm and deferred the 

case for further clarification with scientific rationale. 

Evaluation by PEC: 

The firm has submitted the master formulation without overage. 

Decision:Approved with change of brand name. 

204.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals Pvt. LTD,Plot No 11,Sector 

12-A North,Karachi Industrial Area 

Brand Name +Dosage Form + Strength Taxy  Dry Powder Injection IV/IM 500mg 

Diary No. Date of R& I & fee  Dy. No.1537, R&I Dated 12-11-14, Rs. 20,000/- 

Composition Each vial contains: 

Cefotaxime sodium equivalent to cefotaximeé.500 mg 

Pharmacological Group Third generation cephalosporin antibacterial 

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price 1ôs Glass Vial of Rs. 123.00, 7ôs Glass Vial of Rs. 861.00, 

As per PAC Recommendation 

Approval status of product in Reference 

Regulatory Authorities. 

Claforan,Aventis Pharma Limited,MHRA 

Me-too status  Traxim by Biolabs 

GMP status  Last GMP inspection: 15-02-2017, GMP compliance level 

is rated as ñGoodò. 

Remarks of the Evaluator. 2 % overage of cefotaxime has been added in the formula 

and firm gave following justification ñUse of an overage 

of a drug substance to compensate for degradation during 

manufacture or to extend shelf lifeò. 

Previous Decision Registration board in its 269
th
 meeting did not agree with 

justification of overage provided by firm and deferred the 

case for further clarification with scientific rationale. 

Evaluation by PEC: 

The firm has submitted the master formulation without overage. 

 Decision:Approved with change of brand name. 
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205.  Name and address of manufacturer / 

Applicant 

M/s Semos Pharmaceuticals Pvt. LTD,Plot No 11,Sector 

12-A North,Karachi Industrial Area 

Brand Name +Dosage Form + Strength Cefdim Dry Powder Injection IV/IM 500mg 

Diary No. Date of R& I & fee  Dy. No.1537, R&I Dated 12-11-14, Rs. 20,000/- 

Composition Each vial contains: 

Ceftazidime as pentahydrateéé..500 mg 

Pharmacological Group Third generation cephalosporin antibacterial 

Type of Form Form 5 

Finished Product Specification USP Specs. 

Pack size &  Demanded Price 1ôs Glass Vial of Rs. 188.00, 7ôs Glass Vial of Rs. 

1316.00, As per PAC Recommendation 

Approval status of product in Reference 

Regulatory Authorities. 

Fortaz by GSK,USFDA, MHRA 

Me-too status  Astedime by Astellas Pharmaceuticals 

GMP status  Last GMP inspection:15-02-2017,GMP compliance level 

is rated as ñGoodò. 

Remarks of the Evaluator. 2 % overage of ceftazidime has been added in the formula 

without justification. 

Previous Decision Registration board in its 269
th
 meeting did not agree with 

justification of overage provided by firm and deferred the 

case for further clarification with scientific rationale. 

Evaluation by PEC: 

The firm has submitted the master formulation without overage. 

Decision: Approved. 

 

206.  Name and address of manufacturer / 

Applicant 

Caliph Pharmaceuticals Pvt. LTD,Plot 17,Special 

Industrial Zone, Risalpur,KPK 

Brand Name +Dosage Form + Strength Califer F Syrup 50mg/5ml 

Diary No. Date of R& I & fee  Dy. No.1781, R&I Dated 21-11-14, Rs. 20,000/- 

Composition Each 5ml contains:- 

Iron Polymaltose complexſ elemental Ironééé50mg 

Folic Acidééé..0.35mg 

Pharmacological Group Haematinic 

Type of Form Form 5 

Finished Product Specification As per manufacturer specs. 

Pack size &  Demanded Price 60ml,120ml,200ml,Amber glass bottle/Plastic As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided  

Me-too status  Irofin by Alina Combine Karachi 

GMP status  Last GMP inspection Date: 07-03-2017, Overall GMP 

was ñSatisfactoryò. 

Remarks of the Evaluator. ¶ Firm demanded manufacturer specs but not according 

to the requirement of 267
th
 Registration Board 

decision. 

¶ 251
st
 meeting commitment not provided by firm. 

¶ The dosage form on form 5 is incorrect i.e. liquid 

suspension instead of syrup. 

Previous Decision Registration board in its 269
th
 meeting deferred the 

applied formulation for the following reasons; 

i. Submission of commitments as per decision of 251
st
 

meeting of Registration Board. 

ii. Clarification of dosage form on form 5 whether 

suspension or syrup. 
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Evaluation by PEC: 

¶ Firm has claimed manufacturer specifications without the relevant documents required as per 

the decision of Registration Board in its 267
th
 meeting; the product is not present in available 

versions of BP, USP and JP. 

¶ Firm has submitted 251
st
 meeting commitment. 

¶ Firm has also clarified the dosage form on Form 5 i.e. syrup. 

 Decision: Approved. 

 

207.  Name and address of manufacturer / 

Applicant 

Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Fenobrate 67mg Capsules 

Diary No. Date of R& I & fee  Dy. No.2048, R&I Dated 28-11-14, Rs. 20,000/- 

Composition Each capsule contains:- 

Fenofibrate (micronized) .ééé.. 67mg 

Pharmacological Group (Fibrate; lipid-regulating drug) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 30's, Alu-Alu Blister pack, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Fenofibrate by Teva Pharmaceuticals (USFDA) 

Me-too status  Fenoget by Getz Pharma, Karachi (R. No  047197 ) 

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

Remarks of the Evaluator. Manufacturing outline is incorrect; contain step of 

compression instead of filling of capsule.  

Previous Decision Registration board in its 270
th
 meeting deferred the 

applied formulation for clarification in the manufacturing 

method since the manufacturing outline submitted contain 

step of compression while firm has applied for capsule 

dosage form. 

Evaluation by PEC: 

Firm has submitted correct manufacturing outline. 

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

Applicant 

Crystolite Pharmaceuticals, Plot 1&2,S-2,National 

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Fenobrate 200 mg Capsules 

Diary No. Date of R& I & fee  Dy. No.2066, R&I Dated 28-11-14, Rs. 20,000/- 

Composition Each capsule contains:- 

Fenofibrate (micronized) ééé.. 200mg 

Pharmacological Group (Fibrate; lipid-regulating drug) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10's, Alu-Alu Blister pack, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Fenofibrate by Teva Pharmaceuticals (USFDA) 

Me-too status  Fenoget by Getz Pharma, Karachi (R. No 047198 ) 

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

Remarks of the Evaluator. Manufacturing outline is incorrect; contain step of 

compression instead of filling of capsule. 

Previous Decision Registration board in its 270
th
 meeting deferred the 

applied formulation for clarification in the manufacturing 

method since the manufacturing outline submitted contain 

step of compression while firm has applied for capsule 

dosage form. 

Evaluation by PEC: 

Firm has submitted correct manufacturing outline of applied capsule dosage form. 

 Decision: Approved. 
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Evaluator PECï III  

 

209.  Name and address of manufacturer / 

Applicant 

M/s Irza Pharma Pvt. Ltd. 10.2Km Lahore,Sheikhupura 

Road Lahore 

Brand Name +Dosage Form + Strength Pasfon Tablet   

Diary No. Date of R& I & fee  Rs.20,000/-: 10-2-2014  

Composition Each sugar coated tablet contains:  

Hydrated pholoroglucinol..80 mg eq. to anhydrous 

phloroglucinolé62.233 mg  

Trimethyphoroglucinolé80mg  

Pharmacological Group Anti spasmodic 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price Rs.252.40/10x3 s 

Approval status of product in Reference 

Regulatory Authorities. 

Spasfon Tablets (ANSM Approved) 

 

Me-too status  Spasfon Tablets by Himont 

GMP status  Last GMP inspection report dated 12-05-2017 recommends 

the renewal of DML 

Decision of previous meeting Deferred for review of formulation by review committee.  

(M-244)  

Deferred for expert opinion  

(M-250)  

Deferred for evaluation as per checklist approved in 251
st
 

RB meeting 

(M-268) 

Evaluation by PEC Firm has provided documents as per the requirements of 

checklist of 251
st
 RB meeting 

Decision: Approved with Innovatorôs specifications. 
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Case No.03  Registration applications of newly granted   

a) DML (Drug Manufacturing License(s))  

b) New section(s) 

c) Remaining applications of new licenses/sections 

 

a) DML (Drug Manufacturing License(s))  

Evaluator PECï XII  

 

Case No. 1. M/s. Bio-Mark Pharmaceuticals, Lahore. (New License) 
 

CLB has granted in its 253
rd

 meeting, held on 15
th
 ï 16

th
 May, 2017, 6 additional sections to the firm:  

1. Tablet Section-I (General) 

2. Tablet Section-II (General) 

3. Capsule Section (General) 

4. Sachet section (General) 

5. Liquid Syrup Section (General) 
 

Now firm has applied for following 79 products received vide letter No. F 8-6/2013-(Reg-V), dated 

10
th
 July, 2017 detailed as under: 

 

Liquid Syrup section (General) Products 14/ Molecules 10 

 

210.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength LAXATIVE Syrup 10g/15ml 

Diary No. Date of R& I & fee  Diary No: 6166, 14/06/2017, Rs: 20,000/- 

Composition Each 15ml contains: 

Lactitol as monohydrateé10gm. 

Pharmacological Group Osmotically acting laxative 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications.  

Pack size &  Demanded Price 120ml / As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Importal Syrup by M/s Novartis (Swissmedica)  

Me-too status  Lacasil 10g/15ml syrup by M/s Sami Pharmaceuticals Pvt. 

Limited. (Reg#070552) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Confirmation of availability of RI detector. 

Decision:Deferred for confirmation of availability of RI detector.  

211.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ONDAN Syrup 4mg/5ml. 

Diary No. Date of R& I & fee  Diary No: 6167, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Ondansetron as hydrochloride dihydrateé4mg 

Pharmacological Group Selective Serotonin 5-HT3 antagonist. 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 50ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Zofran 4mg/5ml syrup of M/s Aspen Bad Oldesloe GmbH 

(MHRA approved). 

Me-too status  Dantron 4mg/5ml syrup by M/s Shrooq 

Pharmaceuticals.(Reg# 77076) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

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

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

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

Diary No. Date of R& I & fee  Diary No: 6168, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Ibuprofené100mg 

Pharmacological Group Antiinflammatory and Antirheumatic Drug, Non-Steroid 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 60ml, 90ml, 120ml, 400ml, 450ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

BRUFEN 100mg/5ml suspension by M/s y Abbvie (MHRA 

approved) 

Me-too status  BRUFEN 100mg/5ml suspension by M/s Abbott 

Laboratories. (Reg# 004595)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

213.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength SAPROFEN Suspension 200mg/5ml 

Diary No. Date of R& I & fee  Diary No: 6169, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Ibuprofené200mg 

Pharmacological Group Antiinflammatory and Antirheumatic Drug, Non-Steroid 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 90ml, 450ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Childrenós mortin by M/s J&J healthcare Inc, (USFDA 

approved) 

Me-too status  BRUFEN DS 200mg/5ml suspension by M/s Abbott 

Laboratories. (Reg# 070851) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

214.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength SAPTAMOL Drops 100mg/ml 

Diary No. Date of R& I & fee  Diary No: 6170, 14/06/2017, Rs: 20,000/- 

Composition Each ml contains: 

Paracetamolé100mg 

Pharmacological Group Analgesic and antipyretic (Para-aminophenol Derivative). 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 20ml, 15ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Dolstic 100 mg / ml oral solution in drops by M/s Ionfarma 

SLU (ANSM approved) 

Me-too status  FENMOL 100mg/ml Drops by M/s Polyfine Chempharma 

(Reg#025052) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

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

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength SAPTAMOL Suspension 160mg/5ml 

Diary No. Date of R& I & fee  Diary No: 6171, 14/06/2017, Rs: 20,000/-  

Composition Each 5ml contains: 

Paracetamolé160mg 

Pharmacological Group Analgesic and antipyretic (Para-aminophenol Derivative). 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 100ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Acetaminophen 160mg Children Elixir USP by M/s 

Pharmetics INC, (Health Canada approved) 

Me-too status  Pomidol 160mg/5ml syrup by M/s Klifton Pharma. 

(Reg# 058350)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

216.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength SAPTAMOL Suspension 120mg/5ml 

Diary No. Date of R& I & fee  Diary No: 6172, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Paracetamolé120mg 

Pharmacological Group Analgesic and antipyretic (Para-aminophenol Derivative). 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 60ml, 90ml, 450ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Paracetamol 120 mg/5 ml Oral Suspension by M/s Pinewood 

Laboratories Limited (MHRA approved) 

Me-too status  Fempol 120mg/5ml suspension by M/s Atlantic 

Pharmaceuticals Pvt. Limited. (Reg# 062314)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

217.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength SAPTAMOL Suspension 250mg/5ml 

Diary No. Date of R& I & fee  Diary No: 6173, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Paracetamolé250mg 

Pharmacological Group Analgesic and antipyretic (Para-aminophenol Derivative). 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 60ml, 90ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Paracetamol 250 mg/5 ml Oral Suspension by M/s Pinewood 

Laboratories Limited (MHRA approved) 

Me-too status  Fempol -6 Plus 250mg/5ml suspension by M/s Atlantic 

Pharmaceuticals Pvt. Limited. (Reg# 062315) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

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

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength AVISCON Liquid 

Diary No. Date of R& I & fee  Diary No: 6174, 14/06/2017, Rs: 20,000/- 

Composition Each 10ml contains: 

Sodium alginateé500mg 

Sodium bicarbonateé267mg,  

Calcium carbonateé160mg 

Pharmacological Group Antacid. 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 120ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Gaviscon oral liquid peppermint bottle by M/s Reckitt 

Benckiser Pty Ltd, (TGA approved) 

Me-too status  Ul-Nil  Suspension by M/s Z-Jans. (Reg# 052470)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Evidence of Atomic absorption apparatus not submitted 

by the firm. 

Decision: Deferred for confirmation of assay method of product. 

219.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength AVISCON Plus Liquid 

Diary No. Date of R& I & fee  Diary No: 6175, 14/06/2017, Rs: 20,000/- 

Composition Each 10ml contains: 

Sodium alginateé1000mg 

Potassium bicarbonateé200mg 

Pharmacological Group Antacid. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 120ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Gaviscon Advance Aniseed Suspension by M/s Reckitt 

Benckiser Healthcare (UK) Ltd. (MHRA approved) 

Me-too status  Gesecon Advance Syrup by M/s Winthrox (Reg#074951) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Evidence of Atomic absorption apparatus not submitted 

by the firm. 

Decision: Deferred for confirmation of assay method of product. 

220.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength DIVAL Suspension 250mg/5ml 

Diary No. Date of R& I & fee  Diary No: 6176, 14/06/2017, Rs: 20,000/- 

Composition Each 5ml contains: 

Sodium valproate eq to valproic acidé250mg 

Pharmacological Group Anti-epileptic drug. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 60ml, 120ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

DEPAKENE (valproic acid) oral solution by M/s AbbVie Inc, 

USFDA approved. 

Me-too status  Epilax Syrup 250mg/5ml by M/s Vision Pharmaceuticals 

(Reg#037571) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Firm has claimed Innovatorôs specifications but product 

monograph is available in USP. 

Decision:Deferred for evidence of approval of formulation in suspension dosage form in Reference 

Regulatory Authorities. 
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221.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength EVIC Solution 100mg/ml 

Diary No. Date of R& I & fee  Diary No: 6177, 14/06/2017, Rs: 20,000/- 

Composition Each ml contains: 

Levetiracetamé100mg 

Pharmacological Group Anti-epileptic  

Type of Form Form-5 

Finished Product Specification USP 

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

Approval status of product in 

Reference Regulatory Authorities. 

Levetiracetam 100mg/ml oral solution by M/s Allied Pharma 

INC (USFDA approved) 

Me-too status  Lerace 100mg/ml solution by M/s Hilton Pharmaceuticals. 

(Reg# 061224) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

222.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ESLOR Syrup 0.5mg/ml 

Diary No. Date of R& I & fee  Diary No: 6178, 14/06/2017, Rs: 20,000/- 

Composition Each ml contains: 

Desloratadineé0.5mg 

Pharmacological Group Histamine H1-Receptor blocker. 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications 

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

Approval status of product in 

Reference Regulatory Authorities. 

AERIUS FOR CHILDREN SYRUP desloratadine 

2.5mg/5mL oral liquid bottle by M/s Bayer Australia Ltd 

(TGA approved) 

Me-too status  Desora0.5mg/ml syrup by M/s Continental 

Pharma.(Reg#055192)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

223.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength IROSAC Syrup 

Diary No. Date of R& I & fee  Diary No: 6182, 14/06/2017, Rs: 20,000/- 

Composition Each contains: 

Iron Polysaccharide complex 217.4mg equivalent to 

elemental ironé100mg. 

Pharmacological Group Iron supplement/ Haematinic. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 30ml, 60ml, 120ml, 240ml/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Niferex Elixir by M/s Tillomed Laboratories 

(MHRA Approved) 

Me-too status  NuIron syrup by M/s Hiranis (Reg#076507) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 
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Sachet section (General) Product 11/ Molecule 10 

224.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength MECTA Sachet 3g 

Diary No. Date of R& I & fee  Diary No: 6132, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Dioctahedral smectiteé3g. 

Pharmacological Group Anti-diarrheal 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 30 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Smecta 3 g powder for oral suspension in sachet by M/s Ipsen 

Pharma (ANSM approved) 

Me-too status  Diosecta 3g sachet by M/s Woodwards Pharma. (Reg# 

061111) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

225.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength RELAX Sachet 500mg/400mg 

Diary No. Date of R& I & fee  Diary No: 6133, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Glucosamine sulphateé.500mg. 

Chondroitin sulphateé...400mg. 

Calciumééééééé430mg. 

Pharmacological Group Glycosaminoglycans. 

Type of Form Form-5  

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 5 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Glucosamine 500mg/400mg sachet. 

BNF-73 Page No.: 961-962. (not confirmed) 

Me-too status  OSAMINE 500mg/400mg sachet by M/s Neutro Pharma. 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Approval status of product in Reference Regulatory 

Authorities not confirmed. 

¶ Me-too status not confirmed. 

Decision:Deferred for evidence of approval of applied formulation by reference regulatory 

authorities and me-too status. 

226.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MACROLAX Sachet  

Diary No. Date of R& I & fee  Diary No: 6134, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Macrogol ó3350ôé13.125gm  

Sodium bicarbonateé178.5mg  

Sodium chlorideé350.7mg  

Potassium chlorideé46.6mg. 

Pharmacological Group Laxative. 

Type of Form Form-5  

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 30 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Movicol powder for oral solution by M/s Norgine Ltd. 

(MHRA approved) 

Me-too status  Relicon oral powder by M/s Kaizen Pharmaceuticals. (Reg# 

073666)  
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GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

227.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MEBEV+ Sachet  

Diary No. Date of R& I & fee  Diary No: 6135, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Mebeverine hydrochlorideé135mg.  

Ispaghula husk...3.5g. 

Pharmacological Group Antispasmodic 

Type of Form Form-5  

Finished Product Specification Manufacturerôs specifications.  

Pack size &  Demanded Price 10 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Fybogel Mebeverine effervescent granules by M/s Reckitt 

Benckiser Healthcare (UK) Ltd. (MHRA approved) 

Me-too status  Colospas Fibro 135mg/3.5g powder by M/s Nabiqasim. (Reg# 

058672) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

228.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MONTEL 4mg Sachet  

Diary No. Date of R& I & fee  Diary No: 6136, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Montelukast sodiumé4mg.  

Pharmacological Group Leukotriene receptor antagonist. 

Type of Form Form-5  

Finished Product Specification USP 

Pack size &  Demanded Price 14 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Singulair Paediatric 4 Mg Granules by M/s Merck Sharp & 

Dohme Ltd.(MHRA approved) 

Me-too status  Singulair 4mg powder by M/s OBS (Reg# 031377)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

229.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength MEP-INSTA Sachet 20mg/1680mg 

Diary No. Date of R& I & fee  Diary No: 6137, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Omeprazoleééé.é20mg.  

Sodium bicarbonateé1680mg. 

Pharmacological Group Proton pump inhibitor/ Antacid. 

Type of Form Form-5  

Finished Product Specification USP 

Pack size &  Demanded Price 10 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Zegerid Sachet 20mg/1680mg powders by M/s SANTARUS 

INC (USFDA approved) 

Me-too status  RULING+ 20mg/1680mg powders by M/s High-Q. 

(Reg#070634) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

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

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength MEP-INSTA Sachet 40mg/1680mg 

Diary No. Date of R& I & fee  Diary No: 6138, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Omeprazoleééé.é40mg.  

Sodium bicarbonateé1680mg. 

Pharmacological Group Proton pump inhibitor/ Antacid. 

Type of Form Form-5  

Finished Product Specification USP  

Pack size &  Demanded Price 10 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Zegerid Sachet 40mg/1680mg powders by M/s SANTARUS 

INC (USFDA approved) 

Me-too status  RULING+ 40mg/1680mg powders by M/s High-Q. 

(Reg#070633) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

231.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength P-LITE Sachet (sodium chloride 3.5g, sodium citrate 2.9g, 

potassium chloride 1.5g, dextrose anhydrous 20g). 

Diary No. Date of R& I & fee  Diary No: 6139, 14/06/2017, Rs: 20,000/- 

Composition Sodium chlorideéé..é3.5g. 

Potassium chlorideéé.1.5g. 

Sodium citrateéééé2.9g. 

Dextrose anhydrouséé.20g. 

Pharmacological Group Anti-diarrheal. 

Type of Form Form-5  

Finished Product Specification BP 

Pack size &  Demanded Price 20 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Standard WHO-ORS formulation. 

Me-too status  Pediatral by Searle 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

 

232.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ORSO Sachet (Sodium Chloride 0.35g, potassium chloride 

0.3g, sodium citrate 0.58g, rice powder 6g) 

Diary No. Date of R& I & fee  Diary No: 6140, 14/06/2017, Rs: 20,000/- 

Composition Sodium chlorideééé.0.35g. 

Potassium chlorideéé.0.3g. 

Sodium citrateééé....0.58g.  

Rice powderééééé6g. 

Pharmacological Group Anti-diarrheal. 

Type of Form Form-5  

Finished Product Specification BP 

Pack size &  Demanded Price 10 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Dioralyte Relief sachet by M/s Sanofi (MHRA approved) 

Me-too status  HILYTE-R powders by M/s Hilton pharma. (Reg# 073733)  

GMP status  NEW LICENCE. 
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Remarks of the Evaluator. ¶ Firm has claimed BP specifications but product 

monograph was not found in available pharmacopoeias. 

Decision:Approved with Innovatorôs specifications. 

 

233.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength STRONG Sachet 2g 

Diary No. Date of R& I & fee  Diary No: 6141, 13/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Strontium ranelateé2mg.  

Pharmacological Group Anti-osteoporotic drug 

Type of Form Form-5  

Finished Product Specification Innovatorôs specifications.  

Pack size &  Demanded Price 7 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Strontium ranelate 2 g granules for oral suspension by M/s 

Rivopharm UK Ltd. (MHRA approved) 

Me-too status  Onita 2g powder by M/s PharmEvo. (Reg# 057746)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

 

234.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength CLOTEX Sachet 200mg 

Diary No. Date of R& I & fee  Diary No: 6142, 14/06/2017, Rs: 20,000/- 

Composition Each Sachet contains: 

Acetylcysteineé200mg.  

Pharmacological Group Mucolytic 

Type of Form Form-5  

Finished Product Specification Innovatorôs specifications.  

Pack size &  Demanded Price 30 sachets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Acetylcysteine 200 mg Powder for Oral Solution by M/s NTC 

S.r.l. (MHRA approved)  

Me-too status  Mucolator 200mg powders by M/s Abbott Laboratories. 

(Reg# 017693)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

 

Capsule Section (General) Products 16/ Molecules 10 

235.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ESOLE Capsule 20mg 

Diary No. Date of R& I & fee  Diary No:6112, 14/06/2017, Rs: 20,000/- 

Composition Each  capsule contains: 

Esomeprazole (as magnesium Trihydrate) enteric coated 

pellets (22.5%)...20mg 

Pharmacological Group Proton Pump Inhibitor. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ventra 20 mg gastro-resistant capsules by M/s Ethypharm 

(MHRA approved) 

Me-too status  ESORID 20mg by M/s Hilton Pharma. Ltd, (Reg# 032365 ) 

NEXUM 20mg by M/s Hilton Pharma. Ltd   (Reg# 033890 ) 
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GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmaceuticals 

Decision:Approved with change of brand name. 

 

236.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ESOLE Capsule 40mg 

Diary No. Date of R& I & fee  Diary No: 6113, 14/06/2017, Rs: 20,000/- 

Composition Each  capsule contains: 

Esomeprazole (as magnesium Trihydrate) enteric coated 

pellets (22.5%)...40mg 

Pharmacological Group Proton Pump Inhibitor. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ventra 40 mg gastro-resistant capsules by M/s Ethypharm 

(MHRA approved) 

Me-too status  ESORID 40mg by M/s Hilton Pharma Ltd,(Reg#034227) 

ESTONE 40mg by M/s Hilton Pharma Ltd, (Reg# 041394) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmaceuticals 

Decision:Approved with change of brand name. 

237.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MEP Capsule 20mg. 

Diary No. Date of R& I & fee  Diary No:6114, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains:  

Omeprazole (enteric coated pellets 8.5%)é20mg  

Pharmacological Group Proton Pump Inhibitor. 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Losec 20 mg hard gastro-resistant capsules 20mg by Astra 

Zeneca UK Ltd.(MHRA approved) 

Me-too status  Losec 20mg capsule by M/s Barrett Hodgson Pakistan Pvt. 

Limited, (Reg# 010800) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmaceuticals 

Decision:Approved with change of brand name. 

238.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MEP Capsule 40mg 

Diary No. Date of R& I & fee  Diary No:6115, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains:  

Omeprazole (enteric coated pellets 8.5%)é40mg 

Pharmacological Group Proton Pump Inhibitor. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Losec 40 mg hard gastro-resistant capsules 20mg by Astra 

Zeneca UK Ltd.(MHRA approved) 

Me-too status  Risek 40mg capsule by M/s Getz Pharma Pvt.Ltd. 

(Reg#022109) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmaceuticals 

Decision:Approved with change of brand name. 



Minutes for 272
nd

Meeting of Registration Board          111 

239.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MEBEV Capsule 200mg 

Diary No. Date of R& I & fee  Diary No:6116, 13/06/2017, Rs: 20,000/- 

Composition Each Capsule contains: 

Mebeverine as hydrochloride (SR pellets 50%)é200 mg 

Pharmacological Group Spasmolytic  

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price 10ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Colofac MR. Modified release capsule 200mg by M/s Mylan 

Products Limited (MHRA approved) 

Me-too status  Mebever MR 200mg capsule by M/s Getz Pharma Pvt. Ltd. 

(Reg#050754) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmaceuticals 

Decision:Approved with Innovatorôs specifications and change of brand name. 

 

240.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength AZITH Capsule 250mg 

Diary No. Date of R& I & fee  Diary No:6117, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Azithromycin(as dihydrate)é250mg. 

Pharmacological Group Macrolide/Antibiotic. 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 12ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Zithromax 250mg capsule by M/s Pfizer Ltd.(MHRA 

approved) 

Me-too status  Azomax 250mg capsule by M/s Sandoz 

Pharmaceuticals.(Reg#022200) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision: Approved. 

241.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength IROSAC Capsule 150mg 

Diary No. Date of R& I & fee  Diary No:7703, 06/07/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Iron Polysaccharide complex equivalent to elemental 

ironé150mg. 

Pharmacological Group Iron Supplement/Hematinic. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 3x10ôs / 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 

Pharmaceuticals.(Reg#050637) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. With warning on DailyMed:Accidental overdose of iron-

containing products is a leading cause of fatal Poisoning in 

children under 6. 

Decision:Approved with Innovatorôs specifications. 
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242.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength PRELINE Capsule 50mg 

Diary No. Date of R& I & fee  Diary No:6120, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Pregabaliné50mg. 

Pharmacological Group Anti-epileptic drug /GABA analogue. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica 50mg Capsule by M/s PF Prism CV, (USFDA 

approved)  

Me-too status  Gabica 50mg Capsule by M/s Getz Pharmaceuticals. 

(Reg#048725) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

 

243.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength PRELINE Capsule 75mg 

Diary No. Date of R& I & fee  Diary No:6121, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Pregabaliné75mg. 

Pharmacological Group Anti-epileptic /drug GABA analogue. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 14ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica 75mg Capsule by M/s PF Prism CV, (USFDA 

approved) 

Me-too status  Lyrica 75mg Capsule by M/s Pfizer Pakistan Ltd. 

(Reg#044817) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

244.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength PRELINE Capsule 150mg 

Diary No. Date of R& I & fee  Diary No:6122, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Pregabaliné150mg. 

Pharmacological Group Anti-epileptic /drug GABA analogue. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Lyrica 150mg Capsule by M/s PF Prism CV, (USFDA 

approved) 

Me-too status  LYRICA 150mg Capsule by M/s Pfizer Pakistan Ltd. 

(Reg#044818) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 
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245.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength UCON Capsule 150mg. 

Diary No. Date of R& I & fee  Diary No:6123, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Fluconazoleé150mg. 

Pharmacological Group Antifungal drug 

Type of Form Form-5 

Finished Product Specification JP 

Pack size &  Demanded Price 1ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Canesten Thrush Oral Capsule 150mg by M/s Bayer Plc 

(MHRA approved) 

Me-too status  Diflucan 150mg Capsule by M/s Pfizer Pakistan Ltd. 

(Reg#011828) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

246.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength VFX Capsule 75mg 

Diary No. Date of R& I & fee  Diary No:6124, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Sustained release pellets (33%) of venlafaxine hydrochloride 

equivalent to venlafaxineé75mg  

Pharmacological Group Serotonin-norepinephrine reuptake inhibitors/ Atypical 

Antidepressant. 

Type of Form Form-5 

Finished Product Specification BP 

Pack size &  Demanded Price 14ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Alventa XL 75mg Capsule by M/s Consilient Health 

Ltd.(MHRA approved) 

Me-too status  Efexor XR 75mg Capsule by M/s Wyeth Pakistan Ltd. 

(Reg#023658) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharmacueticals. 

¶ Data submitted by the firm of pellets is based on In 

House specifications but in USP, monograph is available 

of venlafaxine hydrochloride extended release capsules. 

Decision:Approved. 

247.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MYOCAL Capsule 4mg 

Diary No. Date of R& I & fee  Diary No:6125, 14/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Thiocolchicosideé4mg. 

Pharmacological Group Muscle Relaxant. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 20ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Myoplege 4 mg capsule by Laboratories GENEVRIER SA 

(ANSM approved) 

Me-too status  Muscor 4mg Capsule by M/s Genome Pharmaceuticals Pvt. 

Ltd.(Reg#046466) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 



Minutes for 272
nd

Meeting of Registration Board          114 

248.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength OLANZI-F Capsule 3/25mg 

Diary No. Date of R& I & fee  Diary No:6126, 14/06/2017, Rs: 20,000/- 

Composition Each  capsule contains: 

Olanzapineé3mg  

Fluoxetine (as hydrochloride)é.25mg. 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Symbyax 3mg/25mg capsule by Eli Lilly (USFDA 

Approved) 

Me-too status  Co-Depricap  3/25mg Capsule by M/s Nabi Qasim Industries 

Pvt.Ltd. (Reg#076136) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

249.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength OLANZI-F Capsule 6/25mg 

Diary No. Date of R& I & fee  Diary No:6127, 14/06/2017, Rs: 20,000/- 

Composition Each  capsule contains: 

Olanzapineé6mg  

Fluoxetine(as hydrochloride)...25mg. 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Symbyax 6mg/25mg capsule by Eli Lilly (USFDA 

Approved) 

Me-too status  Co-Depricap  6/25mg Capsule by M/s Nabi Qasim Industries 

Pvt.Ltd. (Reg#076135) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

250.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength OLANZI-F Capsule 12/25mg 

Diary No. Date of R& I & fee  Diary No:6128, 14/06/2017, Rs: 20,000/- 

Composition Each  capsule contains: 

Olanzapineé12mg  

Fluoxetine(as hydrochloride)é25mg. 

Pharmacological Group Antipsychotic  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Symbyax 12mg/25mg capsule by Eli Lilly (USFDA 

Approved) 

Me-too status  Olanco 12/25mg Capsule by M/s Nabi Qasim 

Pharmaceuticals Pvt.Ltd. (Reg#064014) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 
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Tablet Section-II (General) Products 18 / Molecules 10 

251.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength EVOLET Tablet 250mg 

Diary No. Date of R& I & fee  Diary No: 6146, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin (as hemihydrate)...250mg 

Pharmacological Group Fluoroquinolone Antibiotic 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Evoxil 250 mg film-coated tablets by M/s Beacon Pharm 

(MHRA approved) 

Me-too status  Lazer 250mg Tablet by M/s Foray Pharmaceutical 

(Reg No:040615) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

 

252.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength EVOLET Tablet 500mg 

Diary No. Date of R& I & fee  Diary No: 6147, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin (as hemihydrate)...500mg 

Pharmacological Group Fluoroquinolone Antibiotic 

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price 10ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Evoxil 500 mg film-coated tablets by M/s Beacon Pharm 

(MHRA approved) 

Me-too status  Lazer 500mg Tablet by M/s Foray Pharmaceutical 

(Reg No:040614) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

 

253.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength EZOLID Tablet 600mg 

Diary No. Date of R& I & fee  Diary No: 6148, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Linezolidé600mg 

Pharmacological Group Oxazolidinone 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Zyvox 600 mg film-coated tablets by M/s Pharmacia 

Limited, MHRA approved. 

Me-too status  Ecasil 600mg tablet by M/s Sami (Reg#066904) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 
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254.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength ERISON Tablet 50mg 

Diary No. Date of R& I & fee  Diary No: 6149, 14/06/2017, Rs: 20,000/- 

Composition Each sugar coated tablet contains: 

Eperisone hydrochloride...50mg. 

Pharmacological Group Muscle relaxant. 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x100ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Not submitted by the firm 

Me-too status  QULAX 50mg by M/s Wilshire (Reg#065674). 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Approval status of product in Reference Regulatory 

Authorities not confirmed. 

Decision:Deferred for evidence of approval of applied formulation by reference regulatory 

authorities. 

255.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength RIFA Tablet 200mg 

Diary No. Date of R& I & fee  Diary No: 6150, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Rifaximin...200mg. 

Pharmacological Group Intestinal Antiinfective 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Xifaxanta 200 mg film-coated tablets by M/sNorgine 

Pharmaceuticals Ltd (MHRA approved) 

Me-too status  RIFAXA 200mg by M/s Ferozsons (Reg#068205). 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications and change of brand name. 

 

256.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength RIFA Tablet 550mg 

Diary No. Date of R& I & fee  Diary No: 6151, 14/06/2017, Rs: 20,000/- 

Composition Eachfilm coated tablet contains: 

Rifaximin...550mg. 

Pharmacological Group Intestinal Antiinfective 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Targaxan 550 mg film-coated tablets by M/sNorgine 

Pharmaceuticals Ltd (MHRA approved) 

Me-too status  Rifaxa 550mg by M/s Ferozsons (Reg#071661). 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications and change of brand name. 
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257.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength RUN Tablet 37.5mg/325mg 

Diary No. Date of R& I & fee  Diary No: 7697, 06/07/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Tramadol...37.5mg 

Paracetamol ...325mg. 

Pharmacological Group Analgesic, Antipyretic 

Type of Form Form 5 

Finished Product Specification USP   

Pack size &  Demanded Price 10ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Tramacet 37.5mg/325mg Film coated tablets by M/s 

Grünenthal Ltd, (MHRA approved) 

Me-too status  Forgesil Tablet by M/s Genome Pharmaceutical 

(Reg No:080874)   

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with change of brand name. 

258.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength NEBIV Tablet 2.5mg 

Diary No. Date of R& I & fee  Diary No: 6153, 14/06/2017, Rs: 20,000/- 

Composition Each uncoated tablet contains: 

Nebivolol (as hydrochloride)...2.5mg. 

Pharmacological Group Selective beta blocking agent 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x14ôs/ As per SRO.  

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, 

(Reg#062776) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

259.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength NEBIV Tablet 5mg 

Diary No. Date of R& I & fee  Diary No: 6154, 14/06/2017, Rs: 20,000/- 

Composition Each uncoated tablet contains: 

Nebivolol (as hydrochloride)...5mg. 

Pharmacological Group Selective beta blocking agent 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x14ôs/ As per SRO.  

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, (Reg#062777) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

260.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength NEBIV Tablet 10mg 

Diary No. Date of R& I & fee  Diary No: 6155, 14/06/2017, Rs: 20,000/- 

Composition Each tablet contains: 
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Nebivolol (as hydrochloride)...10mg. 

Pharmacological Group Selective beta blocking agent 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x14ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Nebivolol 10 mg Tablets by M/s  Actavis UK Limited, 

(MHRA approved) 

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

(Reg#062778) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

 

261.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estat, Lahore. 

Brand Name +Dosage Form + Strength NEO-CHOLINE Tablet 500mg 

Diary No. Date of R& I & fee  Diary No: 6156, 14/06/2017, Rs: 20,000/- 

Composition Each tablet contains: 

Citicolineé500mg 

Pharmacological Group Psychostimulant and nootropic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Not submitted by the firm 

Me-too status  Cercolin 500mg by M/s Schazoo Pharma (Reg#048984) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. ¶ Approval status of product in Reference Regulatory 

Authorities not confirmed. 

Decision:Deferred for evidence of approval of applied formulation by reference regulatory 

authorities. 

262.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MZOLE Tablet 20mg 

Diary No. Date of R& I & fee  Diary No: 6157, 14/06/2017, Rs: 20,000/- 

Composition Each  enteric coated tablet contains: 

Pantoprazole (as sodium sesquihydrate)é.20mg  

Pharmacological Group Proton pump inhibitor 

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. 

Pantoprazole 20 mg gastro-resistant tablets by M/s TEVA 

UK Limited (MHRA approved) 

Me-too status  Cantrofast 20mg enteric coated tablet by M/s Candid 

pharmaceutical (Reg#082032) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

263.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MZOLE Tablet 40mg 

Diary No. Date of R& I & fee  Diary No: 6158, 14/06/2017, Rs: 20,000/- 

Composition Each enteric coated tablet contains: 

Pantoprazole (as sodium sesquihydrate)é.40mg  

Pharmacological Group Proton pump inhibitor 

Type of Form Form-5 
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Finished Product Specification USP. 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Pantoprazole 40 mg gastro-resistant tablets by M/s Generics 

[UK] Limited t/a Mylan (MHRA approved) 

Me-too status  Cantrofast 40mg enteric coated tablet by M/s Candid 

pharmaceutical (Reg#082031) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

264.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MONTEL ChewableTablet 5mg 

Diary No. Date of R& I & fee  Diary No: 6159, 14/06/2017, Rs: 20,000/- 

Composition Each chewable tablet contains: 

Montelukast Sodiumé5mg. 

Pharmacological Group Leukotriene receptor antagonist. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Singulair paediatric 5 mg chewable tablets by M/s Merck 

Sharp & Dohme Ltd.(MHRA approved) 

Me-too status  Evertop 5mg Tablet by M/s Everest (Reg#032741). 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

265.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength MONTEL Tablet 10mg 

Diary No. Date of R& I & fee  Diary No: 6160, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Montelukast Sodiumé10mg. 

Pharmacological Group Leukotriene receptor antagonist. 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1x14ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Montelukast 10 mg film-coated tablets by M/sMerck Sharp 

& Dohme Ltd (MHRA approved) 

Me-too status  Evertop 10mg Tablet by M/s Everest (Reg#032742). 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved. 

 

266.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength GLIP-MET Tablet 50mg/500mg 

 

Diary No. Date of R& I & fee  Diary No: 7713, 06/07/2017, Rs: 20,000/- 

Composition Each film coated tablet  contains: 

Vildagliptiné50mg 

Metformin Hydrochlorideé500mg. 

Pharmacological Group Hypoglycemic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x30ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

GALVUS MET 50mg/500mg film-coated Tablet by M/s 

Novartis, (TGA approved.) 
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Me-too status  Galmet 50/500mg Tablet by M/s Vision Pharmaceuticals 

(Reg#081905) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications with shelf life of 18 months with packaging 

material of PA/Al/PVC/Al -polyamide-aluminum foil -polyvinylchloride/aluminum foil or 

PCTFE/PVC/Alu or for 2 years PA/Alu/PVC/Alu and change of brand name. 

 

267.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength GLIP-MET Tablet 50mg/850mg 

 

Diary No. Date of R& I & fee  Diary No: 7719, 06/07/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Vildagliptiné50mg 

Metformin Hydrochlorideé850mg 

Pharmacological Group Hypoglycemic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x30ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Eucreas 50 mg/850 mg film-coated tablets by M/s  Novartis 

Pharmaceuticals (TGA approved) 

Me-too status  Galmet 50/850mg Tablet by M/s Vision Pharmaceuticals 

(Reg#081906) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications with shelf life of 18 months with packaging 

material of PA/Al/PVC/Al -polyamide-aluminum foil -polyvinylchloride/aluminum foil or 

PCTFE/PVC/Alu or for 2 years PA/Alu/PVC/Alu.and change of brand name. 

 

268.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 

527-Sunder Industrial Estate, Lahore. 

Brand Name +Dosage Form + Strength GLIP-MET Tablet 50mg/1000mg 

 

Diary No. Date of R& I & fee  Diary No: 7718, 06/07/2017, Rs: 20,000/- 

Composition Eachfilm coated tablet contains: 

Vildagliptiné50mg 

Metformin Hydrochlorideé1000mg. 

Pharmacological Group Hypoglycemic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications 

Pack size &  Demanded Price 1x30ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Eucreas 50 mg/1000 mg film-coated tablets by M/s  

Novartis Pharmaceuticals (TGA approved.) 

Me-too status  Galmet 50/1000mg Tablet by M/s Vision Pharmaceuticals 

(Reg#081907) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications with shelf life of 18 months with packaging 

material of PA/Al/PVC/Al -polyamide-aluminum foil -polyvinylchloride/aluminum foil or 

PCTFE/PVC/Alu or for 2 years PA/Alu/PVC/Alu. and change of brand name. 
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Tablet Section I Product 20 / Molecule 10 

269.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength M-CIP  Tablet 250mg 

Diary No. Date of R& I & fee  Diary No: 6092, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin (as hydrochloride)é250mg 

Pharmacological Group Fluoroquinolone Antibiotic. 

Type of Form Form-5 

Finished Product Specification BP. 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ciprofloxacin 250 mg Film-Coated Tablets by M/s Teva UK 

Limited 

Me-too status  Mercip 250mg tablet by M/s Merck, (Reg#024601) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

270.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength M-CIP Tablet 500mg 

Diary No. Date of R& I & fee  Diary No: 6093, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin(as hydrochloride)é500mg 

Pharmacological Group Fluoroquinolone Antibiotic. 

Type of Form Form-5 

Finished Product Specification BP. 

Pack size &  Demanded Price 1x10ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ciprofloxacin 500 mg Film-Coated Tablets by M/s Teva UK 

Limited 

Me-too status  Mercip 500mg Tablet by M/s Merck, (Reg#024602) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

271.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength LACOS  Tablet 50mg 

Diary No. Date of R& I & fee  Diary No: 6094, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lacosamide...50 mg 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 1x14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Vimpat 50mg film coated tablet by M/sUCB Pharma Ltd 

(USFDA approved) 

Me-too status  LALAP 50mg Tablet by M/s Genix, (Reg#070458) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 
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272.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength LACOS  Tablet 100mg 

Diary No. Date of R& I & fee  Diary No: 6095, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lacosamide...100mg 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished Product Specification Innovatorôs specifications. 

Pack size &  Demanded Price 1x14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Vimpat 100mg film coated tablet by M/sUCB Pharma Ltd 

(USFDA approved) 

Me-too status  LALAP 100mg Tablet by M/s Genix, (Reg#070459) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

273.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength EPRAM Tablet 5mg 

Diary No. Date of R& I & fee  Diary No: 6096, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Escitalopram (as oxalate)é5mg 

Pharmacological Group Selective serotonin reuptake inhibitors (SSRI). 

Type of Form Form-5 

Finished Product Specification USP. 

Pack size &  Demanded Price 1x14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

CIPRALEX 5 mg film-coated tablets by M/s H. Lundbeck 

(MHRA approved) 

Me-too status  Citanew 5mg Tablet by M/s Hilton, (Reg#037707). 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

274.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength EPRAM Tablet 10mg 

Diary No. Date of R& I & fee  Diary No: 6097, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Escitalopram(as oxalate)é10mg 

Pharmacological Group Selective serotonin reuptake inhibitors (SSRI). 

Type of Form Form-5 

Finished Product Specification USP. 

Pack size &  Demanded Price 1x14ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

CIPRALEX 10 mg film-coated tablets by M/s H. Lundbeck 

(MHRA approved) 

Me-too status  Citanew 10mg Tablet by M/s Hilton, (Reg#036426). 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

275.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength LXCAM Tablet 4mg 

Diary No. Date of R& I & fee  Diary No: 6098, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lornoxicam...4mg 

Pharmacological Group NSAID  

Type of Form Form-5 
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Finished Product Specification Innovatorôs Specifications. 

Pack size &  Demanded Price 1x10ôs / 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 

(Reg No:061603)   

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

276.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength LXCAM Tablet 8mg 

Diary No. Date of R& I & fee  Diary No: 6099, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lornoxicam...8mg 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished Product Specification Innovatorôs 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 

(Reg No:061604)  

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

277.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength MIFLOX Tablet 400mg 

Diary No. Date of R& I & fee  Diary No: 6100, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains; 

Moxifloxacin (as hydrochloride)...400mg 

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished Product Specification Innovatorôs Specification 

Pack size &  Demanded Price 5ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

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

(MHRA approved) 

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

(Reg No:056083) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

278.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength FINE Tablet 125mg 

Diary No. Date of R& I & fee  Diary No: 6101, 14/06/2017, Rs: 20,000/- 

Composition Eachtablet contains: 

Terbinafine (as hydrochloride)...125mg 

Pharmacological Group Antifungal drug  

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. 

Terbinafine 125 mg tablets by M/s Genus Pharmaceuticals 

Limited (MHRA approved) 

Me-too status  Onyfine 125mg Tablet by M/s Medisure, (Reg#032469) 
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GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications and change of brand name. 

 

279.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength FINE Tablet 250mg 

Diary No. Date of R& I & fee  Diary No: 6102, 14/06/2017, Rs: 20,000/- 

Composition Each tablet contains: 

Terbinafine (as hydrochloride)...250mg 

Pharmacological Group Antifungal drug  

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. 

Terbinafine 250 mg tablets by M/s Milpharm Limited 

(MHRA approved) 

Me-too status  Tinabin 250mg tablet by M/s Derma Techno (Reg#071263) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications and change of brand name. 

 

280.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength ONDAN Tablet 4mg 

Diary No. Date of R& I & fee  Diary No: 6103, 14/06/2017, Rs: 20,000/- 

Composition Each film-coated tablet contains: 

Ondansetron as ( hydrochloride dihydrate)é4mg 

Pharmacological Group Serotonin (5HT3) antagonist 

Type of Form Form-5 

Finished Product Specification BP. 

Pack size &  Demanded Price 1x30ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ondansetron 4 mg film-coated tablets by M/s Pfizer Limited 

(MHRA approved) 

Me-too status  Zofran 4mg tablet by M/s Novartis (Reg#084163).  

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

281.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength ONDAN Tablet 8mg 

Diary No. Date of R& I & fee  Diary No: 6104, 14/06/2017, Rs: 20,000/- 

Composition Each film-coated tablet contains: 

Ondansetron as ( hydrochloride dihydrate)é8mg 

Pharmacological Group Serotonin (5HT3) antagonist 

Type of Form Form-5 

Finished Product Specification BP. 

Pack size &  Demanded Price 1x30ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities. 

Ondansetron 8 mg film-coated tablets by M/s Pfizer Limited 

(MHRA approved) 

Me-too status  Zofran 8mg tablet by M/s Novartis (Reg#084164). 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

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

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength HIST Tablet 8mg 

Diary No. Date of R& I & fee  Diary No: 6105, 14/06/2017, Rs: 20,000/- 

Composition Each tablet contains; 

Betahistine dihydrochlorideé.8mg 

Pharmacological Group Antihistamine (Antivertigo preparation) 

Type of Form Form 5 

Finished Product Specification BP  

Pack size &  Demanded Price 30ôs, / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Betahistine 8 mg tablets by M/s Aurobindo Pharma  

(MHRA approved) 

Me-too status  Histogen 8mg Tablet by M/s Genome Pharmaceutical 

(Reg No:056090) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

283.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength HIST Tablet 16mg 

Diary No. Date of R& I & fee  Diary No: 6106, 14/06/2017, Rs: 20,000/- 

Composition Each tablet contains; 

Betahistine dihydrochlorideé.16mg 

Pharmacological Group Antihistamine (Antivertigo preparation) 

Type of Form Form 5 

Finished Product Specification BP  

Pack size &  Demanded Price 30ôs, / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Betahistine 16 mg tablets by M/s Milpharm Limited 

(MHRA approved) 

Me-too status  Histogen 16 mg Tablet by M/s Genome Pharmaceutical 

(Reg No:056092) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

284.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength SITMIN Tablet 50mg/500mg 

Diary No. Date of R& I & fee  Diary No: 7694, 06/07/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate monohydrateééé.50mg 

Metformin hydrochlorideéééé..500mg 

Pharmacological Group Hypoglycemic agent 

Type of Form Form 5 

Finished Product Specification Innovatorôs specification. 

Pack size &  Demanded Price 14ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet50mg/500mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/500mg Tablet by M/sMartin Dow 

pharmaceuticals  

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 
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285.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength SITMIN Tablet 50mg/1000mg 

Diary No. Date of R& I & fee  Diary No: 7695, 06/07/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate monohydrate...50mg 

Metformin Hydrochloride ...1000mg 

Pharmacological Group Combinations of oral blood glucose lowering drugs 

Type of Form Form 5 

Finished Product Specification Innovatorôs specification.  

Pack size &  Demanded Price 14ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet50mg/1000mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/1000mg Tablet by M/sMartin Dow 

pharmaceuticals 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved with Innovatorôs specifications. 

 

286.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength AIZ Tablet 20mg 

Diary No. Date of R& I & fee  Diary No: 6109, 14/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains:  

Paroxetine as hydrochloride ééé..20 mg 

Pharmacological Group Antidepressant-SSRI 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1 x 10ôs/ As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Paxil 20mg film coated tablet by Apotex Corp. (USFDA 

Approved) 

Me-too status  Seroxat 20mg Tablet by M/s  GSK (Reg#019506) 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Approved. 

 

287.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength AIZ Tablet 12.5mg 

Diary No. Date of R& I & fee  Diary No: 7692, 06/07/2017, Rs: 20,000/- 

Composition Each film coated controlled release tablet contains:  

Paroxetine as hydrochlorideé12.5 mg 

Pharmacological Group Antidepressant-SSRI 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1 x 10ôs/ As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Paxil CR 12.5mg Tablet by Apotex Technologies(USFDA 

Approved) but as controlled release 

Me-too status  Seroxat CR 12.5mg by GSK(Reg#043059) but as controlled 

release 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Deferred for clarification of formulation from the firm since the approved formulation 

in Reference Regulatory Authorities is film coated enteric coated and controlled release. 
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288.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals, 527-Sunder Industrial Estate, 

Lahore 

Brand Name +Dosage Form + Strength AIZ Tablet 25mg 

Diary No. Date of R& I & fee  Diary No: 7712, 06/07/2017, Rs: 20,000/- 

Composition Each film coated controlled release tablet contains: 

Paroxetine as hydrochlorideé25mg 

Pharmacological Group Antidepressant-SSRI 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 1 x 10ôs/ As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Paxil CR 25mg Tablet by Apotex Technologies(USFDA 

Approved) but as controlled release 

Me-too status  Seroxat CR 25mg by GSK (Reg#043058) but as controlled 

release 

GMP status  NEW LICENCE.  

Remarks of the Evaluator. - 

Decision:Deferred for clarification of formulation from the firm since the approved formulation 

in Reference Regulatory Authorities is film coated enteric coated and controlled release. 
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M/s. Briell Pharmaceuticals, Lahore  

 

Following registration dossiers have been received vide letter No. F.8-6/2013 (Reg-V)) dated 24
th
 

July, 2017 stating that the firm has been granted approval of new DML by way of formulation by 

Central Licensing Board in its 253
rd

 meeting for following sections  

1. Tablet section (General) 

2. Tablet section (Antibiotic) 

3. Capsule section (General) 

4. Dry powder for oral suspension (General) 

5. Oral Liquid (General) 

 

The following applications have been evaluated and presented before the Board 

Sr. No Section No. of products No. of molecules 

1 Oral Liquid (General) 10 10 

2 Dry powder for oral suspension (General) 10 08 

3 Capsule section (General) 16 10 

4 Tablet section (General) 17 10 

5 Tablet section (Antibiotic) 14(Antibiotic)+ 

+03(General) 

08(Antibiotic) 

+02(General) 
 

 

Tablet section (Antibiotic): Molecules 8+ 2(General) : Products 14+03(General) 

289.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd, 538-C, Sundar 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CIVOX 250mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6050, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin hydrochloride equivalent to 

ciprofloxaciné 250mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CIPRO by Bayer Health Care.  

(USFDA Approved) 

Me-too status  Novidat by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. - 

Decision:Approved. 

 

290.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CIVOX 500mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6049, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin hydrochloride equivalent to 

ciprofloxaciné 500mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CIPRO by Bayer Health Care.  

(USFDA Approved) 

Me-too status  Novidat by Sami 
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GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. - 

Decision:Approved. 

291.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength EVO 250mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6048, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin hemihydrate equivalent to levofloxaciné 

250mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

292.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength EVO 500mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6047, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin hemihydrate equivalent to levofloxaciné 

500mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

293.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MOXIN 400mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6046, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Moxifloxacin hydrochloride equivalent to 

Moxifloxaciné 400mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form-5 

Finished Product Specification Firm has claimed Inhouse Specification 

Pack size &  Demanded Price 5ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

AVELOX by Bayer HealthCare Pharmaceuticals Inc.  

(MHRA Approved) 

Me-too status  Avelox by Bayer 
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GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed Inhouse specification without providing 

documents as per the requirements of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

294.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ZIBAC 250mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6045, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Azithromycin dihydrate equivalent to Azithromycin 

éé.é 250mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ZITHROMAX by Pfizer 

(USFDA Approved) 

Me-too status  Azitma by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

295.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ZIBAC 500mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6044, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Azithromycin dihydrate equivalent to Azithromyciné 

500mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 6ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ZITHROMAX by Pfizer 

(USFDA Approved) 

Me-too status  Azitma by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

296.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CLARIENT 250mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6043, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Clarithromyciné 250mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

BIAXIN by Abbvie 

(USFDA Approved) 
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Me-too status  Claritek by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved with change of brand name. 

 

297.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CLARIENT 500mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6042, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Clarithromyciné 500mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

BIAXIN by Abbvie 

(USFDA Approved) 

Me-too status  Claritek by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

298.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength RIFAMAX 200mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6041, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Rifaximiné 200mg 

Pharmacological Group Non-systemic Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

XIFAXAN Tablets by SALIX PHARMA 

(USFDA Approved) 

Me-too status  NIMIXA 200 mg tablet by Getz Pharma 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

299.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength RIFAMAX 550mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5975, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Rifaximiné 550mg 

Pharmacological Group Non-systemic Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

XIFAXAN Tablets by SALIX PHARMA 

(USFDA Approved) 

Me-too status  NIMIXA 200 mg tablet by Getz Pharma 
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GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

300.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LENZI 400mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5974, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Linezolidé 400mg 

Pharmacological Group Oxazolidinone, Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 12ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Zyvox by Pharmacia 

(USFDA Approved) but discontinued for reasons other 

than safety and efficacy 

Me-too status  Ecasil by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

301.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LENZI 600mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5973, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Linezolidé 600mg 

Pharmacological Group Oxazolidinone, Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 12ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Zyvox Tablets by Pharmacia  

(USFDA Approved) 

Me-too status  Nezocin Tablet 600mg by Brooks 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

302.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength FACTACIN 320mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5972, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Gemifloxacin mesylate equivalent to Gemifloxaciné 

320mg 

Pharmacological Group Quinolone Antibiotic  

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 7ôs (As per SRO) 
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Approval status of product in Reference 

Regulatory Authorities. 

FACTIVE by LG Life Sciences 

(USFDA Approved) 

Me-too status  Renova by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

303.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength SITAMET 50/500mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6009, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate é.50mg 

Metformin hydrochloride...500mg 

Pharmacological Group Hypoglycemic agents 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet50mg/500mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/500mg Tablet by M/sMartin Dow 

pharmaceuticals  

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

304.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength SITAMET DS  50/1000mg Tablet 

Diary No. Date of R& I & fee  Diary No:6010, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate é.50mg 

Metformin Hydrochloride é..1000mg 

Pharmacological Group Hypoglycemic agents 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 14ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Janumet50mg/1000mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/1000mg Tablet by M/sMartin Dow 

pharmaceuticals 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
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305.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength SITAGLIP 50mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6011, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate é.50mg 

Pharmacological Group Dipeptidyl peptidase 4 (DPP-4) inhibitor 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 14ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

JANUVIA 50 mg film coated tablet by M/s Merck Sharp 

& Dohme Limited (USFDA Approved) 

Me-too status  Sita 50mg Tablet by M/s Sami (Reg#055328) 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications but product 

monograph is available in USP. 

Decision:Approved with USP specifications. 

 

Tablet (General) Section: 17 Products:10 Molecules 

306.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength NEOLOR 5mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5971, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Desloratadine é 5mg 

Pharmacological Group Antihistamine, Anti-allergic 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs (As per SRO) 

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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

307.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MYPRIDE 50mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5970, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Itopride hydrochloride equivalent to Itoprideé 50mg 

Pharmacological Group Antiemetics, Antinauseants 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs & 30ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

(PMDA JAPAN Approved) 

Me-too status  Ganaton tablet by Abbott 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
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308.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength TENDIA Tablet 

Diary No. Date of R& I & fee  Diary No: 5969, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains  

Tramadol hydrochlorideééé. 37.5 mg  

Paracetamolééééé. 325mg 

Pharmacological Group NSAIDs, Opioid Analgesic 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 30ôs (As per SRO) 

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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications while the 

product is present in USP 

Decision:Approved with Innovatorôs specifications. 

 

309.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength XURIC 40mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5968, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Febuxostat é 40 mg 

Pharmacological Group Xanthine Oxidase Inhibitor, 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 20ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ULORIC by Takeda Pharmaceuticals 

(USFDA Approved) 

Me-too status  Zurig by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications and change in brand name. 

310.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength XURIC 80mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5967, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Febuxostat é 80 mg 

Pharmacological Group Xanthine Oxidase Inhibitor, 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 20ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ULORIC by Takeda Pharmaceuticals 

(USFDA Approved) 

Me-too status  Zurig by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications and change in brand name. 
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311.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PIROX 20mg Tablet 

Diary No. Date of R& I & fee  Diary No: 5968, 13/06/2017, Rs: 20,000/- 

Composition Each tablet contains 

Piroxicam betacyclodextrain eq. to Piroxicam é 20mg 

Pharmacological Group NSAIDs 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 20ôs (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 inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

312.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LORNOX 4mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6036, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lornoxicam é 4mg 

Pharmacological Group NSAIDs 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 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  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

313.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LORNOX 8mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6037, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Lornoxicam é 8mg 

Pharmacological Group NSAIDs 

Type of Form Form 5 

Finished Product Specification 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  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
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314.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength BRITE 10mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6038, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Escitalopram oxalate eq. to escitalopramé 10mg 

Pharmacological Group Selective serotonin reuptake inhibitor (SSRI) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Cipralex Tablet by Lundbeck 

(MHRA Approved) 

Me-too status  Morcet Tablet by Searle 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved with change in brand name. 

 

315.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength BRITE 20mg Tablet 

Diary No. Date of R& I & fee  Diary No: 6039, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Escitalopram oxalate eq. to escitalopramé 20mg 

Pharmacological Group Selective serotonin reuptake inhibitor (SSRI) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Cipralex Tablet by Lundbeck 

(MHRA Approved) 

Me-too status  Morcet Tablet by Searle 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved with change in brand name. 

 

316.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DISTAN 5/80mg TABLET 

Diary No. Date of R& I & fee  Diary No: 6040, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains 

Amlodipine as besylateé..5mg 

Valsartanééééééé.80mg  

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 14ôs (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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 
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317.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DISTAN 5/160mg TABLET 

Diary No. Date of R& I & fee  Diary No: 6006, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains 

Amlodipine as besylateé..5mg 

Valsartanééééééé.160mg  

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 14ôs (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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 
 

318.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DISTAN 10/160mg TABLET 

Diary No. Date of R& I & fee  Diary No: 6007, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains 

Amlodipine as besylateé..10mg 

Valsartanééééééé.160mg  

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 14ôs (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 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 
 

319.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength STYRIL Tablets 

Diary No. Date of R& I & fee  Diary No: 6008, 13/06/2017, Rs: 20,000/- 

Composition Each film coated tablet contains: 

Ketoanalogue of Isoleucine (Calcium)é 67mg 

Ketoanalogue of Ieucine (Calcium)é 101mg 

Ketoanalogue of Phenylalanine (Calcium)é68mg 

Ketoanalogue of Valine (Calcium)é86mg  

Ketoanalogue of Methionine (Calcium )é59mg 

L-Lysine Acetateé105mg 

L-Threonineé53mg 

L-Tryptophan é 23mg 

L-Histidine. é 38mg  

L-Tyrosine é 30mg 

total Nitrogen Content per tab é 36mg 

Calcium per tab é 0.05gm 
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Pharmacological Group Calcium and Analogue of Essential Amino Acids 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 30ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Ketosteril Tablet by M/s Fresenius Kabi Germany  

 

Me-too status  Ketoalfa Tablet by M/s Genome Pharmaceutical 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
 

320.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PALIGA 1.5mg Tablets 

Diary No. Date of R& I & fee  Diary No: 6012, 13/06/2017, Rs: 20,000/- 

Composition Each film coated extended release tablet contains 

Paliperidoneé. 1.5mg 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

INVEGA by Janssen Pharmaceuticals 

(USFDA Approved) 

Me-too status  Palitec XR by Pharmatec 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

¶ The dosage forms exists as prolonged release tablets 

using OROS® Push-Pull TM technology in the 

following reference regulatory agencies: 

I. TGA 

Invega utilizes osmotic drug-release technology, 

whereby osmotic pressure delivers paliperidone 

from the dosage form at a controlled rate. The 

system, which resembles a capsule-shaped tablet in 

appearance, comprises an osmotically active 

trilayer core surrounded by a subcoat and 

semipermeable membrane. The trilayer core is 

composed of two drug layers containing the drug 

and excipients, and a push layer containing 

osmotically active components. There are two 

precision laser drilled orifices on the drug-layer 

dome of the tablet. 

II.  USFDA 

Invega ER Tablets were developed utilizing 

ALZAôs OROSÈ pushpull Ê osmotic drug release 

technology. It is stated that the controlled 

ascending release rate of paliperidone from the 

formulation enables initiation of treatment with an 

effective dose without the need for initial dose 

titration. 

III.  EMA 

Invega prolonged release tablets are based on the 

patented OROS® (Oral Osmotic System) Push-
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PullTM technology delivery system, designed to 

deliver the paliperidone active substance in a 

controlled manner over 24 hours, thereby 

achieving an effective once-a-day treatment for 

schizophrenia. The system deploys an osmotic 

gradient across a semi-permeable membrane for 

the delivery of the active substance. 

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

authorities is available as triple layered tablet. 

 

321.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PALIGA 3mg Tablets 

Diary No. Date of R& I & fee  Diary No: 6013, 13/06/2017, Rs: 20,000/- 

Composition Each film coated extended release tablet contains 

Paliperidoneé. 3mg 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

INVEGA by Janssen Pharmaceuticals 

(USFDA Approved) 

Me-too status  Palitec XR by Pharmatec 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

¶ The dosage forms exist as prolonged release tablets 

using OROS® Push-Pull TM technology in the 

following reference regulatory agencies: 

I. TGA 

Invega utilizes osmotic drug-release technology, 

whereby osmotic pressure delivers paliperidone 

from the dosage form at a controlled rate. The 

system, which resembles a capsule-shaped tablet in 

appearance, comprises an osmotically active 

trilayer core surrounded by a subcoat and 

semipermeable membrane. The trilayer core is 

composed of two drug layers containing the drug 

and excipients, and a push layer containing 

osmotically active components. There are two 

precision laser drilled orifices on the drug-layer 

dome of the tablet. 

II.  USFDA 

Invega ER Tablets were developed utilizing 

ALZAôs OROSÈ pushpull Ê osmotic drug release 

technology. It is stated that the controlled 

ascending release rate of paliperidone from the 

formulation enables initiation of treatment with an 

effective dose without the need for initial dose 

titration. 

III.  EMA 

Invega prolonged release tablets are based on the 

patented OROS® (Oral Osmotic System) Push-

PullTM technology delivery system, designed to 

deliver the paliperidone active substance in a 

controlled manner over 24 hours, thereby 
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achieving an effective once-a-day treatment for 

schizophrenia. The system deploys an osmotic 

gradient across a semi-permeable membrane for 

the delivery of the active substance 

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

authorities is available as triple layered tablet. 

 

322.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PALIGA 6mg Tablets 

Diary No. Date of R& I & fee  Diary No: 6014, 13/06/2017, Rs: 20,000/- 

Composition Each film coated extended release tablet contains 

Paliperidoneé. 6mg 

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 10ôs (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

INVEGA by Janssen Pharmaceuticals 

(USFDA Approved) 

Me-too status  Invega by Johnson and Johnson 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

¶ The dosage forms exists as prolonged release tablets 

using OROS® Push-Pull TM technology in the 

following reference regulatory agencies: 

I. TGA 

Invega utilizes osmotic drug-release technology, 

whereby osmotic pressure delivers paliperidone 

from the dosage form at a controlled rate. The 

system, which resembles a capsule-shaped tablet in 

appearance, comprises an osmotically active 

trilayer core surrounded by a subcoat and 

semipermeable membrane. The trilayer core is 

composed of two drug layers containing the drug 

and excipients, and a push layer containing 

osmotically active components. There are two 

precision laser drilled orifices on the drug-layer 

dome of the tablet. 

II.  USFDA 

Invega ER Tablets were developed utilizing 

ALZAôs OROSÈ pushpull Ê osmotic drug release 

technology. It is stated that the controlled 

ascending release rate of paliperidone from the 

formulation enables initiation of treatment with an 

effective dose without the need for initial dose 

titration. 

III.  EMA 

Invega prolonged release tablets are based on the 

patented OROS® (Oral Osmotic System) Push-

PullTM technology delivery system, designed to 

deliver the paliperidone active substance in a 

controlled manner over 24 hours, thereby 

achieving an effective once-a-day treatment for 

schizophrenia. The system deploys an osmotic 

gradient across a semi-permeable membrane for 
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the delivery of the active substance 

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

authorities is available as triple layered tablet. 

 

Dry Powder Suspension Section: Products 10: Molecules 8 

323.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MALAFAN Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6015, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Artemether  é 15 mg 

Lumefantrine é 90 mg 

Pharmacological Group Antimalarial 

Type of Form Form 5 

Finished Product Specification Int. Ph.  Specification 

Pack size &  Demanded Price 30ml & 60ml (When reconstituted) 

(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

WHO Approved Formulation (Included in International 

Pharmacopoeia) 

Me-too status  Artem by Hilton 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

324.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MALAFAN DS Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6016, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Artemether  é 30 mg 

Lumefantrine é 180 mg 

Pharmacological Group Antimalarial 

Type of Form Form 5 

Finished Product Specification Int. Ph.  Specification 

Pack size &  Demanded Price 30ml & 60ml (When reconstituted) 

(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 inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Approval of the formulation by reference regulatory 

authorities/WHO could not be confirmed 

Decision:Deferred for evidence of approval of applied formulation by reference regulatory 

authorities or WHO . 

 

325.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ZIBAC 200mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6017, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Azithromycin (as dihydrate) é 200mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 
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Pack size &  Demanded Price 15ml (When reconstituted) 

(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ZITHROMAX Pfizer Labs 

(USFDA Approved) 

Me-too status  Azomax by Novartis 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed In-house specification while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 

 

326.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CLARIENT 125mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6018, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Clarithromycin (taste masked EC pellets 27.5%)...125mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 60ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

BIAXIN by Abbott Laboratories 

(USFDA Approved) 

Me-too status  Claritek by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Source of granules: Vision Pharmaceuticals. 

Decision:Approved with change in brand name. 

 

327.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CLARIENT 250mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6019, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Clarithromycin(taste masked EC pellets 27.5%)é250mg 

Pharmacological Group Macrolide, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 60ml (When reconstituted) 

(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

BIAXIN by Abbott Laboratories 

(USFDA Approved) 

Me-too status  Claritek by Getz 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Source of granules: Vision Pharmaceuticals. 

Decision:Approved with change in brand name. 

 

328.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ZOXA 100mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6020, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Nitazoxanide é 100mg 

Pharmacological Group Antiprotozoal 

Type of Form Form 5 
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Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 60ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ALINIA by Romark 

(USFDA Approved) 

Me-too status  Izato by Sami 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

329.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LANZI 100mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6021, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Linezolid é 100mg 

Pharmacological Group Oxazolidinone, Antibiotics 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 60ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

ZYVOX by Pfizer Labs 

(USFDA Approved) 

Me-too status  Nezolid by Searle 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

330.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength EJAKT 175mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6022, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Erdosteine é 175mg 

Pharmacological Group Mucolytic 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 100ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Erdomed by Angelini Pharma, Austria and 

Erodin 175mg/5ml by Orion Pharma, Denmark 

Both references provided by the firm could not be 

confirmed in 175mg strength 

Me-too status  Erdos by Platinum  

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB 

meeting 

¶ Evidence of approval in reference regulatory authorities 

could not be confirmed 

Decision:Deferred for evidence of approval of applied formulation by reference regulatory 

authorities. 
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331.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength FAMODIN 40mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6023, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Famotidine é 40 mg 

Pharmacological Group Anti-acid, H2 Blocker 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 60ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

PEPCID by Salix Pharms 

(USFDA Approved) 

Me-too status  Zepsin by Cirin 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 
 

332.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ADCON 50mg Dry Powder Suspension 

Diary No. Date of R& I & fee  Diary No: 6024, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains; 

Fluconazoleé 50mg 

Pharmacological Group Antifungal 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 35ml (When reconstituted)(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

DIFLUCAN by Pfizer Inc. 

(USFDA Approved) 

Me-too status  Diflucan by Pfizer 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications while the 

product monograph is present in USP 

Decision:Approved with USP specifications. 
 

Oral Liquid Section:10 Products: 10 Molecules 

333.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CRALFATE Suspension 

Diary No. Date of R& I & fee  Diary No: 6025, 13/06/2017, Rs: 20,000/- 

Composition Each 10ml Contains: 

Sucralfate é 1g 

Pharmacological Group Anti-Peptic Ulcerant 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CARAFATE by Forest Labs 

(USFDA Approved) 

Me-too status  Ulsanic by Highnoon 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting. 

Decision:Approved with Innovatorôs specifications. 
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334.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LAXOLAC Syrup 

Diary No. Date of R& I & fee  Diary No: 6026, 13/06/2017, Rs: 100,000/- 

Composition Each 5ml Contains: 

Lactulose é 3.35g 

Pharmacological Group Laxative 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 120ml & 240ml  

(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Duphalac by Mylan Lab 

(MHRA Approved) 

Me-too status  Duphalac by Abbott 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. ¶ Firm has claimed in house specifications while the 

product monograph is present in USP 

¶ Firm Has Submitted Following:  

i. Original Paid Balance Fee Receipt of Rs.100,000/- 

(Deposit Slip# 0047114)  

ii. COA of Lactulose Solution USP From Fresinus 

Kabi, Austria  

iii.  Stability reports of three batches at storage 

conditions stated as under:  

a) 30 
0
C ± 2 

0
C /70%RH ± 5% (18 Months)  

b) Stability study date for accelerated conditions not 

submitted by the firm. 

iv. Copy of GMP certificate (Certificate No. INS-

480019-0030-001) issued by Austrian Medicine & 

medical Devices Agency in the favour of M/s 

Fresinus Kabi, Austria GmbH, Issued on 21-08-

2013 and  

Valid until 12-2015. 

¶ Evidence of RI detector not submitted by the firm. 

Decision:Deferred for evidence of RI detector for testing of lactulose. 

 

335.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength IROFER Syrup 

Diary No. Date of R& I & fee  Diary No: 6028, 13/06/2017, Rs: 20,000/- 

Composition Each 15ml Contains: 

Iron Protein Succinate Complex é. 800 mg 

(elemental Iron é 40mg) 

Pharmacological Group Antianemia 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Could not be confirmed 

Me-too status  Follinemic Syrup by EPharm 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing data as per requirement of 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
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336.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength BRIL Suspension 

Diary No. Date of R& I & fee  Diary No: 6029, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Ibuprofen é 100 mg 

Pharmacological Group NSAIDs 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CHILDRENôS MOTRIN by J and J Consumers 

(USFDA Approved) 

Me-too status  Brufen by Abbott 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 
 

337.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength NEOLOR 0.5mg/ml Syrup 

Diary No. Date of R& I & fee  Diary No: 6030, 13/06/2017, Rs: 20,000/- 

Composition Each ml Contains: 

Desloratadine é 0.5 mg 

Pharmacological Group Antihistamine 

Type of Form Form 5 

Finished Product Specification Firm has claimed In-house specification 

Pack size &  Demanded Price 90ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

CLARINEX by Merck & Co. 

(USFDA Approved) 

Me-too status  Deslet by Efroze 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed In-house specification without 

providing data as per the requirements of 267
th
 RB 

meeting 

Decision:Approved with Innovatorôs specifications. 
 

338.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength ZOTIFEN 0.25mg Elixir 

Diary No. Date of R& I & fee  Diary No: 6031, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Pizotifen hydrogen maleate equivalent to Pizotifen é. 

0.25mg 

Pharmacological Group Antimigraine 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications  

Pack size &  Demanded Price 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Sanomigran Elixir by Phoenix Labs 

(MHRA Approved) 

Me-too status  Mosegor by Novartis 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 
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339.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DEFLUX 1mg / ml Oral Suspension 

Diary No. Date of R& I & fee  Diary No: 6032, 13/06/2017, Rs: 20,000/- 

Composition Each ml contains: 

Domperidoneé 1mg 

Pharmacological Group Antiemetics, Antinauseant 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specifications 

Pack size &  Demanded Price 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Motilium oral suspension by Winthrop Pharm 

(MHRA Approved) 

Me-too status  Motilium syrup by Janssen 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

Decision:Approved with Innovatorôs specifications. 

 

340.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength XINK 20mg Oral Solution 

Diary No. Date of R& I & fee  Diary No: 6033, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml contains 

Zinc Sulphate  as monohydrateéé20mg 

Pharmacological Group Antidiarrheal, Minerals 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 60 ml & 120ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

The formulation is present in International 

Pharmacopoeia 

Me-too status  Yes 2 zinc by Zafa 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved. 

 

341.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength EVO 125mg Syrup 

Diary No. Date of R& I & fee  Diary No: 6034, 13/06/2017, Rs: 20,000/- 

Composition Each 5ml Contains: 

Levofloxaciné125 mg 

Pharmacological Group Quinolones, Antibiotics 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 60ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

LEVAQUIN by Janssen  

(USFDA Approved) 

Me-too status  Levaq by Global 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved with change of brand name. 
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342.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength BRITE 20mg/ml Oral Solution 

Diary No. Date of R& I & fee  Diary No: 6035, 13/06/2017, Rs: 20,000/- 

Composition Each ml oral solution contains: 

Escitalopram oxalate eq. to escitalopramé 20mg 

Pharmacological Group Selective serotonin reuptake inhibitor (SSRI) 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 30ml (As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Anisdis 20 mg/ml oral drops by Pharmacare  

(MHRA Approved) 

Me-too status  Could not be confirmed 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator.  

Decision:Approved with change of brand name. 

 

Capsule General Section: 16 Products:  10 Molecules 

343.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength OMETEK 20mg Capsule 

Diary No. Date of R& I & fee  Diary No: 5949, 13/06/2017, Rs: 20,000/- 

Composition Each capsule contains: 

Omeprazole enteric coated  Pellets (8.5%) equivalent to 

Omeprazole é.20mg 

Pharmacological Group Proton Pump Inhibitor 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs & 100ôs(As per SRO) 

Approval status of product in Reference 

Regulatory Authorities. 

Omeprazole by Actavis 

(USFDA Approved) 

Me-too status  Xempra 20mg Capsule by Genome Pharmaceutical 

GMP status  Last inspection report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Source of granules: Vision Pharmaceuticals. 

Decision:Approved. 

 

344.  Name and address of manufacturer / 

Applicant 

Briell Pharmaceuticals (Pvt.) Ltd. 

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength OMETEK 40mg Capsule 

Diary No. Date of R& I & fee  Diary No: 4950, 13/06/2017, Rs: 20,000/- 

Composition Each Capsule Contains: 

Omeprazole enteric coated  Pellets (8.5%) equivalent to 

Omeprazole é.40mg 

Pharmacological Group Proton Pump Inhibitor 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 14ôs (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 report dated 25-04-2017, the panel 

recommended the grant of New DML 

Remarks of the Evaluator. Source of granules: Vision Pharmaceuticals. 

Decision:Approved. 




