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276
th 

meeting of Registration Board was held on 22-25
th
 November, 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. Rafeeq Alam Khan 

Meritorious Professor, Faculty of Pharmacy,  

University of Karachi 

Member 

2.  Maj.Gen.Dr. Tahir Mukhtar Syed 

Commandant AFIRM / Head Department of Medicine, Army 

Medical College 

Member 

3.  Prof.Dr. Ghulam Sarwar, Dean,  

Faculty of Pharmacy, Jinnah Women University, Karachi 

Member 

4.  Dr. Qurban Ali, Ex-Director General  

National Veterinary Laboratory, Islamabad. 

Expert Member Vetrinary Drugs 

Member 

5.  Dr. Amanullah Khan 

Director, Drugs Testing Laboratory, Quetta  

Government of Baluchistan 

Member 

6.  Dr. Muzammil Waheed 

Director, Drugs Testing Laboratory, Faisalabad              

Government of Punjab. 

Member 

7.  Dr. Khalid Javed, 

Senior Governement Analyst, Drugs Testing Laboratory,  

Government of Khyber Pakhtunkhwa  

Govt. of Sindh 

Member 

8.  Syed Muzaffar Ali Jafri, 

Director, Drugs Testing Laboratory, Peshawar,  

Government of Sindh 

Member 

9.  Mr. Muhammad Aslam 

Assistant Draftsman-II, Ministry of Law & Justice  

Member 

10.  Mr. Ghulam Mujtaba, 

Representative IPO 

Member 

11.  Dr. Noor-us-Saba 

Director, Biological Evaluation & Registration Division, DRAP 

Member 

12.  Dr. Shaikh Akhter Hussain 

Director, Medical Device Division, DRAP 

Director, QA&LT Division, DRAP 

Member 

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

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

during the meeting. 

 

Mr. Amin Nota, Mr.Hamid Raza and Mr.Nadeem Zafar (PPMA), Mr.Nadeem 

Hussain Alamgeer and Dr. Gohar Nayyab (Pharma Bureau) and Mr.Attam Parkash (PCDA) 

attended the meeting as observers. 

 

Mr. Ghulam Mujtaba attended the meeting on 24.11.2017 and Dr. Shaikh Akhter 

Hussain on 23-24.11.2017. 
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Item No. I:  Confirmation of minut es of 275
th

 meeting Registration Board. 

 

275
th
 meeting of Registration Board was held on 25-27

th
 October, 2017. The draft 

minutes were circulated among the members of meeting on 11.11.2017 with the request to 

forward their comments (if any). Director, DTL, Quetta forwarded certain observations. Draft 

minutes have been corrected and approved accordingly.  

 

Decision: Registration Board confirmed the minutes. 
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Item No. II:  Pharmacy Services Division 

Case No.01: Request for approval of clinical trial ï ñLactoferrin Evaluation in Anemia 

in Pregnancy (LEAP-1) ï A Multicountry Randomized Control Clinical 

Trial ò. 

 

Dr. Sajid Soofi, Associate Professor, Department of Paediatrics & Child Health, Aga 

Khan University, Karachi, has submitted application for start-up of subject clinical trial at the 

Aga Khan University Hospital, Main Campus, Karachi and the Aga Khan Hospital for 

Women & Children, Karadar, Karachi. The trial is sponsored by University of Sydney, 

Australia. The subject trial is planned to be conducted in Australia, New Zealand and 

Pakistan.  

Investigational Product: 

Lactoferrin (LF) is an iron-carrying, immune-modulatory, anti-inflammatory, antioxidant, 

bifidogenic glycoprotein found in vertebrates and mammalian white blood cells, mucosa, 

secretions and milk. It is a key element of the innate immune response and modulates 

inflammation and iron homeostasis. Bovine Lactoferrin (bLF) is a dairy protein sharing 80% 

homology with human lactoferrin (hLF). A randomized clinical trial in 60 women with IDAP 

showed bLF reduced anaemia and inflammation more effectively and was better tolerated 

than standard FeSO4. 

 

Trial Design: 

Individually randomized, controlled trial, stratified by: 

1. Study site 

2. Severity of anaemia (Hb <100 g/L or Ó 100 g/L 

3. Stage of pregnancy (<20 or Ó 20 weeks gestation) 

 

Study Population: 

Pregnant women with mild or moderate IDAP (Hb 70 ï 110 g/L) and gestation <30 weeks 

and >12 weeks 

Or 

Pregnant women likely to develop IDAP [Hb 111-115 g/L and serum ferritin 

<15micrograms/L] and gestation <30 weeks and >12 weeks 

 

Study Treatment: 

FeSO4 80mg Capsule vs Lactoferrin 200mg Capsule taken once daily until birth.  

 

Primary Objective:  

To determine whether oral Bovine Lactoferrin (bLF) therapy reduces the proportion of 

women with Iron Deficiency Anaemia in Pregnancy (IDAP) who receive intravenous iron 

infusion according to standard protocol OR who do not respond to treatment and remain 

anaemic at any time between 34 weeks gestation and delivery. 
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Secondary Objective: 

To compare randomized groups on the following neonatal endpoints: 

1. Fatal growth 

2. Neonatal iron status at birth 

3. Proportion <10
th
 centile for birth weight 

4. Proportion born <37 weeks gestation 

5. Proportion with birth weight <2500g 

To compare randomized groups on the following maternal endpoints: 

6. Change in maternal Intraleukin 6 [IL-6] concentration between trial entry and 30 days 

later. This will be assessed using spare blood from the iron studies.  

7. Tolerability and maternal adverse effects 

8. Change in health related quality of life (HRQoL) from trial entry and 30 days and 06 

weeks after birth 

9. Maternal Hb between 110-130 g/L with normal iron saturation and serum ferritin 

assessed via blood tests 

10. Maternal haemoconcentration (Hb >130 g/L) at birth assessed via blood tests 

11. Duration of pregnancy 

12. Duration of breastfeeding 

13. Findings on placental histopathology 

The detail of documents provided as per check list is tabulated as follows:- 

S.No. Document Remarks 

1.  Investigator Brochure (s)  Not provided 

2.  Final protocol  Attached  

3.  
Informed consent and participant 

information sheet (Urdu to English)   
Attached 

4.  Fee  Attached  

5.  
List of participating countries  

 

Pakistan, Australia and New Zealand 

6.  Phase of trial. Phase ï II trial  

7.  

Quantity of drug / trial material to be 

imported on Form 4 under the Drugs 

(Import & Export) Rules, 1976 and 

application for import of trial material. 

Lactoferrin Capsules 200mg: 840 

bottles x 30 Capsules = 25,200 

Capsules. 

FeSO4 Capsules 80mg: 840 bottles x 

30 Capsules = 25,200 Capsules. 

(Mfg. by M/s Pharmaceutical 

Packaging Professionals, Pty Ltd, 

3/31, Sabre Drive, Port Melbourne 

VIC 3207, Australia). 

8.  

Institutional Review Board (IRB) 

approval of sites with complete 

composition of committee i.e. names and 

designation of members. 

Attached  

9.  

Approval of National Bio-ethics 

Committee 

Attached NBC approval letter No.4-

87/NBC-253/171/841 dated 05
th
 

September, 2017 which states as 

follows; 

ñI am pleased to inform you that the 

above mentioned project has been 

cleared by the ñResearch Ethics 

Committeeò of National Bio-ethics 

Committee for a period of one yearò. 

10.  CVôs of the Investigators Attached.  
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11.  

GMP certificate along with COPP & free 

sale certificate of the investigational 

product. 

GMP Certificate is attached 

CoPP and Free Sale Certificate not 

provided 

12.  

Pre-clinical/clinical safety studies Although few study reports have been 

provided by the applicant but no 

comprehensive data has been 

furnished regarding the safety of 

Lactoferrin in pregnant women and 

children.  

13.  Summary of Protocol  Attached 

14.  Adverse Event Reporting Form Attached 

15.  

No of patients to be enrolled in Pakistan. Attached 

240 Patients 

(120 in each group) 

16.  
Name of Monitors & Clinical Research 

Associate  

Attached 

17.  

Evidence of registration in country of 

origin.   

 
Not provided 

18.  Evidence of registration in Pakistan.   N/A 

19.  
Sample of label of the investigational 

product / drug. 
Attached 

20.  Duration of trial  02 Years 

 

Decision: In the light of discussion and deliberation, Registration Board deferred the 

case for provision following information and documents: 

a. CoPP or Free sale certificate of investigational product. 

b. Pharmacological data of Bovine Lactoferrin. 

c. Results of Phase-I clinical trials and animalsô studies on Bovine Lactoferrin 

d. Data regarding safety of Bovine Lactoferrin in pregnant women &  children. 

e. Proof of Halal source of Bovine Lactoferrin . 
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Item No. III:  Pharmaceutical Evaluation & Registration Division 

A. Pharmaceutical Evaluation Cell: 

Sr.No. Details 

Case No.01 Routine Application 

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

i. New cases 

ii. Deferred cases 

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

i. New cases 

ii. Deferred cases 

Case No.02 Registration applications of newly granted DML or New section    

a) DML (Drug Manufacturing License(s))  

b) Remaining products of New section(s) 

c) Deferred cases of New section(s) /DML 

Case No.03 Registration of veterinary drugs 

a) Drugs applied for local manufacturing  

i. Deferred cases  

b) Imported drugs 

Case No.04 Applications for registration of drugs for which stability studies are required 

a) New cases of stability studies for consideration 

b) Deferred cases of stability studies 

c)  Verification of stability data 

Case No. 05 

 

 

Import Cases 

a) Import routine cases  

b) Import Deferred cases 

Case No. 06 Applications to be considered on priority 

a) Deferred priority cases 

b) Local Manufacture 

c) Application Fall under category of export facilitation 

d) Finished Import 

Case No. 07 Cases of personal hearing 
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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. Iqra Aftab  Evaluator PEC-V 

5.  Mr. Muhammad Umar Latif  Evaluator PEC-VI  

6.  Mst. Sidra Khalid  Evaluator PEC-VII  

7.  Mst. Haleema Sharif  Evaluator PEC-VIII  

8.  Mr. Farooq Aslam  Evaluator PEC-X 

9.  Mst. Najia Saleem  Evaluator PEC-XI  

10.  Syed Ajwad Bukhari  Evaluator PEC-XII  

11.  Mst. Mehwish Javed Khan  Evaluator PEC-XIII  

12.  Mr. Muhammad Ahsan Hafiz  Evaluator PEC-XIV  
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Case No.01: Routine Application . 

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

i. New cases 

Evaluator PEC-II  

1.  Name and address of manufacturer / 

Applicant 

M/s Sanofi Aventis Pakistan Ltd. Karachi 

Brand Name +Dosage Form + Strength Amaryl M SR Forte (1/1000mg) tablets 

Composition Each bilayered tablet contains: 

Glimepirideéé1 mg 

Metformin hydrochlorideééé.1000 mg 

Diary No. Date of R& I & fee  Dy. No.1340; 01-07-2016; Rs.100,000/- (30-06-2016) 

Pharmacological Group Antidiabetic 

Type of Form Form 5 

Finished product Specification Manufacturers specifications 

Pack size & Demanded Price Pack of 30 tablets; To be provided at the time of price 

fixation 

Approval status of product in Reference 

Regulatory Authorities. 

Not verifiable 

Me-too status  Hipride-Met 1/1000 Tablet of M/s  Hilton    Pharma 

Karachi (061215) 

GMP status  Last inspection report dated 04-07-2017 for allocation of 

chemical namely Acetone. 

Remarks of the Evaluator. ¶ Firm has provided a list of countries in which 

applied formulation is registered and none of those 

enlisted countries is reference regulatory authority. 

¶ Last GMP inspection report conducted within one 

last year shall be submitted. 

¶ NO USP or BP monograph is available for applied 

formulation. 

Decision: Deferred for following:  

¶ Submission of evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board. 

¶ Submission of latest GMP inspection report conducted within last one year. 

2.  Name and address of manufacturer / 

Applicant 

M/s Sanofi Aventis Pakistan Ltd. Karachi 

Brand Name +Dosage Form + Strength Amaryl M SR Forte (2/1000mg) tablets 

Composition Each bilayered tablet contains: 

Glimepirideéé2 mg 

Metformin hydrochlorideééé.1000 mg 

Diary No. Date of R& I & fee  Dy. No.1339; 01-07-2016; Rs.100,000/- (30-06-2016) 

Pharmacological Group Antidiabetic 

Type of Form Form 5 

Finished product Specification Manufacturers specifications 

Pack size & Demanded Price Pack of 30 tablets; To be provided at the time of price 

fixation 

Approval status of product in Reference 

Regulatory Authorities. 

Not verifiable 

Me-too status  Hipride-Met 2/1000 Tablet of M/s  Hilton    Pharma 

Karachi (061216) 

GMP status  Last inspection report dated 04-07-2017 for allocation of 

chemical namely Acetone. 

Remarks of the Evaluator. ¶ Firm has provided a list of countries in which 

applied formulation is registered and none of those 

enlisted countries is reference regulatory authority. 

¶ Last GMP inspection report conducted within one 
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last year shall be submitted. 

¶ NO USP or BP monograph is available for applied 

formulation. 

Decision: Deferred for following: 

¶ Submission of evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board. 

¶ Submission of latest GMP inspection report conducted within last one year. 

3.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi industrial 

area Karachi. 

Brand Name +Dosage Form + Strength Dozido-D 10mg Tablet 

Composition Each film coated tablet contains: 

Donepezil hydrochlorideééé.10mg 

Diary No. Date of R& I & fee  Dy.No. (R&I) 2641, 21-6-2016; Dy. No. R-II (690/1);  

04-7-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Cholinesterase inhibitors 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 14ôs, 28ôs & 30ôs ; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Remembrin Tablets 10mg of M/s PharmEvo, Karachi 

(Reg.# 045402) 

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved  

 

4.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi industrial 

area Karachi. 

Brand Name +Dosage Form + Strength Dozido 5mg Tablet 

Composition Each film coated tablet contains: 

Donepezil hydrochlorideééé.5mg 

Diary No. Date of R& I & fee  Dy.No. (R&I) 2641, 21-6-2016; Dy. No. R-II (690/3);  

04-7-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Cholinesterase inhibitors 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 14ôs, 28ôs & 30ôs ; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Remembrin Tablets 5mg of M/s PharmEvo, Karachi 

(Reg.# 045401) 

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved 

 

5.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Plot #154, Sector 23, Korangi industrial 

area Karachi. 

Brand Name +Dosage Form + Strength Owenta 150mg SR Tablet  

Composition Each sustained release tablet contains: 

Bupropion hydrochloride é.150 mg 

Diary No. Date of R& I & fee  Dy.No. (R&I) 2641, 21-6-2016; Dy. No. R-II (690/7);  

04-7-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Anti depressant 

Type of Form Form-5 
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Finished product Specification USP 

Pack size & Demanded Price 14ôs, 28ôs ; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Ropion SR 150mg Tablet of M/s Searle Pak. Karachi. 

(Reg.#076185) 

GMP status  Last GMP Inspection dated 17-11-16 with conclusive 

remarks of cGMP compliance. 

Remarks of the Evaluator.  

Decision: Approved. 

6.  Name and address of manufacturer / 

Applicant 

M/s Venus Pharma  Lahore 

Brand Name +Dosage Form + Strength Taradol Injection 

Composition Each ml contains: 

Tramadol hydrochlorideééé.50mg 

Diary No. Date of R& I & fee  Dy. No.3009; 25-07-2016; Rs.20,000/- (21-07-2016) 

Pharmacological Group Analgesic 

Type of Form Form 5 

Finished product Specification Manufacturer specifications 

Pack size & Demanded Price 2ml x 5ôs; Rs.350/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Tremomed 100mg injection by M/s Medicraft 

Pharmaceuticals (Pvt.) Ltd. (Reg#064484) 

GMP status  Last inspection conducted on 07-04-2017 recommending 

renewal of DML 

Remarks of the Evaluator. ¶ No USP or BP monograph is available for applied 

formulation. 

Decision: Approved 

7.  Name and address of manufacturer / 

Applicant 

M/s Venus Pharma,  Lahore 

Brand Name +Dosage Form + Strength Viocam Injection 

Composition Each ml contains: 

Piroxicamééé.20mg 

Diary No. Date of R& I & fee  Dy. No.3010; 25-07-2016; Rs.20,000/- (21-07-2016) 

Pharmacological Group Antirheumatic 

Type of Form Form 5 

Finished product Specification Manufacturer specifications 

Pack size & Demanded Price 1 x 10ôs; Rs.210/- 

Approval status of product in Reference 

Regulatory Authorities. 

Feldene 20 mg/1ml of M/s Pfizer Holding France  

approved by MHRA of UK 

Me-too status  Salden 20mg by M/s Danas Pharmaceutical (Pvt) Ltd, 

Islamabad (Reg#080373) 

GMP status  Last inspection conducted on 07-04-2017 recommending 

renewal of DML 

Remarks of the Evaluator. Å No USP or BP monograph is available for applied 

formulation. 

Decision: Approved. 

8.  Name and address of manufacturer / 

Applicant 

M/s Venus Pharma  Lahore 

Brand Name +Dosage Form + Strength Renatel Injection 

Composition Each 2mlcontains: 

Ranitidine (as hydrochloride) ....é. 50mg 

Diary No. Date of R& I & fee  Dy. No.3007; 25-07-2016; Rs.20,000/- (21-07-2016) 

Pharmacological Group H2-receptor antagonists 

Type of Form Form 5 



Minutes for 276
th
 Registration Board Meeting                                                                                                    12 

 

Finished product Specification USP 

Pack size & Demanded Price 2ml x 10ôs; Rs.130/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Peplov Injection 50mg  by M/s. Pulse Pharmaceuticals,  

(Reg#074175) 

GMP status  Last inspection conducted on 07-04-2017 recommending 

renewal of DML 

Remarks of the Evaluator.  

Decision: Approved. 

9.  Name and address of manufacturer / 

Applicant 

M/s Venus Pharma  Lahore 

Brand Name +Dosage Form + Strength Renatel Tablet 

Composition Each film coated tablet contains: 

Ranitidine (as hydrochloride)ééé.150mg 

Diary No. Date of R& I & fee  Dy. No.3007; 25-07-2016; Rs.20,000/- (21-07-2016) 

Pharmacological Group H2-receptor antagonists 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 1 x 10ôs; Rs.110/- 

Approval status of product in Reference 

Regulatory Authorities. 

Zantac Tablets of M/s Glaxo Wellcome UK Limited 

Approved by MHRA of UK 

Me-too status  Zanfas 150mg Tablets  by M/s. Fassgen 

Pharmaceuticals,  (Reg#070343) 

GMP status  Last inspection conducted on 07-04-2017 recommending 

renewal of DML 

Remarks of the Evaluator.  

Decision: Approved 

10.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharmatec Pvt. Ltd. Karachi 

Brand Name +Dosage Form + Strength Resplar Dry Suspension 

Composition Each 5ml contains: 

Clarithromycin (as 27.5%w/w taste masked granules) 

éé125mg 

Source of granules: M/s Surge Laboratories 

Diary No. Date of R& I & fee  Dy. No.833; 22-06-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Antibacterial 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 60ml;Asper PRC/- 

Approval status of product in Reference 

Regulatory Authorities. 

Biaxin 125mg/5ml  by M/s Abbvie, USFDA 

Me-too status  Klarim Dry Suspension of M/s Amrose Pharmaceuticals, 

Karachi (Reg.#058105) 

GMP status  Last inspection report conducted on 18-07-2017 

concluding good level of GMP compliance 

Remarks of the Evaluator.  

Decision: Approved. 

11.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharmatec Pvt. Ltd. Karachi 

Brand Name +Dosage Form + Strength Noxilor Tablet 

Composition Each film coated tablet contains: 

Lornoxicamééé..8mg 

Diary No. Date of R& I & fee  Dy. No.834; 22-06-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 
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Finished product Specification Manufacturers specification 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by EMA 

Me-too status  Recam Tablet 8 mg by M/s Regal Pharmaceuticals 

(Reg.#081952) 

GMP status  Last inspection report conducted on 18-07-2017 

concluding good level of GMP compliance 

Remarks of the Evaluator.  

Decision: Approved. 

12.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharmatec Pvt. Ltd. Karachi 

Brand Name +Dosage Form + Strength Neo-Lor Syrup 

Composition Each ml contains: 

Desloratadineéé..0.5 mg 

Diary No. Date of R& I & fee  Dy. No.832; 22-06-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Anti-histamine 

Type of Form Form 5 

Finished product Specification Manufacturers specification 

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

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  Desora 0.5mg/ml syrup by M/s Continental Pharma. 

(Reg.# 055192)  

GMP status  Last inspection report conducted on 18-07-2017 

concluding good level of GMP compliance 

Remarks of the Evaluator. No USP or BP monograph is available for applied 

formulation. 

Decision: Approved. 

13.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharmatec Pvt. Ltd. Karachi 

Brand Name +Dosage Form + Strength Noxilor Tablet 

Composition Each film coated tablet contains: 

Lornoxicamééé..4mg 

Diary No. Date of R& I & fee  Dy. No.837; 22-06-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 

Finished product Specification Manufacturers specification 

Pack size & Demanded Price 10ôs; As per PRC 

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  Last inspection report conducted on 18-07-2017 

concluding good level of GMP compliance 

Remarks of the Evaluator.  

Decision: Approved. 

14.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharmatec Pvt. Ltd. Karachi 

Brand Name +Dosage Form + Strength Azaz 500mg Tablet  

Composition Each film coated tablet contains: 

Azithromycin (as dehydrate)é..500 mg 

Diary No. Date of R& I & fee  Dy. No.837; 22-06-2016; Rs.20,000/- (21-06-2016) 

Pharmacological Group Macrolide 

Type of Form Form 5 
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Finished product Specification Manufacturers specification 

Pack size & Demanded Price 6ôs; Rs. 275 

10ôs; Rs. 436 

Approval status of product in Reference 

Regulatory Authorities. 

 Approved by MHRA of UK 

Me-too status  Biozith Tablets by M/s. Bio Labs (Pvt) Ltd, (Reg. No. 

069912) 

GMP status  Last inspection report conducted on 18-07-2017 

concluding good level of GMP compliance 

Remarks of the Evaluator.  

Decision: Approved with innovatorôs specification. 

 

15.  Name and address of manufacturer / 

Applicant 

M/s Bajwa Pharmaceuticals (Pvt)Ltd, 36-km, GT Road, 

khori Muridke (Sheikhupura) 

Brand Name +Dosage Form + Strength Neuro Curium 3 ml Injection 

Composition Each 3.0ml contains: 

Atracurium besylateé..30mg 

Diary No. Date of R& I & fee  Dy No. 2682: 23-06-2016; RS. 20,000/-: (23-06-2016) 

Pharmacological Group Non depolarizing muscle relaxant 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Atracurium besilate 10 mg/ml solution for injection of 

M/s Hameln pharmaceuticals ltd approved by MHRA of 

UK 

Me-too status  Atrium Injections by M/s Searle Pakistan, Karachi 

(Reg#053342) 

GMP status  Last inspection report dated 13-03-2017 and 24-3-2017, 

the panel recommended the firm for production 

resumption. 

Remarks of the Evaluator. Approval of applied fill volume of 3 ml could not be 

verified from reference regulatory authorities. 

Decision: Approved 

 

16.  Name and address of manufacturer / 

Applicant 

M/s Venus Pharma  Lahore 

Brand Name +Dosage Form + Strength Toprazole Tablet 

Composition Each enteric coated tablet contains: 

Pantoprazole (as sodium)ééé.40mg 

Diary No. Date of R& I & fee  Dy. No.3005; 25-07-2016; Rs.20,000/- (21-07-2016) 

Pharmacological Group Proton Pump inhibitor 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 1 x 14ôs; Rs.500/- 

Approval status of product in Reference 

Regulatory Authorities. 

MHRA approved 

Me-too status  Pentoloc by Paramount Pharma, Islamabad 

GMP status  Last inspection conducted on 07-04-2017 recommending 

renewal of DML 

Remarks of the Evaluator.  

Decision: Approved 
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Evaluator PEC-V 

17.  Name and address of manufacturer / 

Applicant 

M/s. Frontier Dextrose Limited, Hattar 

 

Brand Name +Dosage Form + Strength Napa IV Infusion 1g/ml 

Composition Each 100ml contains: 

Paracetamolé.1g 

Diary No. Date of R& I & fee  Dy. No. 554, 24-10-2016 , Rs.20,000/- (25-10-2016) 

Pharmacological Group Analgesic/Antipyretic 

Type of Form Form-5 

Finished product Specification Not provided 

Pack size & Demanded Price 100ml Plastic Bottles, As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA Approved (Bottles of low-density 

polyethylene) 

Me-too status  Paedal Infusion by Regal 

GMP status  Inspection Date:06-03-2017 

Purpose of Inspection: Routine GMP inspection 

Conclusion: Satisfactory and Good 

Remarks of the Evaluator. Shelf Life 

¶ Unopened: 

2 years. 

¶ After first opening  

The infusion should commence immediately after 

connecting the container to the giving set. 

¶ After dilution 

Chemical and physical in use stability (including 

infusion time) in the solutions  

has been demonstrated for 48 hours at 23° C. 

IV infusion section is present. 

Decision: Approved with innovatorôs specification. 

18.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Marktin Capsule 25mg 

Composition Each hard gelatin capsule contains: 

Acitretiné25mg 

Diary No. Date of R& I & fee  Dy. No. 591, 31-10-2016 , Rs.20,000/- (31-10-2016) 

Pharmacological Group Vitamin /Antipsoriatic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Acitretin 25 mg capsules by Barr Lab 

(USFDA Approved) 

Me-too status  Acetin 25mg Capsuleby Genome Pharmaceutical 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator.  

Decision: Approved. 

19.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Marktin Capsule 10mg 

Composition Each hard gelatin capsule contains: 

Acitretiné10mg 

Diary No. Date of R& I & fee  Dy. No. 588, 31-10-2016 , Rs.20,000/- (31-10-2016) 

Pharmacological Group Vitamin /Antipsoriatic 

Type of Form Form-5 

Finished product Specification USP 
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Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Acitretin by Genus Pharma (MHRA), 

 

Me-too status  Neotigason by Roche Pakistan 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator.  

Decision: Approved. 

20.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Welzapine Tablet 100mg 

Composition Each tablet contains: 

Clozapineé100mg 

Diary No. Date of R& I & fee  Dy. No. 590, 31-10-2016 , Rs.20,000/- (31-10-2016) 

Pharmacological Group Antipsychotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Denzapine by Britannia 

(MHRA Approved) 

Me-too status  Clozaril by Novartis 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator.  

Decision: Approved. 

21.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Quewel XR Tablet 300mg 

Composition Each extended release tablet contains: 

Quetiapine Fumarateé300mg 

Diary No. Date of R& I & fee  Dy. No. 507, 17-11-2016 , Rs.20,000/- (17-11-2016) 

Pharmacological Group Antipsychotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Atrolak XL by Accord Healthcare 

(MHRA Approved) 

Me-too status  Quit XR tablet by Navegal Lab 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator.  

Decision: Approved. 

22.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Quewel XR Tablet 150mg 

Composition Each extended release tablet contains: 

Quetiapine Fumarateé150mg 

Diary No. Date of R& I & fee  Dy. No. 506, 17-11-2016 , Rs.20,000/- (17-11-2016) 

Pharmacological Group Antipsychotic 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 

 

As per SRO 
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Approval status of product in 

Reference Regulatory Authorities. 

Seroquel XR, Astrazenica USFDA 

 

Me-too status  Qusel , Hilton pharma 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

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

Warning: Increased Mortality In Elderly Patients 

With Dementia-Related Psychosis; And Suicidal 

Thoughts And Behaviors 
 

Decision: Approved. 

23.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Colon  Sachet 135mg+3.5g 

Composition Each sachet contains: 

Mebeverine HClé.135mg 

Isphagholéé3.5g 

Diary No. Date of R& I & fee  Dy. No. 1422, 29-11-2016 , Rs.20,000/- (29-11-2016) 

Pharmacological Group Antispasmodic/laxative 

Type of Form Form-5 

Finished product Specification Innovator Specs. 

Pack size & Demanded Price 10ôs,30ôs As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA Approved 

Me-too status  Nexghol by Nexus 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator. ¶ Sachet section confirmed from GMP 

inspection report. 

Decision: Approved with innovatorôs specification 

24.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Diosmec  Sachet 3g 

Composition Each sachet contains: 

Dismectiteé.3g 

Diary No. Date of R& I & fee  Dy. No. 1426, 29-11-2016 , Rs.20,000/- (29-11-2016) 

Pharmacological Group Antidiarrheal/intestinal adsorbent 

Type of Form Form-5 

Finished product Specification Innovator Specs. 

Pack size & Demanded Price 30ôs As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Smecta (ANSM) 

Me-too status  Smecta by Atco 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator. ¶ Evidence of section approval. 

Decision: Approved with innovatorôs specification. 

25.  Name and address of manufacturer / 

Applicant 

M/s. Welmark Pharmaceuticals, Plot No.122, Block B,  

Phase V, Industrial Estate,  Hattar,  

Brand Name +Dosage Form + Strength Osteo R Sachet 2g 

Composition Each sachet contains: 

Strontium Ranelateé.2g 

Diary No. Date of R& I & fee  Dy. No. 1427, 29-11-2016 , Rs.20,000/- (29-11-2016) 

Pharmacological Group Anti-osteoporotic 
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Type of Form Form-5 

Finished product Specification Innovator Specs. 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

TGA Approved 

Me-too status  Soita by Espoir 

GMP status  Date of inspection: 16-09-2017. 

Purpose of inspection: Routine GMP 

Conclusion: GMP complaint 

Remarks of the Evaluator.  

Decision: Approved with innovatorôs specification. 

26.  Name and address of manufacturer / 

Applicant 
M/s. Winthrox Laboratories, Plot # K-219-A, SITE, 

Super Highway Phase II, Karachi 
Brand Name +Dosage Form + Strength Zidore Capsule 500mg 

Diary No. Date of R& I & fee  Duplicate Dossier,17/11/2016 ,Rs.20,000/- 

Composition Each capsule contains:  

Azithromycin é.500mg  

Pharmacological Group Macrolide Antibiotic 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC  

Approval status of product in 

Reference Regulatory Authorities. 

Azalid Capsule 500mg 

 

Me-too status  Acro by M/s S.J.G  

GMP status  14-9-2017 

Routine GMP Inspection  

Good Compliance. 

Remarks of Evaluator Firm has requested to consider their application of 

Azithromycin 500 mg tablets as the above applied 

formulation of Azithromycin 500 mg capsules is not 

approved by any reference regulatory authority. 

Firm has submitted Form 5 for Azithromycin 500 mg 

tablets along with fee of Rs. 20,000/- details of which 

are as under. 

Name and address of manufacturer / 

Applicant 
M/s. Winthrox Laboratories, Plot # K-219-A, SITE, 

Super Highway Phase-II, Karachi 
Brand Name +Dosage Form + Strength Zidore Tablet 500mg 

Diary No. Date of R& I & fee  10/10/2017 ,Rs.20,000/- 

Composition Each tablet contains:  

Azithromycin as Azithromycin dihydrateé.500mg  

Pharmacological Group Macrolide Antibiotic 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per PRC  

Approval status of product in 

Reference Regulatory Authorities. 

TGA Approved (Film coated) 

Me-too status  Acro by M/s S.J.G  

GMP status  14-9-2017 

Routine GMP Inspection  

Good Compliance. 

Remarks of Evaluator Available in reference regulatory authorities as film 

coated tablets. 

Decision: Registration Board acceded with firmôs request and approved the application of 

Zidore Tablet 500mg (Azithromycin  500 mg) & the application of Zidore Capsule 

500mg (Azithromycin  500 mg) is declared as disposed off. 
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27.  Name and address of manufacturer / 

Applicant 

M/s. S.J & G Fazul Ellahie Limited, E/46, S.I.T.E, 

Karachi 

Brand Name +Dosage Form + Strength Zeclar Suspension 250mg/5ml 

Composition Each 5 ml contains  

Clarithromycin taste masked granules 27.5% 

w/wé.250mg 

Diary No. Date of R& I & fee  Dy. No. 101, 27-10-2016 , Rs.20,000/- (26-10-2016) 

Pharmacological Group Antibacterial 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 60ml Bottles, Rs. 524.00 

Approval status of product in 

Reference Regulatory Authorities. 

Biaxin granules for oral suspension 

USFDA approved 

Me-too status  Claritek by Getz pharma 

GMP status  12-07-2017, Non-Compliances were noted and have to 

be addressed for attaining a better level of compliance.  

Remarks of the Evaluator. ¶ Section is present. 

¶ Source: Surge Laboratories. 

¶ GMP certificate issued is valid up to 

08.5.2017 is provided. 

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

period of last 1 year by DRAP as submitted inspection report does not conclude GMP 

compliant status. 

 

Evaluator PEC-VI  

 

28.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

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

Composition 
Each 5ml contains: 

Ibuprofené100mg 

Diary No. Date of R& I & fee Dy. No.12240; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP Specification 

Pack size & Demanded Price 60ml, 90ml, 120ml, 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 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator.  

Decision: Approved. 

29.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

Brand Name +Dosage Form + Strength Meblot Suspension 200mg/5ml 

Composition 
Each 5ml contains: 

Ibuprofené200mg 

Diary No. Date of R& I & fee Dy. No.12219; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP Specification 

Pack size & Demanded Price 

 
60ml, 90ml, 120ml, As per SRO 
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Approval status of product in 

Reference Regulatory Authorities. 
Approved by MHRA of UK 

Me-too status 
Brufen Suspension DS of M/s Abbott Karachi (Reg.# 

070851) 

GMP status 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator.  

Decision: Approved. 

30.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

Brand Name +Dosage Form + Strength Meblot SR Tablet 800mg 

Composition 
Each film coated sustained release tablet contains: 

Ibuprofené800mg 

Diary No. Date of R& I & fee Dy. No.1222; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP Specification 

Pack size & Demanded Price 10ôs, 24ôs, 30ôs, As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 
MHRA Approved 

Me-too status Brufen retard by Abbott 

GMP status 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator.  

Decision: Approved. 

31.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

Brand Name +Dosage Form + Strength Meblot tablet 600mg 

Composition 
Each film coated tablet contains: 

Ibuprofené600mg 

Diary No. Date of R& I & fee Dy. No.1224; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 100ôs, 250ôs, 500 As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 
MHRA Approved 

Me-too status Inflam 600mg Tablets 011432 

GMP status 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator.  

 Decision: Approved. 

32.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

Brand Name +Dosage Form + Strength Meblot tablet 400mg 

Composition 
Each film coated tablet contains: 

Ibuprofené400mg 

Diary No. Date of R& I & fee Dy. No.1224; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 100ôs, 250ôs, 500 As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 
MHRA Approved 

Me-too status 
Budex 400 Tablets Rreg # 039535 
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GMP status 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator.  

 Decision: Approved. 

33.  Name and address of manufacturer / 

Applicant 
M/s Martin Dow Limited, Karachi 

Brand Name +Dosage Form + Strength Lemo Soda Sachet 4gm 

Composition 

Each sachet contains: 

Sodium bicarbonateé..1.716gm 

Sodium citrateééé..0.613gm 

Citric acidééééé0.702gm 

Tartaric acidéééé.0.856gm 

Diary No. Date of R& I & fee Dy. No.1226; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group Antacids & antiflatulents 

Type of Form Form-5 

Finished product Specification Mfg 

Pack size & Demanded Price 20ôs,50ôs,100ôs As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

TGA Approved formulation is 

Sodium bicarbonateé..1.76gm 

Sodium citrateééé..0.63gm 

Citric acidééééé0.72gm 

Tartaric acidéééé.0.89gm 

Me-too status 

Sodazaf by Zafa 

Sodium bicarbonateé..1.716gm 

Sodium citrateééé..0.613gm 

Citric acidééééé0.702gm 

Tartaric acidéééé.0.856gm 

GMP status 
Last inspection report 7,8-6-2017, good level of 

compliance with GMP 

Remarks of the Evaluator. 
Reference product and applied product formulation is 

different 

 Decision: Registration Board approved with innovatorôs specification on the basis of me-too 

reference since applied formulation is considered as OTC drug by various reference 

regulatory authorities. 

34.  Name and address of manufacturer / 

Applicant 
M/s Lisko Pakistan, Karachi 

Brand Name +Dosage Form + Strength Zinkrol Syrup 20mg/5ml 

Composition 

Each 5ml contains: 

Zinc sulphate monohydrate eq to elemental 

zincé.20mg 

Diary No. Date of R& I & fee Dy. No.1226; 31-12-2015; Rs.20,000/- (29-12-2015) 

Pharmacological Group Zinc Suplement 

Type of Form Form-5 

Finished product Specification International pharmacopoeia 

Pack size & Demanded Price 

60ml; Rs.80/- 

90ml; Rs.100/- 

100ml; Rs.110/- 

120ml; Rs.130/- 

Approval status of product in 

Reference Regulatory Authorities. 
WHO approved formulation 

Me-too status Zevro Syrup 20mg 

GMP status 
Last inspection report 23-1-2017 overall GMP 

compliance level is good. 

Remarks of the Evaluator.  

 Decision: Approved 
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35.  Name and address of manufacturer / 

Applicant 
M/s. Pharmix Laboratories (Pvt) Ltd, Lahore 

Brand Name +Dosage Form + Strength 
Myoflex Tablet 10mg 

 

Composition 
Each film coated tablet Contains:- 

Cyclobenzaprine HCléé.é.é.10mg 

Diary No. Date of R& I & fee Dy. No.704, 08-02-2016, Rs.20,000/-, 27-01-2016 

Pharmacological Group Skeletal Muscle Relaxant 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price Rs.400/- for 20 Tablets 

Approval status of product in 

Reference Regulatory Authorities. 

Cyclobenzaprine hydrochloride of Actavis Labs 

(USFDA) 

Me-too status Flexagil tablet of CCL 

GMP status 
The panel of inspectors recommends the renewal of 

DML on 10-04-2017. 

Remarks of the Evaluator.  

Decision: Approved. 

 

Evaluator PEC-VII  

36.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Linta 400mg Tablet 

Composition Each film coated tablet contains: 

Linezolidééé400 mg 

Diary No. Date of R& I & fee  Dy.No. 1532, 1-8-2016, Rs.20,000/- 

Pharmacological Group Anti-bacterial  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 10ôs;  12ôs  

As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Zyvox 400 mg tablet by Pharmacia and Upjohn Pharma 

(USFDA) 

Me-too status  Ecasil by Sami 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator 400MG **Federal Register determination that product 

was not discontinued or withdrawn for safety or efficacy 

reasons** 

Decision: Approved with innovatorôs specification. 

37.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Linta 600mg Tablet 

Composition Each film coated tablet contains: 

Linezolidééé600 mg 

Diary No. Date of R& I & fee  Dy.No. 1535, 1-8-2016, Rs.20,000/- 

Pharmacological Group Anti-bacterial  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 10ôs; 12ôs  

As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Zyvox 600 mg tablet by Pharmacia and Upjohn Pharma 

(USFDA) 

Me-too status  Ecasil by Sami. 
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GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

38.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Linta 100mg/5ml Dry Susp. 

Composition Each 5ml contains: 

Linezolidééé100 mg  

Diary No. Date of R& I & fee  Dy.No. 1531, 1-8-2016, Rs.20,000 

Pharmacological Group Anti-bacterial  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 60ml; 120ml  

As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Zyvox By Pharmacia And Upjohn (USFDA) 

Me-too status  Nezocin Of Brookes Pharmaceutical 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

39.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Bond Plus Tablet 

Composition Each tablet contains: 

Alendronate sodium eq. to Alendronic acidéé70 mg 

Cholecalciferoléé.70 Õg 

Diary No. Date of R& I & fee  Dy.No. 1533, 1-8-2016, Rs.20,000/- 

Pharmacological Group Bisphosphonate  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 4ôs  

As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Fosamax Plus D of Merck (USFDA) 

Me-too status  Endro plus 70mcg/70mg tablets of M/s Goodman Labs. 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

40.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Ferrica 100mg/5ml Syrup  

Composition Each 5ml contains: 

Polysaccharide Iron Complex eq. to Elemental 

Ironé.100mg 

Diary No. Date of R& I & fee  Dy.No. 1536, 1-8-2016, Rs.20,000/- 

Pharmacological Group Haematinic  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 60ml; 120ml  

As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

NA 

Me-too status  Ferricure of Continental Pharma 
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GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

41.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Ferrica 150mg Capsule 

Composition Each capsule contains: 

Polysaccharide Iron Complex eq. to Elemental Iron 

ééé.150mg  

Diary No. Date of R& I & fee  Dy.No. 1530, 1-8-2016, Rs.20,000/- 

Pharmacological Group Haematinic  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 15ôs; 30ôs / As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

NA 

Me-too status  Ferricure of S.J. & G. Fazul Ellahie (Pvt) Ltd 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification 

42.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Cynova 20mg Tablet 

Composition Each film coated tablet contains: 

Leflunomideéé 20mg   

Diary No. Date of R& I & fee  Dy.No. 1530, 1-8-2016, Rs.20,000/- 

Pharmacological Group DMARD (Immunosuppressant) 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 30ôs / As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Leflunomide of Barr (USFDA) 

Me-too status  Cara of S.J. & G. Fazul Ellahie (Pvt) Ltd 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved. 

43.  Name and address of manufacturer / 

Applicant 

M/s Zephyr Pharma, A-39, SITE Super high way 

Karachi. 

Brand Name +Dosage Form + Strength Bond 70mg Tablet 

Composition Each tablet contains: 

Alendronate sodium eq. to Alendronic acidéé70 mg 

Diary No. Date of R& I & fee  Dy.No. 1534, 1-8-2016, Rs.20,000/- 

Pharmacological Group Bisphosphonate  

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 4ôs; 10ôs  / As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Fosamax 70 mg of Merck (USFDA) 

Me-too status  Alendrate of Global Pharmaceuticals 

GMP status  Last GMP Inspection dated 18-7-2017 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with USP specifications. 
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44.  Name and address of manufacturer / 

Applicant 

M/s ISIS Pharmaceuticals and chemicals 25/1-3 sector 

12-C, North Karachi industrial area, Karachi 

Brand Name +Dosage Form + Strength Pepset 50mg/2ml Injection 

Composition Each ml contains: 

Ranitidine as ranitidine HClééé25 mg 

Diary No. Date of R& I & fee  Dy.No. 1724, 30-8-2016, Rs.20,000/- 

Pharmacological Group Anti-Ulcer 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Ranitidine Hydrochloride Of  Mylan Labs (USFDA) 

Me-too status  ANZOL injection of indus pharma  

GMP status  Last GMP Inspection dated 12-6-17 with conclusive 

remarks of good cGMP compliance. 

Remarks of Evaluator  

Decision: Approved. 

45.  Name and address of manufacturer / 

Applicant 

M/s. Atlantic Pharmaceuticals, 89-D industrial estate 

Hayatabad Peshawar 

Brand Name +Dosage Form + Strength Tranhes 6 % 500 ml Infusion. 

Composition Each 100 ml Contains:- 

Hydroxy ethyle starch MSéé..6.0 g 

Sodium chloride BP é.é. 0.9 g 

Water for Injection ééééQ.S  

Diary No. Date of R& I & fee  29-2-2016, Duplicate 

Pharmacological Group Plasma substitute for infusion 

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 500 ml / As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Fresenius Kabi Canada Ltd (Health Canada) 

Me-too status  HEMOHES of  USMANCO INTERNATIONAL 

GMP status  NA 

Remarks of Evaluator  

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

period of last 1 year by DRAP. 

46.  Name and address of manufacturer / 

Applicant 

M/s. Wnsfeild Pharmaceuticals, Plot # 122, Block A, 

Phase V. Hattar 

Brand Name +Dosage Form + Strength Winstate 40mg Tablets 

Composition Each film coated tablet contains:- 

Febuxostatéééé40mg  

Diary No. Date of R& I & fee  Dy.No. 417, 11-5-2016, Rs.20,000/- 

Pharmacological Group Antigout preparation 

Type of Form Form-5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 2x 10ôs / As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Febuxostat Of  Macleods Pharms Ltd (USFDA) 

Me-too status  Degouric of Atco Laboratories 

GMP status  Last GMP Inspection conducted on 28-11-2016 with 

conclusive remarks of cGMP compliance. 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

http://www.druginfosys.com/ComSearchResults.aspx?q=ATCO+LABORATORIES+LIMITED
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Evaluator PEC-XI  

48. Name and address of manufacturer / 

Applicant 

M/s Platinum Pharmaceuticals Pvt. Ltd., A-20 North 

Western Industrial Zone, Bin Qasim, Karachi. 

Brand Name +Dosage Form + Strength Irbesartan Plus 300/12.5 tablets  

Composition Each film coated tablet contains: 

Irbesartanéééééé..é300mg 

Hydrochlorothiazideéé.é12.5mg 

Diary No. Date of R& I & fee  Dy. No.2314; 15-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Angiotensin II receptor antagonist/ Thiazide diuretic  

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

MHRA approved 

Me-too status (with strength and dosage 

form)  

Co-Aprovel of M/s Sanofi Aventis Pakistan  

GMP status  Latest cGMP inspection report dated 16-10-2017; and 

the report concludes that overall cGMP compliance 

level is rated as acceptable. 

Remarks of the Evaluator  

Decision: Approved. 

49. Name and address of manufacturer / 

Applicant 

M/s Platinum Pharmaceuticals Pvt. Ltd., A-20 North 

Western Industrial Zone, Bin Qasim, Karachi. 

Brand Name +Dosage Form + Strength Irbesartan Plus 300/25 tablets  

Composition Each film coated tablet contains: 

Irbesartanéééééé..é300mg 

Hydrochlorothiazideéé.é25mg 

Diary No. Date of R& I & fee  Dy. No.2315; 15-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Angiotensin II receptor antagonist/ Thiazide diuretic  

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

MHRA approved 

Me-too status (with strength and dosage 

form)  

Co-Aprovel of M/s Sanofi Aventis Pakistan  

GMP status  Latest cGMP inspection report dated 16-10-2017; and 

the report concludes that overall cGMP compliance 

level is rated as acceptable. 

Remarks of the Evaluator  

Decision: Approved. 

50. Name and address of manufacturer / 

Applicant 

M/s Platinum Pharmaceuticals Pvt. Ltd., A-20 North 

Western Industrial Zone, Bin Qasim, Karachi. 

Brand Name +Dosage Form + Strength Irbesartan Plus 150/12.5 tablets  

Composition Each film coated tablet contains: 

Irbesartanéééééé..é150mg 

Hydrochlorothiazideéé.é12.5mg 

Diary No. Date of R& I & fee  Dy. No.2316; 15-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Angiotensin II receptor antagonist/ Thiazide diuretic  

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

MHRA approved 

Me-too status (with strength and dosage 

form)  

Co-Aprovel of M/s Sanofi Aventis Pakistan  
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GMP status  Latest cGMP inspection report dated 16-10-2017; and 

the report concludes that overall cGMP compliance 

level is rated as acceptable. 

Remarks of the Evaluator  

Decision: Approved. 

51. Name and address of manufacturer / 

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 & 

A-256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Loram 1mg tablet  

Composition Each tablet contains:    Lorazepam é..é1mg 

Diary No. Date of R& I & fee  Dy. No.2305; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Psychotherapeutic drugs 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

3x10ôs; As per SRO/PRC 

10x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

Lorazepam 1mg tablets (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Gtvan 1mg tablets of M/s Glitz Pharmaceuticals 

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Lopam 1mg tablets 

Lorapam 1mg tablets 

¶ The CLB in its 252
nd

 meeting held on 15
th
 March, 

2017 has approved the grant of additional section 

1. Tablet (Psychotropic) 

Decision: Approved 

52. Name and address of manufacturer / 

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 & 

A-256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Loram 2mg tablet  

Composition Each tablet contains: 

Lorazepam éééééé..é2mg 

Diary No. Date of R& I & fee  Dy. No.2304; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Psychotherapeutic drugs 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

3x10ôs; As per SRO/PRC 

10x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

Lorazepam 2mg tablets (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Gtvan 2mg tablets of M/s Glitz Pharmaceuticals 

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Lopam 2mg tablets 

Lorapam 2mg tablets 

¶ The CLB in its 252
nd

 meeting held on 15
th
 March, 

2017 has approved the grant of additional section 

1. Tablet (Psychotropic) 

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

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 & 

A-256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Bropam 3mg tablet  

Composition Each tablet contains: 

Bromazepam éééééé..é3mg 

Diary No. Date of R& I & fee  Dy. No.2306; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Psychotherapeutic drugs 

Type of Form Form-5 

Finished product Specifications As per innovatorôs 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

3x10ôs; As per SRO/PRC 

10x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

Lexotan 3mg tablets (TGA approved) 

Me-too status (with strength and dosage 

form)  

Anxit 3mg tablets of M/s Atco Laboratories 

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Zepam 3mg tablets 

Bazepam 3mg tablets 

¶ The CLB in its 252
nd

 meeting held on 15
th
 March, 

2017 has approved the grant of additional section 

1. Tablet (Psychotropic) 

Decision: Approved. 

54. Name and address of manufacturer / 

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 & 

A-256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Depam 5mg tablet  

Composition Each tablet contains: 

Diazepam éééééé..é5mg 

Diary No. Date of R& I & fee  Dy. No.2303; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Psychotherapeutic drugs 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

3x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

TGA approved 

Me-too status (with strength and dosage 

form)  

Snooze tablets of M/s Novamed pharmaceuticals  

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Diapam 5mg tablets 

Diazep 5mg tablets 

¶ The CLB in its 252
nd

 meeting held on 15
th
 March, 

2017 has approved the grant of additional section 

1. Tablet (Psychotropic) 

Decision: Approved. 

55. Name and address of manufacturer / 

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 & 

A-256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Depam 10mg tablet  

Composition Each tablet contains: 

Diazepam éééééé..é10mg 
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Diary No. Date of R& I & fee  Dy. No.2302; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Psychotherapeutic drugs 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

3x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved 

Me-too status (with strength and dosage 

form)  

Snooze tablets of M/s Novamed pharmaceuticals  

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Diapam 10mg tablets 

Diazep 10mg tablets 

¶ The CLB in its 252
nd

 meeting held on 15
th
 March, 

2017 has approved the grant of additional section 

1. Tablet (Psychotropic) 

Decision: Approved. 

56. Name and address of manufacturer / 

Applicant 

M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No. A-248 

& A -256 to A-259, H.I.T.E., Lasbela Balochistan.  

Brand Name +Dosage Form + Strength Adol 500mg Tablet 

Composition Each tablet contains: 

Paracetamolééé500 mg 

Diary No. Date of R& I & fee  Dy. No.2301; 14-11-2016; Rs.20,000/- (14-11-2016) 

Pharmacological Group Analgesic, antipyretic 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 1x10ôs; As per SRO/PRC 

10x10ôs; As per SRO/PRC 

Approval status of product in Reference 

Regulatory Authorities 

TGA approved 

Me-too status (with strength and dosage 

form)  

Panadol tablets of M/s GSK  

GMP status  Latest cGMP inspection report dated 03-08-2017; and 

the report concludes that overall cGMP compliance 

level is rated as good. 

Remarks of the Evaluator ¶ Other brand names proposed: 

Pamol tablets 

Dol tablets 

Decision: Approved. 

57. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Citiflam tablets 50mg 

Composition Each film coated tablet contains: 

Diclofinac potassiumééé50mg 

Diary No. Date of R& I & fee  Dy. No.1307; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Analgesic, anti-inflammatory and anti-rheumatic agent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 2x10ôs; Rs.105/- 

Approval status of product in Reference 

Regulatory Authorities. 

 

USFDA approved 
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Me-too status (with strength and dosage 

form)  

Artimov-K of M/s Barrett Hodgson 

GMP status  Last GMP inspection conducted on 10-04-2017 and the 

report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

58. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Adik SR tablets  

Composition Each sustained release film coated tablet contains: 

Diclofinac sodiumééé100mg 

Diary No. Date of R& I & fee  Dy. No.1309; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Analgesic, anti-inflammatory and anti-rheumatic agent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 3x10ôs; Rs.292.00/- 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved 

Me-too status (with strength and dosage 

form)  

Voltral 100mg SR tablet of M/s Novartis 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

59. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Tramadol Plus tablets  

Composition Each film coated tablet contains: 

Tramadol hydrochlorideééé37.5mg 

Paracetamoléééééééé325mg 

Diary No. Date of R& I & fee  Dy. No.1311; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Opioid analgesic/Analgesic, anti-pyretic 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 1x10ôs; Rs.100.00/- 

Approval status of product in Reference 

Regulatory Authorities 

TGA approved 

Me-too status (with strength and dosage 

form)  

Zultracet tablet of M/s Wilshire 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator The firm has claimed manufacturerôs specifications but 

the official monograph of the formulation is available 

in USP 

Decision: Approved with USP specifications. 
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60. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Stodium capsules 2mg 

Composition Each capsule contains: 

Loperamide hydrochloride..................é2mg 

Diary No. Date of R& I & fee  Dy. No.1312; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Antidiarrheal agent 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10x6ôs; Rs.190.00/- 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved 

Me-too status (with strength and dosage 

form)  

Imodium capsules of M/s Janssen-Cilag 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved 

61. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Fungazol capsules 150mg 

Composition Each capsule contains: 

Fluconazole..................é150mg 

Diary No. Date of R& I & fee  Dy. No.1302; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Antifungal agent 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 1x1ôs; Rs.150.00/- 

Approval status of product in Reference 

Regulatory Authorities 

TGA approved 

Me-too status (with strength and dosage 

form)  

Zolanix 150mg capsules of M/s GSK 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved with JP specifications 

62. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Exit 250mg injection IM 

Composition Each vial contains: 

Ceftriaxone (as sodium).................é250mg 

Diary No. Date of R& I & fee  Dy. No.1306; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Cephalosporin antibiotic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs; Rs.104.00/- 

Approval status of product in Reference 

Regulatory Authorities. 

 

Rocephin IM 250 mg powder and solvent for solution 

for injection (MHRA approved) 
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Me-too status (with strength and dosage 

form)  

Aventriax injection  of M/s Sanofi aventis 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved. 

63. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Exit 500mg injection IM 

Composition Each vial contains: 

Ceftriaxone (as sodium).................é500mg 

Diary No. Date of R& I & fee  Dy. No.1313; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Cephalosporin antibiotic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs; Rs.170.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin IM 500 mg powder and solvent for solution 

for injection (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Aventriax injection  of M/s Sanofi aventis 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved 

64. Name and address of manufacturer / 

Applicant 

M/s City Pharmaceutical Laboratories, Plot No. 12-A,  

Sector 5,  I-5, New Serveyno-276, Korangi Industrial  

Area, Karachi. 

Brand Name +Dosage Form + Strength Lignocaine injection 1% 

(Diluent for Ceftriaxone IM injection) 

Composition Each ml contains:  

Lidocaine hydrochloride..................é10mg 

Diary No. Date of R& I & fee  Dy. No.1310; 23-09-2016; Rs.20,000/- (23-09-2016) 

Pharmacological Group Local anesthetic 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 2ml x 1ôs; Rs.1.64/- 

Approval status of product in Reference 

Regulatory Authorities 

Lidocaine Injection 1% w/v (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Lidex injection 1% of M/s Caraway pharma 

GMP status  Last GMP inspection conducted on 10-04-2017 and 

the report concludes that the firm is considered to be 

operating at Good level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Decision: Approved 

65. Name and address of manufacturer / 

Applicant 

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

Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Brofyl tablets 400mg 

Composition Each tablet contains: 

Doxofyllineéééééé.400mg 
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Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (03-07-2014) Duplicate 

fee challan attached 

Pharmacological Group Xanthine derivative (anti-asthamatic) 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ôs; As per brand leader price 

Approval status of product in Reference 

Regulatory Authorities 

Ansimar (Italy) 

Me-too status (with strength and dosage 

form)  

Agolix tablets of M/s Hiranis 

GMP status  Latest GMP inspection conducted on 20-04-2017 and 

report concludes that the panel unanimously 

recommends the grant of GMP certificate for local 

and export purpose. 

Remarks of the Evaluator  

Decision: Approved.  Reference will be sent to Budget & Accounts Division for verification 

of challan and Board authorized its Chairman for the issuance of registration letter.  

66. Name and address of manufacturer / 

Applicant 

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

Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Brofyl syrup  

Composition Each 5ml contains: 

Doxofyllineéééééé.100mg 

Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (03-07-2014) Duplicate 

fee challan attached 

Pharmacological Group Xanthine derivative (anti-asthamatic) 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 60ml; As per brand leader price 

Approval status of product in Reference 

Regulatory Authorities 

Ansimar syrup (Italy) 

Me-too status (with strength and dosage 

form)  

Agolix syrup of M/s Hiranis 

GMP status  Latest GMP inspection conducted on 20-04-2017 and 

report concludes that the panel unanimously 

recommends the grant of GMP certificate for local 

and export purpose. 

Remarks of the Evaluator  

 Decision: Approved.  Reference will be sent to Budget & Accounts Division for verification 

of challan and Board authorized its Chairman for the issuance of registration letter.   

67. Name and address of manufacturer / 

Applicant 

M/s Nexus Pharma Pvt. Ltd., Plot 4/19-4/36, Sector 21,  

Korangi industrial area, Karachi. 

Brand Name +Dosage Form + Strength Fungil tablet 125mg  

Composition Each tablet contains: 

Terbinafine (as hydrochloride)ééééé..125mg  

Diary No. Date of R& I & fee  Dy. No.1148; 06-09-2016; Rs.20,000/- (06-09-2016) 

Pharmacological Group Antifungal 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Rs.470/-  As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Terbinafine 125 mg tablets (Approved in MHRA)  

Me-too status (with strength and dosage 

form)  

Lamisil of M/s Novartis pharma 

GMP status  Last inspection conducted on 13.6.2017 & 14.6.2017, 

report concludes that firm is operating at satisfactory 

level of compliance with GMP. 
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Remarks of the Evaluator  

Decision: Approved with change in brand name. 

68. Name and address of manufacturer / 

Applicant 

M/s Nexus Pharma Pvt. Ltd., Plot 4/19-4/36, Sector 21,  

Korangi industrial area, Karachi. 

Brand Name +Dosage Form + Strength Azosin tablet 2mg  

Composition Each tablet contains: 

Doxazosin (as mesylate)ééééé..2mg 

Diary No. Date of R& I & fee  Dy. No.1148; 06-09-2016; Rs.20,000/- (06-09-2016) 

Pharmacological Group Alpha adrenergic blocker 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 20ôs; Rs.392.58/- 

As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Cardura (USFDA approved)  

Me-too status (with strength and dosage 

form)  

Cardura of M/s Pfizer Laboratories Ltd. 

GMP status  Last inspection conducted on 13-06-2017 and 14-06-

2017, report concludes that firm is operating at 

satisfactory level of compliance with GMP. 

Remarks of the Evaluator  

Decision: Approved. 

69. Name and address of manufacturer / 

Applicant 

M/s Nexus Pharma Pvt. Ltd., Plot 4/19-4/36, Sector 21,  

Korangi industrial area, Karachi. 

Brand Name +Dosage Form + Strength Potrinex ointment 0.005% 

Composition Each gram contains: 

Calcipotriolééééé..0.005% w/w 

Diary No. Date of R& I & fee  Dy. No.1148; 06-09-2016; Rs.20,000/- (06-09-2016) 

Pharmacological Group Antipsoriatic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 15 gram; Rs.800/- As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Calcipotriol ointment 50mcg/gram (MHRA) 

Me-too status (with strength and dosage 

form)  

Dervit of M/s Nabiqasim industries 

GMP status  Last inspection conducted on 13-06-2017 and 14-06-

2017, report concludes that firm is operating at 

satisfactory level of compliance with GMP. 

Remarks of the Evaluator  

Decision: Approved. 

70. Name and address of manufacturer / 

Applicant 

M/s Nexus Pharma Pvt. Ltd., Plot 4/19-4/36, Sector 21,  

Korangi industrial area, Karachi. 

Brand Name +Dosage Form + Strength Zathro tablets 50mg 

Composition Each film coated tablet contains: 

Azathioprineééééé..50mg 

Diary No. Date of R& I & fee  Dy. No.1148; 06-09-2016; Rs.20,000/- (06-09-2016) 

Pharmacological Group Immunosuppressive drug 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Rs.1496.14/- 

Approval status of product in Reference 

Regulatory Authorities 

Imuran 50mg (MHRA approved) 

Me-too status (with strength and dosage 

form). 

  

Imuran of M/s GSK 
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GMP status  

 

Last inspection conducted on 13.6.2017 & 14.6.2017, 

report concludes that firm is operating at satisfactory 

level of compliance with GMP. 

Remarks of the Evaluator  

Decision: Registration Board approved product in general manufacturing areas with 

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

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

71. Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals Pvt. Ltd., 62- Industrial  

Estate, Kot Lakhpat, Lahore. 

Brand Name +Dosage Form + Strength Renosteril tablets 

Composition Each film coated tablet contains: 

alpha-Ketophenylalanine, Calcium saltééé..68mg 

alpha -Hydroxymethionine, calcium saltééé.59mg 

alpha -Ketoisoleucine,calcium saltééééé...67mg 

alpha -Ketoleucine, calcium saltéééééé.101mg 

alpha -Ketovaline, calcium saltéééééé...86mg 

L-Tryptophanééé...é23mg 

L-Threonineééééé.53mg 

L-tyrosineéééééé.30mg 

L-Histidineééééé...38mg 

L-Lysineéééééé..105mg 

Diary No. Date of R& I & fee  Dy.No.350;21-01-2015; Rs.20,000/-(21-01-2015), 

Rs.80,000/- (16-11-2017) 

Pharmacological Group Amino acid supplement 

Type of Form Form-5 

Finished product Specifications As per innovatorôs specifications 

Pack size & Demanded Price 50ôs and 100ôs; As per brand leader 

Approval status of product in Reference 

Regulatory Authorities 

Ketosteril (Germany) 

Me-too status (with strength and dosage 

form)  

Ketosteril of M/s Medipak 

GMP status  Last inspection conducted on 08-03-2017 and 31-03-

2017, report concludes that firm is operating at 

satisfactory level of compliance with GMP. 

Remarks of the Evaluator  

Decision: Approved. 

72. Name and address of manufacturer / 

Applicant 

M/s CCL Pharmaceuticals Pvt. Ltd., 62- Industrial  

Estate, Kot Lakhpat, Lahore. 

Brand Name +Dosage Form + Strength Exapro Flash tablets 10mg 

Composition Each orodispersible tablet contains: 

Escitalopram (as oxalate)ééééé..10mg 

Diary No. Date of R& I & fee  Dy. No.366; 19-11-2014; Rs.20,000/- (19-11-2014) 

Pharmacological Group Antidepressant/anxiolytic/antiobsessional 

Type of Form Form-5 

Finished product Specifications As per innovatorôs specifications 

Pack size & Demanded Price 14ôs; As per brand leader 

Approval status of product in Reference 

Regulatory Authorities 

Cipralex Meltz (Health Canada approved) 

Me-too status (with strength and dosage 

form)  

Citanew D 10mg dispersible tablets of M/s Hilton 

pharma 

GMP status  Last inspection conducted on 08-03-2017 and 31-03-

2017, report concludes that firm is operating at 

satisfactory level of compliance with GMP. 

Remarks of the Evaluator  

Decision: Approved 
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73. Name and address of manufacturer / 

Applicant 

M/s Nabiqasim industries (Pvt.) Ltd., 17/24, Korangi  

Industrial park, Karachi. 

Brand Name +Dosage Form + Strength Neutop 100mg tablets 

Composition Each film coated tablet contains: 

Topiramateééé.100mg  

Diary No. Date of R& I & fee  Dy. No.1813; 18-10-2016; Rs.20,000/- (17-10-2016) 

Pharmacological Group Anticonvulsants 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 30ôs and 60ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Topamax (MHRA approved)  

Me-too status (with strength and dosage 

form)  

Tics 100mg tablets of M/s Genix pharma 

GMP status  Last inspection conducted on 03-08-2017 and report 

concludes that firm is operating at an acceptable level 

of compliance with GMP. 

Remarks of the Evaluator  

Decision:  Registration Board deferred the case for clarification from QA&LT Division 

regarding GMP status of the firm in the light of observations made by the panel of 

inspection for the product SOVIR-C 400mg tablet and those recorded by area FID in 

inspection report dated 03-08-2017. 

74. Name and address of manufacturer / 

Applicant 

M/s PharmEvo Pvt. Ltd. Plot # A-29, North West  

Industrial Zone, Port Qasim, Karachi 

Brand Name +Dosage Form + Strength Arbi-D 300/25mg 

Composition Each film coated tablet contains: 

Irbesartanéééééé.300mg 

Hydrochlorothiazideééé.25mg 

Diary No. Date of R& I & fee  Dy. No.1034; 23-06-2014; Rs.20,000/- (25-06-2014) 

Pharmacological Group Anti-hypertensive 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs; Rs.950.00/-  

14ôs; Rs.1330.00/-  

30ôs; Rs.2850.00/-  

Approval status of product in Reference 

Regulatory Authorities 

Irbesartan and Hydrochlorothiazide 300mg / 25mg 

Film-coated tablets (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Irecon-H of M/s Barrett Hodgson Pvt. Limited 

GMP status  Last inspection conducted on 27-01-17 and report 

concludes that overall compliance status is found 

competing well within prevailing bracket of 

acceptable compliance level. 

Remarks of the Evaluator  

Decision: Approved 

75. Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valodine eye drops. 

Composition Each ml contains: 

Brimonidine tartrateéé..é.0.2% w/v  

Benzalkonium chloride (as preservative)éé0.005% w/v 

Diary No. Date of R& I & fee  Dy. No.2769; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Alpha adrenergic receptor agonist 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 5ml; As per SRO 
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Approval status of product in Reference 

Regulatory Authorities 

Brimonidine tartrate 0.2% w/v ophthalmic solution/drops 

(USFDA, MHRA approved) 

Me-too status (with strength and dosage 

form)  

Brimo-T of M/s Atco labs 

GMP status   Last GMP inspection report dated 15-09-2017; the 

panel unanimously recommended for the grant of 

cGMP certificate. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specifications. 

76. Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valofen eye drops 

Composition Each ml contains: 

Flurbiprofen sodiuméé..é.0.3mg  

Benzalkonium chloride (as preservative)éé0.05mg 

Diary No. Date of R& I & fee  Dy. No.2771; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 5ml; As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ocufen (USFDA, MHRA approved) 

Me-too status (with strength and dosage 

form)  

Optofen eye drops of M/s Sante  

GMP status  Last GMP inspection report dated 15-09-2017; the 

panel unanimously recommended for the grant of 

cGMP certificate. 

Remarks of the Evaluator  

Decision: Approved. 

77. Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Bimaprost 0.03% ophthalmic solution 

Composition Each ml contains: 

Bimatoprostéé..é.0.3mg  

Diary No. Date of R& I & fee  Dy. No.2743; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Prostaglandin analogue 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ml; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

Lumigan 0.3mg/ml eye drops (USFDA approved) 

Me-too status (with strength and dosage 

form)  

Lumigan ophthalmic solution of M/s Barrett Hodgson 

GMP status  Last GMP inspection report dated 15-09-2017; the 

panel unanimously recommended for the grant of 

cGMP certificate. 

Remarks of the Evaluator ¶ Same contents in dossier as in Valomat eye drops. 

Decision:  Approved  with innovatorôs specifications. 

78. Name and address of manufacturer / 

Applicant 

M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta  

Road, Industrial Triangle Zone, Islamabad. 

Brand Name +Dosage Form + Strength Valomat eye drops 

Composition Each ml contains: 

Bimatoprostéé..é.0.3mg  

Diary No. Date of R& I & fee  Dy. No.2770; 17-04-2015; Rs.20,000/- (15-04-2015) 

Pharmacological Group Prostaglandin analogue 

Type of Form Form-5 
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Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 10ml; Not demanded 

Approval status of product in Reference 

Regulatory Authorities 

Lumigan 0.3mg/ml eye drops (USFDA approved) 

Me-too status (with strength and dosage 

form) 

Lumigan ophthalmic solution of M/s Barrett Hodgson 

GMP status  Last GMP inspection report dated 15-09-2017; the 

panel unanimously recommended for the grant of 

cGMP certificate. 

Remarks of the Evaluator ¶ Same contents in dossier as in Bimaprost 0.03% 

ophthalmic solution. 

Decision: Registration Board decided to reject the application since firm has applied similar 

formulation with another brand name. 

79. Name and address of manufacturer / 

Applicant 

M/s. Stanley Pharmaceuticals (Pvt.) Ltd., 84-B, 

Industrial Estate, Peshawar. 

Brand Name +Dosage Form + Strength Fenbro tablets 400mg 

Composition Each film coated tablet contains: 

Ibuprofenééééééé....400mg 

Diary No. Date of R& I & fee  Dy. No.1282; 18-03-2016; Rs.20,000/- (18-03-2016) 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price 10x10ôs; Rs.239/- 

20x10ôs; Rs.478/- 

Approval status of product in Reference 

Regulatory Authorities 

Brufen (MHRA approved) 

Me-too status (with strength and dosage 

form)  

Brufen of M/s Abbott 

GMP status  18-10-2017; overall the cGMP compliance was 

satisfactory and the firm is directed to prepare a plan 

for the rectification all the deficiencies noted by them 

at their earliest. 

Remarks of the Evaluator  

Decision: Approved. 
 

80. Name and address of manufacturer / 

Applicant 

M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. 150-151, 

Sector 24, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium bicarbonate 5% w/v injection  

Composition Each 0.5ml contains: 

Sodium bicarbonateéééééé..é25mg 

Diary No. Date of R& I & fee  Dy. No.2217; 31-10-2016; Rs.20,000/- (31-10-2016) 

Pharmacological Group Alkalinizing agent, antacid, electrolyte supplement, 

oral electrolyte supplement, parenteral 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 0.5ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended diluent for Artesunate injection. 

Me-too status (with strength and dosage 

form)  

Sodium bicarbonate 5% w/v injection of M/s Genix 

pharma  

GMP status  08-06-2017, The firm has demonstrated both the drive 

and ability to implement appropriate corrective 

actions. It is further concluded that the central goal of 

a quality system should be the consistent production 

of safe and effective products and ensuring that the 

activities are sustainable. 
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Remarks of the Evaluator  

Decision: Registration Board approved the above applied formulation as a diluent for 

Artesunate 30mg injection. 

 

81. Name and address of manufacturer / 

Applicant 

M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. 150-151, 

Sector 24, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium bicarbonate 5% w/v injection  

Composition Each 2ml contains: 

Sodium bicarbonateéééééé..é100mg 

Diary No. Date of R& I & fee  Dy. No.2216; 31-10-2016; Rs.20,000/- (31-10-2016) 

Pharmacological Group Alkalinizing agent, antacid, electrolyte supplement, 

oral electrolyte supplement, parenteral 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 2ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended diluent for Artesunate injection. 

Me-too status (with strength and dosage 

form) 

Sodium bicarbonate 5% w/v injection of M/s Genix 

pharma  

GMP status  08-06-2017, The firm has demonstrated both the drive 

and ability to implement appropriate corrective 

actions. It is further concluded that the central goal of 

a quality system should be the consistent production 

of safe and effective products and ensuring that the 

activities are sustainable. 

Remarks of the Evaluator  

Decision: Registration Board approved the above applied formulation as a diluent for 

Artesunate 120mg injection. 

 

82. Name and address of manufacturer / 

Applicant 

M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. 150-151, 

Sector 24, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium chloroide 0.9% w/v injection  

Composition Each 10ml contains: 

Sodium chlorideéééééé..é90mg 

Diary No. Date of R& I & fee  Dy. No.2218; 31-10-2016; Rs.20,000/- (31-10-2016) 

Pharmacological Group Isotonic crystalloid salt solution 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended diluent for Artesunate injection. 

Me-too status (with strength and dosage 

form)  

Sodium chloride 0.9% w/v injection of M/s Genix 

pharma  

GMP status  08-06-2017, The firm has demonstrated both the drive 

and ability to implement appropriate corrective 

actions. It is further concluded that the central goal of 

a quality system should be the consistent production 

of safe and effective products and ensuring that the 

activities are sustainable. 

Remarks of the Evaluator  

Decision: Registration Board approved the above applied formulation as a diluent for 

Artesunate 120mg injection. 
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ii.  Deferred Cases 

 

Evaluator PEC-II  

84. Name and address of manufacturer / 

Applicant 

M/s. Jaens Pharmaceutical Industries (Pvt) Ltd. Lahore 

Contract manufactured  by M/s. English Pharma, Lahore 

Brand Name +Dosage Form + Strength Gaxime 100mg Suspension 

Composition Each 5ml reconstituted suspension contains:- 

Cefixime (as trihydrate) é.. 100mg 

Diary No. Date of R& I & fee  Dy No. 3092; 15-05-2013 Rs.50000/-; 15-05-2013 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification Manufacturer specifications. 

Pack size & Demanded Price 30ml; As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

USFDA  Approved 

Me-too status  Cefspan 100 mg/5ml by M/s Barret Hodgson 

GMP status  Last inspection report Dated 24-11-2016 confirms 

satisfactory compliance to GMP. 

Previous remarks of the Evaluator. Firm has submitted copy contract agreement made on 

21-07-2017 between M/s. Jaens Pharmaceutical 

Industries (Pvt) Ltd. Lahore & M/s. English Pharma, 

Lahore. 

Previous decision Deferred in 273
rd
 meeting of Registration Board for 

submission of GMP inspection report of M/s English 

Pharma, Lahore during last 1 year 

Evaluation by PEC Copy of inspection report of M/s English Pharma, 

Lahore conducted on 24-11-2016 confirms satisfactory 

compliance to GMP. 

Decision: Approved with innovatorôs specification 

83. Name and address of manufacturer / 

Applicant 

M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. 150-151, 

Sector 24, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Sodium chloroide 0.9% w/v injection  

Composition Each 2.5ml contains: 

Sodium chlorideéééééé..é22.5mg 

Diary No. Date of R& I & fee  Dy. No.2219; 31-10-2016; Rs.20,000/- (31-10-2016) 

Pharmacological Group Isotonic crystalloid salt solution 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 2.5ml; Not applicable 

Approval status of product in Reference 

Regulatory Authorities 

WHO recommended diluent for Artesunate injection. 

Me-too status (with strength and dosage 

form) 

Sodium chloride 0.9% w/v injection of M/s Genix 

pharma  

GMP status  08-06-2017, The firm has demonstrated both the drive 

and ability to implement appropriate corrective 

actions. It is further concluded that the central goal of 

a quality system should be the consistent production 

of safe and effective products and ensuring that the 

activities are sustainable. 

Remarks of the Evaluator  

Decision: Registration Board approved the above applied formulation as a diluent for 

Artesunate 30mg injection. 
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85. Name and address of manufacturer / 

Applicant 

M/s. Jaens Pharmaceutical Industries (Pvt) Ltd. Lahore 

Contract manufactured  by M/s. English Pharma, Lahore 

Brand Name +Dosage Form + Strength Gaxime DS 200mg Suspension 

Composition Each 5ml reconstituted suspension contains:- 

Cefixime (as trihydrate) é.. 200mg 

Diary No. Date of R& I & fee  Dy No. 3093; 15-05-2013 Rs.50000/-; 15-05-2013 

Pharmacological Group Cephalosporin 

Type of Form Form-5 

Finished product Specification Manufacturer specifications. 

Pack size & Demanded Price 30ml; As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

USFDA  Approved 

Me-too status  Cefspan 200 mg/5ml by M/s Barret Hodgson 

GMP status  Last inspection report Dated 24-11-2016 confirms 

satisfactory compliance to GMP. 

Previous remarks of the Evaluator. Firm has submitted copy contract agreement made on 

21-07-2017 between M/s. Jaens Pharmaceutical 

Industries (Pvt) Ltd. Lahore & M/s. English Pharma, 

Lahore. 

Previous decision Deferred in 273
rd
 meeting of Registration Board for 

submission of GMP inspection report of M/s English 

Pharma, Lahore during last 1 year 

Evaluation by PEC Copy of inspection report of M/s English Pharma, 

Lahore conducted on 24-11-2016 confirms satisfactory 

compliance to GMP. 

Decision: Approved with innovatorôs specification. 

86. Name and address of manufacturer / 

Applicant 

M/s GT Pharma Pvt Ltd. Lahore 

Brand Name +Dosage Form + Strength Capri Capsule 

Composition Each Capsule Contains:- 

Aprepitantéééé.125mg 

Diary No. Date of R& I & fee  Dy. No.1256; 26-2-2016; Rs.20,000/- (26-02-2016) 

Pharmacological Group Antiemetic 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 2ôs; As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Apreon capsule by M/s Ferozsons (Reg#068203) 

GMP status  Last inspection conducted on 24-08-2015 and report 

recommends the grant of DML. 

Previous remarks of the Evaluator. ¶ Last inspection report conducted within last one 

year by DRAP shall be submitted. 

Previous decision Deferred in 273
rd
 meeting of Registration Board for 

submission of latest GMP inspection report conducted 

within last 1 year by DRAP 

Evaluation by PEC Firm has submitted copy of inspection report 

conducted on 08-08-2017, concluding GMP 

compliance status 

Decision: Approved 
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Evaluator PEC-V 

87.  Name and address of manufacturer/ 

Applicant 

M/s Genix Pharma (Pvt) Ltd., 44,45-B, Korangi Creek 

Road, Karachi.  

Brand Name +Dosage Form + Strength OSTEO-G Capsules  

Composition Each capsule contains:  

Diacerein é... 50mg 

Diary No. Date of R& I & fee  293 (R&I) 08-04-2013  Rs.60,000/- 

Pharmacological Group Anti-osteoarthritis  

Type of Form Form-5 Fast Track 

Finished product Specifications Manufacturerôs specifications. 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Austria, Spain, Czech Republic and Slovakia  

Me-too status  Artrodar by Highnoon 

GMP status  Last GMP inspection conducted on 26-01-2017 and the 

report concludes that the firm is considered to be 

operating at acceptable level of compliance with GMP 

guidelines. 

Remarks of the Evaluator  

Previous Decision 242
nd

  Deferred as formulation is under review. 

Evaluation by PEC Firm has committed that Osteo G will be indicated only 

in the treatment of symptoms of osteoarthritis of the hip 

and knee joint. 

Decision: Registration Board keeping in view the approval status of Diacerein capsule 50mg 

by Austrian Agency for Health and Food Safety (reference regulatory authority as per 

decision of Registration Board), the Registration Board approved the formulation of 

Diacerein 50mg capsule with Innovatorôs specification only for the following clinical 

indication.  

¶ Treatment of symptoms of osteoarthritis of the hip or knee joint.  

88.  Name and address of manufacturer / 

Applicant 

M/s. Caliph Pharmaceuticals, (Pvt) Ltd., Plot No. 17 

S.I.Z. Risalpur, Nowshera. Khyber Pakhtoonkhwa 

Brand Name +Dosage Form + Strength Calfam liquid Suspension 

Composition Each 5ml contains:- 

Famotidine (USP)ééé..10mg 

Diary No. Date of R& I & fee  14/06/2012 Dy. No. 512 

Rs. 8000/- + 04/11/2013 Rs. 12000/- 

Pharmacological Group Antiulcer 

Type of Form Form 5 

Finished product Specifications Manufacturerôs specifications. 

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

Approval status of product in Reference 

Regulatory Authorities 

PEPCID (FDA) is dry powder for suspension. USP 

also mentions it Powder for Oral suspension 

Me-too status  Polypep (Wilson) 

GMP status   

Remarks of the Evaluator Formulation is under review by the review committee. 

Previous Decision 247
th
  Deferred for review of formulation by the review 

committee. 

Evaluation by PEC Firm has submitted Form 5 for Calfam liquid 

Suspension 40mg/5ml along with fee of Rs. 20,000/- 

details of which are as under. 

 Name and address of manufacturer / 

Applicant 

M/s. Caliph Pharmaceuticals, (Pvt) Ltd., Plot No. 17 

S.I.Z. Risalpur, Nowshera. Khyber Pakhtoonkhwa 

Brand Name +Dosage Form + Strength Calfam liquid Suspension 40mg/5ml 

Composition Each 5ml contains:- 

Famotidineééé..40mg 

Diary No. Date of R& I & fee  14/06/2012 Dy. No. 512 Rs. 20,000/- 06-11-2017 
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Pharmacological Group Histamine H2 Antagoinst 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 90ml 

Approval status of product in Reference 

Regulatory Authorities 

PEPCID (FDA) 

Me-too status (081595) Pepnex 40mg/5ml Dry Powder Suspension 

by Nexus Pharma Karachi. 

GMP status  7-3-2017, Satisfactory 

Remarks of the Evaluator  

Decision: Registration Board acceded with firmôs request and approved the application of 

Calfam liquid Suspension 40mg/5ml (Famotidine 40mg/5ml) & the application of Calfam 

liquid Suspension 10mg/5ml (Famotidine 10mg/5ml) is declared as disposed off. 

89.  Name and address of manufacturer / 

Applicant 

M/s Wns Field Pharmaceuticals, Plot # 122, Block ïB, 

Phase V, Industrial Estate, Hattar, KPK. 

Brand Name +Dosage Form + Strength Betacam 20mg Capsule 

Diary No. Date of R& I & fee  01-01-2011 Dy# 99; Rs.8,000/-R&I &  26-11-2013 

diary # 273 Rs.12000 

Composition Each capsule contains:- 

Piroxicam é.é.20mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

FDA Feldene 20 mg Capsule . 

Me-too status  Feldene 20 mg Capsule by M/s Pfizer 

GMP status  --- 

Remarks of the Evaluator. --- 

Previous Decision 254
th
  

 

Deferred for 

¶ Finished product specifications are not provided. 

¶ Commitment as per the decision of RB is not 

attached. 

¶ Fresh inspection report conducted within the period 

of 1 year is not attached. 

¶ Outline method of manufacture is not provided. 

¶ Internationally it is present as piroxicam only not as 

beta cyclodextrin, which requires clarification. 

Evaluation by PEC 1. Firm submitted the following documents; 

¶ The finished product specifications are of USP. 

¶ Correct outline of manufacturing method. 

¶ New file with complete fee dated 20-04-2016. 

¶ Last inspection conducted on 23-11-2016 stating 

GMP compliance status. 

¶ Correct pharmacological group is NSAID. 

2. Approved in USFDA with box warning. 

Warning: Risk of Serious Cardiovascular and 

Gastrointestinal Events 

3. Brand name resemblance with Betacam of Rasco 

Pharma. 

Decision: Approved with USP specifications & change of brand name. 

90.  Name and address of manufacturer / 

Applicant 

M/s. Magns Pharmaceuticals 7B, Value Addition City, 

Khurrianwala Sahianwala Road, Faisalabad 

Brand Name +Dosage Form + Strength Signus 5mg Tablets 

Diary No. Date of R& I & fee  Diary No: 1185, 28/11/2016, Rs. 20,000/- 
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Composition Each chewable tablet contains: 

Montelukast sodium equivalent to Montelukasté5mg 

Pharmacological Group Anti-asthmatic, Leukotriene receptor antagonist.  

Type of Form Form 5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price As per SRO / 14ôs 

Approval status of product in Reference 

Regulatory Authorities. 

Singulair By M/S. Merck, USA. 

 

Me-too status  Singulair By M/S. Obs Pharmaceuticals, Karachi. 

GMP status  25-08-2016,Grant of DML 

Good Compliance 

Remarks of the Evaluator.  

Previous Decision 264
th
  

 

Deferred for clarification as reference product is 

chewable tablet 

Evaluation by PEC ¶ Firm has submitted that their applied formulation 

was chewable tablet and same has been verified 

from dossier. 

¶ Latest GMP inspection date:14-03-2017,  

Purpose: Surprise GMP inspection.  

Conclusion; At the time of inspection there was no 

production activity in any section. It was noted that 

all the manufacturing sections were well 

maintained and general cleanliness was 

satisfactory. 

Decision: Approved with USP specifications. 

91.  Name and address of manufacturer / 

Applicant 

M/s. Remedy Pharmaceuticals (Pvt) Ltd. Lahore 

Contract manufactured by M/s. English Pharma, 

Lahore  

Brand Name +Dosage Form + Strength Opizole 40mg Injection 

Diary No. Date of R& I & fee  14-05-2013, Dy No. 3061, Rs.50000/-, 14-05-2013 

Composition Each vial contains:- 

Omeprazole Sodium (Lyophilized) eq. to Omeprazole 

ééé 40mg 

Pharmacological Group Proton pump inhibitor 

Type of Form Form 5 

Finished Product Specification Firm claimed Mfg specification 

Pack size &  Demanded Price 1ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided 

Me-too status  Risek 40mg by Getz Pharma 

GMP status  Last inspection report: 24-11-2016 

Firm was operating under satisfactory compliance of 

GMP. 

Remarks of the Evaluator.  

Previous Decision 265
th
  

 

Secretary RB apprised the Board that firm has changed 

their name to M/s Araaf Pharmaceuticals Lahore. 

The Board deferred the case for clarification regarding 

name of firm. 

Evaluation by PEC This is MHRA approved formulation. 

The firm has submitted the following document. 

¶ Change of name of company document. 

¶ License to Manufacture. 

Decision: Deferred, as the name of M/s Remedy pharmaceuticals is changed to Araf 

pharmaceuticals so it requires a new application for registration of product by M/s Araf 

pharmaceuticals 

 



Minutes for 276
th
 Registration Board Meeting                                                                                                    45 

 

92.  Name and address of manufacturer / 

Applicant 

M/s Innvotek Pharmaceuticals, Islamabad 

Brand Name +Dosage Form + Strength UDCA-500 Capsules 

Diary No. Date of R& I & fee  Dy.No.77 05-01-2011   Rs.8000/-, 05-01-2011 

Rs.12,000/, 04-02-2015 

Composition Each capsule contains:- 

Ursodeoxycholic Acid..éé..500mg 

Pharmacological Group Bile Acids 

Type of Form Form 5 

Finished Product Specification BP Specs 

Pack size &  Demanded Price 1x10ôs Alu Alu packing 

As Per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not provided. 

Me-too status  Urso by AGP Pharma 

GMP status  Last inspection report: 09-03-2017 

The company is complying with the GMP 

requirements 

Remarks of the Evaluator. Reference Authority status is not provide. 

Previous Decision 266
th
  

 

Deferred for evidence of approval by reference 

regulatory authorities 

Evaluation by PEC Approved by Sweden. 

Ursochol 500 mg capsule, hard 

By Orifarm Generics A / S 

Decision: Approved. 

94. Name and address of manufacturer / 

Applicant 

M/s Munawar Pharma , Lahore 

Brand Name +Dosage Form + Strength Fargan Syrup 

Diary No. Date of R& I & fee  30-11-2010, Dy No. 11005 

Rs.8,000/, 30-11-2010, (Copy)+12000/-, 4-12-2014 

Composition Each 5ml contains:- 

Promethazine HCléé..5mg 

Pharmacological Group (Long acting anti-histamine) 

Type of Form Form 5 

Finished Product Specification B.P. Specs 

Pack size &  Demanded Price 1 x120ml   Rs.27/pack 

Approval status of product in Reference 

Regulatory Authorities. 

Phenergan Elixir by Sanofi (MHRA Approved) 

Me-too status  Phenergan syrup by Sanofi Aventis 

GMP status  Last inspection report 28-7-2016 states that firm show 

positive 

Remarks of the Evaluator. Internationally available as Elixir/Oral solution 

Previous Decision 268
th
  Deferred for evidence of approval of applied 

formulation by reference regulatory authorities. 

Evaluation by PEC Is present in USP as oral solution. 

 

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

period of last 1 year by DRAP. 

95. Name and address of manufacturer / 

Applicant 

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

Industrial Zone, Rawat ,Islamabad 

Brand Name +Dosage Form + Strength Carbapine 200mg Tablets 

Diary No. Date of R& I & fee  Dy. No.116, R&I Dated 12-9-2014, Rs. 20,000 

Composition Each tablet contains:- 

Carbamazepine ééé. 200mg 

Pharmacological Group Dibenzazepine 

Type of Form Form 5 
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Finished Product Specification USP 

Pack size &  Demanded Price 50ôs, Alu-Alu Blister, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Tegretol (uncoated) by Novartis Pharma (USFDA) 

Me-too status  Carbawel by Welmark Pharmaceuticals, Hattar (R. No 

077462 ) 

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

Remarks of the Evaluator. a. The dosage form is not clear whether coated or 

uncoated tablets i.e. the master formula did not 

mention the film coating material. However, the 

outline of manufacturing describes the coating 

process with coating ingredients. 

b. Incorrect Pharmacological group provided by firm. 

c. Approved in USFDA with box warning: Serious 

Dermatologic Reactions and HLA*1502 Allele 

and Aplastic Anemia and Agranulocytosis. 

Previous Decision 269
th
  

 

Deferred for the following reasons: 

a. Confirmation of dosage form whether coated or 

uncoated and submit manufacturing outline 

accordingly. 

b. Verification of pharmacological group. 

Evaluation by PEC a. Firm has submitted correct pharmacological group 

i.e. antiepileptic. 

b. Firm has applied for uncoated tablets and has 

submitted manufacturing outline accordingly. 

Decision: Approved. 

96.  Name and address of manufacturer / 

Applicant 

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

Industrial Zone, Rawat ,Islamabad 

Brand Name+Dosage Form+ Strength Dival 500mg CR Tablets 

Diary No. Date of R& I & fee  Dy. No.110, R&I Dated 12-9-2014, Rs. 20,000 

Composition Each controlled release tablet contains:- 

Divalproex Na eq. to Valproic Acid éé500mg 

Pharmacological Group Antidepressive agents, Serotonin reuptake inhibitor 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price 5x10ôs, Alu-Alu Blister, As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Depakene ER by Abbott laboratories (USFDA) 

Me-too status  Volpar CR by Bryon Pharma, Karachi (R. No 073237 ) 

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

Remarks of the Evaluator. I. Other proposed brand names by Firm 

¶ Diprate 

¶ Deparox 

¶ Divalp 

II.  Firm claimed USP specifications and provided 

monograph of Delayed release Tablets. 

III.  Incorrect Pharmacological group provided by 

firm. 

IV.  Approved in USFDA with box warning: Life 

Threatening Adverse Reactions. 

Previous Decision 270
th
  

 

Deferred for verification of pharmacological group 

submitted by the firm. 

Evaluation by PEC The firm has provided the correct pharmacological group 

i.e. antiepileptic. 

Decision: Approved 
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97.   Name and address of manufacturer / 

Applicant 

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

Industrial Zone, Rawat ,Islamabad 

Brand Name+Dosage Form+ Strength Venfex 75mg Tablets 

Diary No. Date of R& I & fee  Dy. No.135, R&I Dated 12-09-14, Rs. 20,000 

Composition Each tablet contains:- 

Venlafaxine as HCl é..75mg 

Pharmacological Group (Antidepressive Agents) 

Type of Form Form 5 

Finished Product Specification Manufacturer 

Pack size &  Demanded Price 2x10's, Alu-Alu Blister pack, As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Effexor by  Wyeth Pharmaceuticals Inc.(USFDA) 

Me-too status  Efexor by Pfizer 

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

Remarks of the Evaluator. I. Approved in USFDA with box warning Suicidality in 

Children and Adolescents 

II.  The firm was communicated for evidence of 

approval of applied formulation as film coated tablet 

in reference regulatory authority. The firm submitted 

the revised formulation with following details: 

a) The composition i.e. the master formula did not 

mention the film coating material. However, the 

outline of manufacturing describes the coating 

process with coating ingredients. 

III.  Present in USP. 

Previous Decision 270
th
  

 

Deferred for following reasons: 

a) Confirmation of dosage form whether coated or 

uncoated and submit manufacturing outline 

accordingly. 

b) Mentioning of box warning regarding suicidality in 

children and adolescents in product information. 

Evaluation by PEC The firm have provided the following information. 

a) The product is uncoated tablet. 

b) Revised master formulation and outline of 

manufacturing method has been provided. 

Decision: Approved with USP specifications. 

98.  Name and address of manufacturer / 

Applicant 

M/s. Surge Laboratories (Pvt.) Ltd, 10 Km Faisalabad 

road, Bikhi District, Sheikhupura. 

Brand Name+Dosage Form+ Strength Isofer Injection 100mg/ml 

Diary No. Date of R& I & fee  Dy. No. 759, 18-09-2014, Rs. 20,000/- (17-09-2014) 

Composition Each ml contains: 

Iron as Iron (III) Isomaltoside 1000éé100mg 

Pharmacological Group Iron parenteral preparation 

Type of Form Form-5 

Finished Product Specification As per Innovatorôs specifications 

Pack size &  Demanded Price 1mL x 5ôs and 1mL x 10ôs/ As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Monofer injection  

EMA approved 

Me-too status  Monofer injection by Allmed Laboratories 

GMP status  The firm is GMP compliant as per inspection conducted 

on 26-11-2016. 

Remarks of the Evaluator. ¶ The firm has submitted that Atomic absorption 

spectrophotometer will be procured before commercial 

launching of Iron isomaltoside injection. 

¶  Currently, they are using their in-house validated 

spectrophotometric method for estimation of iron and 
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also taking help from their mother company 

NABIQASIM INDUSTRIES, having the atomic 

absorption spectrophotometer for counter testing 

verification of R&D trials. 

Previous Decision 270
th
  

 
¶ Deferred for confirmation of testing method involving 

atomic absorption spectrophotometer. 

Evaluation by PEC ¶ The firm have submitted the following reply: 

Testing Method Involving Atomic Absorption 

Spectrophotometer. 

For the testing method involving Atomic Absorption 

Spectrophotometer we have taken help from our mother 

company M/s. Nabiqasim Industries, Karachi. Based on 

the results of this method we have informed the Drug 

Registration Board that we will procure our own Atomic 

Absorption Spectrophotometer as well before the 

commercial launching of this product. 

Testing Method Involving UV-Visible 

Spectrophotometeric. 

We applied our In-house UV-Visible 

Spectrophotometeric method for the estimation of Iron in 

Innovator Product (Monofer Injection) and our Iron 

Isomaltoside 1000 Injection (Isofer Injection) which 

produce the successful results. We have validated this 

method in accordance with the ICH guidelines. Method 

validation study along with spectra's of this procedure as 

well as testing results of Innovator Product as reference. 

This shows that our method of testing is analytically and 

scientifically meeting the intended requirements and is 

suitable for the quantitative analysis of Iron in Iron 

Isomaltoside 1000 Injection. 

Decision: Approved 

99.  Name and address of manufacturer / 

Applicant 

M/s WnsFeild Pharmaceuticals, Plot # 122, Block A, 

Phase V, Industrial Estate, Hattar. 

Brand Name +Dosage Form + Strength Lyricowin Capsules 150mg  

Diary No. Date of R& I & fee  Dy No. 341, 22-07-2014,  Rs.20000/- 

Composition Each capsule contains: 

Pregabalin é.150mg 

Pharmacological Group Anticonvulsant 

Type of Form Form-5 

Finished Product Specification Europe pharmacopoeia Specifications 

Pack size &  Demanded Price As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

MHRA Approved 

Me-too status  Hilin capsules 150mg by Highnoon 

GMP status  Last GMP Inspection of M/s WnsFeild Pharmaceuticals 

conducted on 23-11-2016 with conclusive remarks of 

satisfactory level of cGMP compliance. 

Remarks of the Evaluator. Firm has capsule (general) section. 

The firm submitted justification for 4% overage in 

master formulation that overage has been added for 

safety and stability of our product. 

Previous Decision 270
th
  

 

Deferred for justification of addition of 4% overage in 

master formulation on scientific basis. 

Evaluation by PEC Firm has submitted master formulation without 

overage. 

Decision: Approved with Innovatorôs specifications 
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100.  Name and address of manufacturer / 

Applicant 

M/s.  Novamed Pharmaceuticals (Pvt) Ltd. 28-km, 

Ferozpur Road, Lahore 

Brand Name +Dosage Form + Strength Safra Tulle  

Diary No. Date of R& I & fee  Diary No: 3483, 17/04/2017, Rs: 20,000/- 

Composition Each gauze tulle contains: 

Framycetin sulphateé1% 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification Manufacturer Specifications 

Pack size &  Demanded Price 5cm x 5cm (Sachet Pack)       10sachets/ pack 

10cm x 10cm (Sachet Pack)   10sachets/ pack 

15cm x 20cm (Sachet Pack)   10sachets/ pack 

10cm x 30cm (Sachet Pack)   10sachets/ pack 

10cm x 40cm (Sachet Pack)   10sachets/ pack 

/ As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

SOFRA-TULLE DRESSING 1% by M/s  ERFA 

CANADA 2012 INC, Health Canada 

Me-too status  Sufre  Tulle by M/s Seagull Surgical Industry, 

Chichawatni (Reg#04749EX) 

GMP status  08-02-17 

Panel Inspection for grant of Additional sections 

Panel recommends grant of sections 

Previous Decision 270
th
  

 

Deferred for confirmation of Me-Too status as reported 

reference is of export registration. 

Evaluation by PEC Me too: Sofray  Tulle by M/s Seagull Surgical Industry, 

Chichawatni (Reg#049190) 

Decision: Approved with change of brand name. 

101.  

 

Name and address of manufacturer / 

Applicant 

M/s. Himont Pharma 17 km, Ferozepur road, Lahore 

Brand Name +Dosage Form + Strength Hitopride Tablets 50mg 

Diary No. Date of R& I & fee  Dy.No. 59, 17-02-2015, Rs.20,000/- 

Composition Each film coated tablet contains:- 

Itopride hydrochlorideé.50mg 

Pharmacological Group Dopamine D2 antagonist with acetyl cholinesterase 

inhibitory action  

Type of Form Form-5 

Finished Product Specification As per manufacturing 

Pack size &  Demanded Price 10ôs  Rs. 180/- per 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

PMDA Japan 

 

Me-too status  Ganaton by Abbott 

GMP status  Last GMP Inspection of Himont Pharma Conducted on 

19-5-2016 with conclusive remarks of satisfactory level 

of cGMP compliance. 

Remarks of the Evaluator. Inspection report is not within the past one year 

Previous Decision 271
st
  Deferred for latest GMP inspection report conducted 

within past one year. 

Evaluation by PEC Firm has provided the latest GMP inspection report 

dated 19-06-2017 recommednig renewal of DML. 

Decision: Approved with innovatorôs specification. 

102.  Name and address of manufacturer / 

Applicant 

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

National Industrial Zone, Rawat. 

Brand Name +Dosage Form + Strength Onvate 0.05% Ointment 

Diary No. Date of R& I & fee  Dy No. 2273, 25-07-2014,  Rs.20000/- 

Composition Each gram contains:- 

Fluticasone propionateé.0.5mg (0.05% w/w) 
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Pharmacological Group Antipruritic and Anti-inflammatory 

Type of Form Form-5 

Finished Product Specification U.S.P. Specs 

Pack size &  Demanded Price 1ôs (10gm tube);  As per PRC 

Approval status of product in 

Reference Regulatory Authorities. 

Not submitted 

Me-too status  Not submitted 

GMP status  Last GMP Inspection of M/s Crystolite Pharmaceuticals 

conducted on 18-01-2017 with conclusive remarks of 

good level of cGMP compliance. 

Remarks of the Evaluator. ¶ Evidence of Me too and approval status of product in 

Reference Regulatory Authorities is required for this 

strength of Ointment i.e. Fluticasone propionate 0.05% 

w/w ointment, as it is found as 0.005%w/w ointment 

in Reference Regulatory Authorities and in Pakistan.  

¶ Firm has cream (general + steroidal) section. 

Previous Decision 269
th
  Registration board in its 269

th
 meeting deferred the case 

for:                            

¶ Evidence of approval, of applied formulation, by 

reference regulatory authorities as decided in 249
th
 

meeting of Registration Board and me-too status as 

stated reference is incorrect 

Evaluation of Firmôs reply Firm has submitted the revised form 5 and master 

formulation with changed composition that is approved 

in USFDA and me too is also available (Cutivate 

0.005% ointment of GSK), mentioned as under: 

Each gram ointment contains fluticasone propionateé 

0.05mg (0.005%). 

Moreover, firm has claimed USP specifications for the 

applied drug product. 

Previous Decision 273
rd
  Deferred for submission of fresh fee for the revised 

strength as approved by reference regulatory authorities. 

Evaluation by PEC Firm has submitted the fresh fee STO stamped dated: 

10-10-2017. 

 Decision: Registration Board Approved the revised application of ñOnvate 0.005% 

ointmentò with following composition: 

ñEach gram ointment contains fluticasone propionateé 0.05mg (0.005% w/w).ò 

103.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name +Dosage Form + Strength Topri 50mg Tablet  

Composition Each Film Coated Tablet contains: 

Topiramateéééé.. 50mg  

Diary No. Date of R& I & fee  Dy. No. 3561, 23-05-2012, Rs.8,000/- (23-05-2012), 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Anticonvulsant 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 6x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Topamax, USFDA 

Me-too status  Legent by M/s Amarant  

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days.  
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Remarks of the Evaluator.  

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

 

104.  

Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name +Dosage Form + Strength Ok-Zinc 20mg/5ml Syrup  

Composition Each 5ml contains: -  

Zinc Sulphate Monohydrate eq. to Elemental 

Zincé..20mg  

Diary No. Date of R& I & fee  Dy. No. 3567, 23-05-2012 , Rs.8,000/- (23-05-2012), 

18-03-2015 , Rs.12,000/- (17-03-2015) 

Pharmacological Group Anti-diarrhoeals 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 60ml: Rs. As per SRO 

120ml: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

WHO Approved 

Me-too status  Diasul by Helix,  

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Applied formulation is approved by WHO and 

International pharmacopoeia monograph is also 

available 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved with International pharmacopoeia specifications. 

105.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name +Dosage Form + Strength Isodinit 10mg Tablet 

Composition Each Tablet contains: 

Isosorbide Dinitrate ééé 10mg  

Diary No. Date of R& I & fee  Dy. No. 3552, 23-05-2012 , Rs.8,000/- (23-05-2012), 

18-03-2015 , Rs.12,000/- (17-03-2015) 

Pharmacological Group Cardiac Therapy(Nitrates) 

Type of Form Form-5 

Finished product Specification BP Specifications 

Pack size & Demanded Price 10x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  ISor by CCL Reg No. 045970  

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 
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be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

106.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name +Dosage Form + Strength Enpril 10mg Tablet  

Composition Each Tablet contains: 

Enalapril As Enalapril Maleateééé..10mg 

Diary No. Date of R& I & fee  Dy. No. 3575 ,23-05-2012 , Rs.8,000/- (23-05-2012) , 

Rs.12,000/- (17-03-2015) 

Pharmacological Group ACE Inhibitor 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 2x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  Entec by Alliance Reg No. 044737 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Approved 

107.  

 

Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form+ Strength Rova 10mg Tablet  

Composition Each Film Coated Tablet contains: 

Rosuvastatin (as Calcium)ééé 10mg  

Diary No. Date of R& I & fee  Dy. No.3581 ,23-05-2012 , Rs.8,000/- (23-05-2015) , 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Hypolipidaemics/Anti-atheroma  

Type of Form Form-5 

Finished product Specification FYNK Specifications 

Pack size & Demanded Price 10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Crestor 20mg Tablets by M/s AstraZeneca 

Pharmaceuticals LP, USFDA approved. 

Me-too status  Rosut 20mg Tablet by M/s Genome Pharmaceuticals           

(Reg No:042517)             

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 
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conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Approved with innovatorôs specification. 

 

108.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form+ Strength Lurk 750mg Tablet 

Composition Each Film coated Tablet contains:-  

Levofloxacin (as hemihydrate)ééé. 750mg  

Diary No. Date of R& I & fee  Dy. No. 3569 ,23-05-2012 , Rs.8,000/- (23-05-2012), 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Broad Spectrum Antibiotic 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 1x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Levaquin 750 mg Tablet by M/s JANSSEN PHARMS 

(USFDA approved) 

Me-too status  Aksolox 750mg Tablet by M/s Akson Pharmaceutical 

(Reg No:073226)             

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

 

109.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form +Strength Zafin Tablet 8mg 

Composition Each Tablets contains: 

Ondansetron (as HCl)ééé 8mg 

Diary No. Date of R& I & fee  Dy. No. 3560 ,23-05-2012 , Rs.8,000/- (23-05-2012), 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Anti vertigo / Antiemetic 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  Onset by Pharmadic, Zofran by GSK  

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 
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Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Appr oved. 

110.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form +Strength Isomin 20mg Tablet  

Composition Each Tablet contains: 

 Isosorbide Mononitrateéé. 20mg 

Diary No. Date of R& I & fee  Dy. No. 3571 ,23-05-2012 , Rs.8,000/- (23-05-2015, 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Cardiac Therapy(Nitrates) 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 2x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  Mnotab by Epla Reg No. 044199 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Approved. 

111.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form +Strength Carbam 200mg Tablet  

Composition Each Film Coated Tablet contains: 

Carbamazepineééééé 200mg  

Diary No. Date of R& I & fee  Dy. No. 3564 ,23-05-2015 , Rs.8,000/- (23-05-2012), 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Anti Epileptics 

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 5x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  Carbawel by Welmark Reg No. 077462 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date: 20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 
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112.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form +Strength Rova 20mg Tablet  

Composition Each Film Coated Tablet contains: 

Rosuvastatin (as Calcium)ééé 20mg  

Diary No. Date of R& I & fee  Dy. No.3581 ,23-05-2012 , Rs.8,000/- (23-05-2015) , 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Hypolipidaemics/Anti-atheroma  

Type of Form Form-5 

Finished product Specification FYNK Specifications 

Pack size & Demanded Price 10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Crestor 20mg Tablets by M/s AstraZeneca 

Pharmaceuticals LP, USFDA approved. 

Me-too status  Rosut 20mg Tablet by M/s Genome Pharmaceuticals           

(Reg No:042517)             

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Approved. 

113.  Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name +Dosage Form+Strength Ethan 400 Tablet  

Composition Each tablet contains: 

Ethambutol HCl éééé400mg  

Diary No. Date of R& I & fee  Dy. No. 3562 ,23-05-2012 , Rs.8,000/- (23-05-2012), 

Rs.12,000/- (17-03-2015) 

Pharmacological Group Anti-tuberculosis drugs  

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 10x10ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA 

Me-too status  Etham by Pacific Reg No. 057252 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 
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114.  

Name and address of manufacturer / 

Applicant 

M/s FYNK Pharmaceuticals, 19-Km G.T Road, Kala 

Shah Kaku, Lahore 

Brand Name+Dosage Form +Strength Zafin Injection 8mg/4ml 

Composition Each 4ml ampoule contains: 

Ondansetron (as Ondansetron HCl)éé 8mg 

Diary No. Date of R& I & fee  Dy. No.3579 ,23-05-2012 , Rs.8,000/- (23-05-2012)  

Rs.12,000/- (17-03-2015) 

Pharmacological Group 5HT3-Antagonist,  

Type of Form Form-5 

Finished product Specification USP Specifications 

Pack size & Demanded Price 1ôs: Rs. As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Ondansetron 2 mg/ml Solution for Injection by M 

hameln pharmaceuticals ltd, MHRA approved 

Me-too status  Zofran Injection 8mg/4ml by M/s Novartis 

(Reg#084165) 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out should 

be rectified within 15 days. 

Remarks of the Evaluator. Last inspection report is of 3-5-2016. 

Previous Decision 272
nd

  Deferred for submission of latest GMP inspection report 

conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion:Satisfactory 

Decision: Approved. 

115.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theracavir tablet 0.5mg 

Composition Each film coated tablet contains  

Entecavir (as monohydrate)éé.0.5mg 

Diary No. Date of R& I & fee  Dy No. 2351: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group Antivirals  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 30ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Baraclude tablets by Bristol Myers 

(MHRA Approved) 

Me-too status  Livose-C tablets by Wilson 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status 

¶ Firm has initially applied for uncoated tablet and in 

response to the letter of shortcoming they have requested 

to change the formulation to film coated tablet 

Previous Decision 274
th
  ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 
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116.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theracavir tablet 1mg 

Composition Each film coated tablet contains  

Entecavir (as monohydrate)éé.1mg 

Diary No. Date of R& I & fee  Dy No. 2352: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group Antivirals  

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Baraclude tablets by Bristol Myers 

(MHRA Approved) 

Me-too status  Livose-C tablets by Wilson 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report does not confirm GMP status. 

¶ Firm has initially applied for uncoated tablet and in 

response to the letter of shortcoming they have 

requested to change the formulation to film coated 

tablet. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

117.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theradol  Tablet 

Composition Each film coated tablet contains  

Tramadol hydrochlorideééé. 37.5 mg  

Paracetamolééééé. 325mg  

Diary No. Date of R& I & fee  Dy No. 2322: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Analgesic, antipyretic, Opioid Analgesic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in 

Reference Regulatory Authorities 

ULTRACET tablet by Janssen 

(USFDA Approved) 

Me-too status  Zultracet tablet by Wilshire 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 
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118.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theralin Capsule 75mg 

Composition Each capsule contains: 

Pregabalin é 75mg 

Diary No. Date of R& I & fee  Dy No. 2321: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with Innovatorôs specifications. 

119.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theralin Capsule 150mg 

Composition Each capsule contains: 

Pregabalin é 150mg 

Diary No. Date of R& I & fee  Dy No. 2314: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with Innovatorôs specifications. 

120.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theralin Capsule 300mg 

Composition Each capsule contains: 

Pregabalin é 300mg 

Diary No. Date of R& I & fee  Dy No. 2325: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 
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Finished product Specifications Firm has claimed In-house specifications  

Pack size & Demanded Price 10ôs, 14ôs, 20ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with Innovatorôs specifications. 

121.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theramet tablet 50/500mg 

Composition Each film coated tablet contains: 

Sitagliptin as phosphate monohydrateééé.50mg 

Metformin hydrochlorideéééé..500mg 

Diary No. Date of R& I & fee  Dy No. 2388: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Hypoglycemic agents 

Type of Form Form 5 

Finished product Specifications Innovatorôs Specification 

Pack size & Demanded Price 10ôs,14ôs, 28ôs / As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Janumet 50mg/500mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/500mg Tablet by M/s Martin Dow            

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with Innovatorôs specifications. 

122.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theramol V Tablet 5/80mg 

Composition Each film coated tablet contains: 

Amlodipine besylate eq. to amlodipineéé.5 mg 

Valsartané.80 mg 

Diary No. Date of R& I & fee  Dy No. 2324: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group (Anti-hypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Asbima tablets by Winthrop 

(MHRA Approved) 

Me-too status  Exforge by Novartis. 
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GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 

 

123.  Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theramol VS Tablet 5/160mg 

Composition Each film coated tablet contains: 

Amlodipine besylate eq. to amlodipineéé.5 mg 

Valsartané.160 mg 

Diary No. Date of R& I & fee  Dy No. 2348: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group (Anti-hypertensive) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Asbima tablets by Winthop 

(MHRA Approved) 

Me-too status  Exforge by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 

 

124.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theramol DS Tablet 10/160mg 

Composition Each film coated tablet contains: 

Amlodipine as besylateé..10mg 

Valsartanééééééé.160mg  

Diary No. Date of R& I & fee  Dy No. 2311: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

EXFORGE Tablet by M/s Novartis  

(MHRA approved) 

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

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 
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Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

125.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theratan tablet 80mg 

Composition Each film coated tablet contains 

Valsartanéééé..80mg 

Diary No. Date of R& I & fee  Dy No. 2394: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Valsartan tablets by Mylan 

(MHRA Approved) 

Me-too status  Diovan tablet by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 

126.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theratan tablet 160mg 

Composition Each film coated tablet contains 

Valsartanéééé..160mg 

Diary No. Date of R& I & fee  Dy No. 2392: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Valsartan tablets by Mylan  

(MHRA Approved) 

Me-too status  Diovan tablet by Novartis 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspectionô. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 
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127.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theraplate tablet 75mg 

Composition Each film coated tablet contains  

Clopidogrel as bisulphateéé..75mg 

Diary No. Date of R& I & fee  Dy No. 2391: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Anti-platelet  

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As Per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Plavix tablets by Sanofi 

(MHRA Approved) 

Me-too status Plavix tablets by Sanofi Aventis 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

128.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therasome capsule 20mg 

Composition Each capsule contains: 

Esomeprazole magesnium trihydrate enteric coated  

Pellets (22.5%) equivalent to Esomeprazole é.20mg 

Diary No. Date of R& I & fee  Dy No. 2350: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group Proton Pump Inhibitor 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 14ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

NEXIUM by Astra Zeneca  

(USFDA Approved) 

Me-too status  Esim 20mg Capsule by Genome Pharmaceutical             

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report does not confirm GMP status  

Source of granules: M/s Vision Pharmaceuticals, Islamabad 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

129.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therastatin Tablet 10mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)éé..é10mg  

Diary No. Date of R& I & fee  Dy No. 2318: 19-5-2016 PKR 20,000/-: 19-5-2016 
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Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Crestor 10mg Tablets by M/s AstraZeneca  

(USFDA approved) 

Me-too status  Rosut 10mg Tablet by M/s Genome            

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with innovatorôs specification 

130.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therastatin Tablet 20mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é20mg 

Diary No. Date of R& I & fee  Dy No. 2313: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group HMG CoA reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification  

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Crestor 20mg Tablets by M/s AstraZeneca 

(USFDA approved) 

Me-too status  Rosut 20mg Tablet by M/s Genome Pharmaceuticals             

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with innovatorôs specification. 

131.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therastatin Tablet 40mg 

Composition Each film coated tablet contains: 

Rosuvastatin (as calcium)é40mg 

Diary No. Date of R& I & fee  Dy No. 2349: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group HMG Co-A Reductase inhibitor/ Antihyperlipidemic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification  

Pack size & Demanded Price 10ôs, 20ôs, 30ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Crestor 40mg Tablets by M/s AstraZeneca 

(USFDA approved) 

Me-too status  Rosocard Tablet by Himont. 
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GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with innovatorôs specification 

132.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theratin tablet 10mg 

Composition Each film coated tablet contains 

Atorvastatin (as calcium trihydrate)éé..10mg 

Diary No. Date of R& I & fee  Dy No. 2396: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 

Me-too status  Lipitor by Pfizer 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

133.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name+Dosage Form+ Strength Theratin tablet 20mg 

Composition Each film coated tablet contains 

Atorvastatin (as calcium trihydrate)éé..20mg 

Diary No. Date of R& I & fee  Dy No. 2384: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group HMG Co-A reductase inhibitor 

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Lipitor tablets by Pfizer 

(MHRA Approved) 

Me-too status  Lipitor by Pfizer 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 
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Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved 

134.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theravirin Tablet 400mg 

Composition Each film coated tablet contains 

Ribavirinééé.400mg 

Diary No. Date of R& I & fee  Dy No. 2315: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiviral 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs, 40ôs, 90ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Copegus tablet by Roche 

(MHRA Approved) 

Me-too status  Novia by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

135.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form + 

Strength 

Theravirin tablet 600mg 

Composition Each film coated tablet contains 

Ribavirinééé.600mg 

Diary No. Date of R& I & fee  Dy No. 2347: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group Antiviral 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 20ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Ribavirin tablet by Sandoz 

(USFDA Approved) 

Me-too status  Ribuvir tablet by Martin Dow 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 
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136.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therazide Suspension100mg/5ml 

Composition Each 5ml Contain: 

Nitazoxanideé.100mg 

Diary No. Date of R& I & fee  Dy No. 2319: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiprotozoal 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 30ml, 60ml, 90ml, 120ml: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Alinia by Romark 

(USFDA Approved) 

Me-too status  NT-Tox by Genix 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 10-10-

2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with innovatorôs specification. 

137.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Therazide Tablet 500mg 

Composition Each Film Coated Tablet Contain: 

Nitazoxanideéééé.500mg 

Diary No. Date of R& I & fee  Dy No. 2325: 19-5-2016 PKR 20,000/-: 19-5-2016 

Pharmacological Group Antiprotozoal 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 10ôs, 20ôs, 50ôs, 100ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Ali nia by Romark 

(USFDA Approved) 

Me-too status  NT-Tox by Genix 

GMP status  Last inspection report dated 07-6-2017 concludes 

ñKeeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved with innovatorôs specification 

 

138.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Theriptin Tablet 100mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)ééé..100mg 

Diary No. Date of R& I & fee  Dy No. 2393: 31-05-2016 PKR 20,000/-: 31-05-2016 

Pharmacological Group Antidiabetic 
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Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Januvia by MSD 

(MHRA Approved) 

Me-too status  A-Glip by Atco 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator ¶ The inspection report do not confirm GMP status. 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

139.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Thiozer Tablet 30/2mg 

Composition Each tablet contains:- 

Glimeprideéééé. 2mg 

Pioglitazone as hydrochlorideé.. 30mg 

Diary No. Date of R& I & fee  Dy No. 2389: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Combination of blood glucose lowering drugs 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO  

Approval status of product in 

Reference Regulatory Authorities 

Duetact tablet by Takeda 

(USFDA Approved) 

Me-too status  Piozer G by Hilton 

GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

140.  

 

Name and address of manufacturer / 

Applicant 

M/s Theramed Pharmaceuticals, 45-Km, Multan Road, 

Lahore 

Brand Name +Dosage Form+Strength Thiozer Tablet 30/4mg 

Composition Each tablet contains:- 

Glimeprideéééé. 4mg 

Pioglitazone as hydrochlorideé.. 30mg 

Diary No. Date of R& I & fee  Dy No. 2386: 31-5-2016 PKR 20,000/-: 31-5-2016 

Pharmacological Group Combination of blood glucose lowering drugs 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs, 14ôs, 28ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Duetact tablet by Takeda 

(USFDA Approved) 

Me-too status  Piozer G by Hilton 
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GMP status  Last inspection report dated 07-6-2017 concludes ñ 

Keeping in view the above findings of inspection, the 

firm is advised to submit compliance of shortcomings 

pointed out for follow-up inspection. 

Remarks of the Evaluator The inspection report do not confirm GMP status 

Previous Decision 274
th
 ¶ Deferred for submission of GMP inspection report 

conducted within a period of last 1 year. 

Evaluation by PEC ¶ Firm has submitted Panel inspection report dated 

10.10.2017 for Renewal of DML and grant of additional 

sections. 

Decision: Approved. 

141.  

 

Name and address of manufacturer / 

Applicant 

Neutro pharma (Pvt.) Ltd. 9.5 km Sheikhupura Road 

Lahore 

Brand Name +Dosage Form+Strength NEUCURE 5g/10ml Infusion 

Composition Each 10 ml contains: 

L-ornithine L-aspartateééé5g 

Diary No. Date of R& I & fee  Diary No:5272, 08/06/2017, Rs: 20,000/- 

Pharmacological Group amino acid 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications 

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

Approval status of product in 

Reference Regulatory Authorities. 

Not submitted by the firm 

Me-too status  Hepa-merz 5gm/10ml Infusion Concentrate by M/s 

Brookes pharma (Reg#008633) 

GMP status  03-05-17; Inspection of Additional Sections. 

Panel recommends grant of additional sections. 

Remarks of the Evaluator. ¶ Approval status of product in Reference Regulatory 

Authorities not confirmed. 

¶ Primary packaging material not confirmed from 

Reference Regulatory Authorities.  

¶ Applied pack size not confirmed from Reference 

Regulatory Authorities. 

Previous Decision 274
th
 ¶ Deferred for evidence of approval of applied 

formulation in Reference Regulatory Authorities. 

Evaluation by PEC The firm has submitted the followitng reply. 

In the light of above decision kindly note that following 

product is health and OTC product that is not under drug 

category thatôs why product is not available in DRA 

website. Furthermore, please find the attached herewith 

the evidence of International /Local availability  

¶ Hepa-merz 5gm/10ml by Merz Pharma GmbH 

& Co. KGaA (Germany) 

Decision: Deferred for further deliberation.  

142.  

 

Name and address of manufacturer / 

Applicant 

Caliph Pharmaceuticals Pvt. LTD,Plot 17,Special 

Industrial Zone, Risalpur,KPK 

Brand Name +Dosage Form+Strength Colgesic DS  uncoated tablet (650mg+50mg) 

Diary No. Date of R& I & fee  Dy. No.1786,R&I Dated 21-11-14,Rs. 20,000 

Composition Each uncoated tablet contains:- 

Paracetamolééé650mg 

Orphenadrine Citrateééé50mg 

Pharmacological Group Centrally acting muscle relaxant /Analgesic 

Type of Form Form 5 

Finished Product Specification BP Specs. 

Pack size &  Demanded Price 3x5ôs PVC blister pack, As per SRO 
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Approval status of product in 

Reference Regulatory Authorities. 

Not provided  

Me-too status  Rid-All Forte by Stanley Pharma 

GMP status  Last GMP inspection Date:07-03-2017,Overall GMP 

was ñSatisfactoryò. 

Remarks of the Evaluator. 251
st
 meeting commitment not provided by firm. 

Previous Decision of 269
th
  Deferred for the following reasons; 

i. Evidence of approval, of applied formulation, by 

reference regulatory authorities as approved by 

Registration Board in its 249
th
 meeting 

ii. Submission of commitments as per decision of 

251
st
 meeting of Registration Board. 

iii.  Clarification for finished product specification. 

Remarks of the Evaluator Firm has revised their formulation as  follows; 

Each uncoated tablet contains:- 

Paracetamolééé450mg 

Orphenadrine Citrateééé35mg 

Previous Decision of 274
th
 Deferred for the submission of fresh fee for revised 

strength. 

Evaluation by PEC Firm has submitted fresh fee of Rs. 20,000/- STO 

stamped 09-10-2017. 

Decision: Approved. 

143.  

 

Name and address of manufacturer / 

Applicant 

M/s. Magns Pharmaceuticals, 7B, Value Addition City, 

Khurrianwala Sahianwala Road, Faisalabad 

Brand Name +Dosage Form+Strength FEPTIC 40mg/5ml Dry Powder Suspension 

Composition Each 5ml contains: 

Famotidineéé40mg 

Diary No. Date of R& I & fee  Dy. No. 1209, dated 28-11-2016; Rs. 20,000/-  

Pharmacological Group Antihistamine, H2-Receptor Blocker 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO / 60ml 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by USFDA 

Me-too status  ZEPSIN by M/s. Cirin 

GMP status  25-08-2016 Grant of DML/ Good Compliance 

Previous remarks of the Evaluator.  

Previous decision Deferred in 264
th
  meeting of Registration Board for me 

too status 

Evaluation by PEC Following reference has been verified as me too for 

applied formulation: 

Zepsin Dry Powder Suspension of M/s  Cirin 

Pharmaceuticals (Reg.#064330) 

Previous Decision 274
th
  Deferred for submission of latest inspection report 

conducted within one year by DRAP. 

Evaluation by PEC Firm has submitted GMP inspection report. 

Latest GMP inspection date:14-03-2017,  

Purpose: Surprise GMP inspection.  

Conclusion; At the time of inspection there was no 

production activity in any section. It was noted that all 

the manufacturing sections were well maintained and 

general cleanliness was satisfactory. 

Decision: Approved. 
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144.  

 

Name and address of manufacturer / 

Applicant 

M/s The Searle Company Limited, F-319, S.I.T.E. 

Karachi. 

Brand Name +Dosage Form + Strength Xaroban 2.5mg tablet 

Composition Each film coated tablet contains: 

Rivaroxabanééééé..2.5mg 

Diary No. Date of R& I & fee  Duplicate dossier; Rs.20,000/- (08-05-2015)  

Pharmacological Group Factor Xa inhibitor 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price 5ôs; As per DPC 

Approval status of product in Reference 

Regulatory Authorities 

Xarelto (ANSM approved) 

Me-too status (with strength and dosage 

form)  

Not available 

GMP status  Certificate of cGMP based on inspection conducted 

on 12-06-2017 is provided. 

Remarks of the Evaluator ¶ Duplicate fee challan is provided. 

¶ Shortcomings: 

¶ Evidence of applied formulation/drug already 

approved by DRAP (generic / me-too status) along 

with registration number, brand name and name of 

firm, or else application on form-5D alongwith 

differential fee. 

Previous Decision 274
th
  Deferred for evidence of applied formulation/drug 

already approved by DRAP (generic / me-too status) 

along with registration number, brand name and name 

of firm, or else application on form-5D along with 

differential fee. 

Evaluation by PEC The firm provided the following Me too and has been 

verified. 

(074794) Xarelto 2.5 mg By M/s. Bayer Pakistan 

(Private) Limited, C/21, S.I.T.E., Karachi. 

Decision: Approved with Innovatorôs specifications. Reference will be sent to Budget & 

Accounts Division for verification of challan and Board authorized its Chairman for the 

issuance of registration letter.   

145.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each film coated tablet contains:Ȥ 
Olanzapineéééé5mg  

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

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Olanzapine tablets by Accord healthcare 

(MHRA Approved) 

Me-too status  Olan-Z tablet by Lowitt 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days. 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 
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Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 

146.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each film coated tablet contains:Ȥ 
Olanzapineéééé10mg  

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

Pharmacological Group Antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Olanzapine tablets by Accord healthcare 

(MHRA Approved) 

Me-too status  Olan-Z tablet by Lowitt 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

147.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each capsule contains 

Olanzapineéééé.6mg 

Fluoxetine (as hydrochloride)éé...25mg 

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

Pharmacological Group Antidepressant, Anti-Psychotic  

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Symbyax by Eli Lilly  

(USFDA Approved) 

Me-too status  Co-Depricap by Nabiqasim 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 
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148.  Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each capsule contains 

Olanzapineéééé.12mg 

Fluoxetine as hydrochlorideéé...25mg 

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

Pharmacological Group Antidepressant/ Anti-Psychotic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Symbyax by Eli Lilly  

(USFDA Approved) 

Me-too status  Olanco by Genome Pharmaceuticals 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

149.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Quferate Tablet 25mg 

Composition Each film coated tablet contains: 

Quetiapine (as fumarate)ééé..25 mg 

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

Pharmacological Group Atypical antipsychotic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Quetiapine by Sandoz 

(MHRA Approved) 

Me-too status  Quitin by Werrick 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

150.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Freglin Capsule 75mg 

Composition Each capsule contains: 

Pregabalin é 75mg 
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Diary No. Date of R& I & fee  Dy No. 2362: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group Anticonvulsants, Antiepileptics 

Type of Form Form 5 

Finished product Specifications Firm has claimed In-house specifications  

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

Approval status of product in Reference 

Regulatory Authorities 

Lyrica Capsule by PF Prism 

(USFDA Approved)  

Me-too status  Gabica by Getz Pharma 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved with innovatorôs specification. 

151.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Oritox Tablet 60mg 

Composition Each film coated tablet contains: 

Etoricoxibééé..60 mg 

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

Pharmacological Group COX-2 Inhibitor 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specifications 

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

Approval status of product in Reference 

Regulatory Authorities 

Arcoxia tablet by Grunenthal Ltd 

(MHRA Approved) 

Me-too status  Arcox tablets by Genome 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved with innovatorôs specification. 

152.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Loxicam Tablets 8mg  

Composition Each film coated tablet contains: 

Lornoxicam........8mg 

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

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

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

Approval status of product in Reference Xefo 8 mg Filmtabletten by M/s Takeda Pharma 
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Regulatory Authorities (Swiss Medic approved) 

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

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved with innovatorôs specification. 

153.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Leveita Tablets 250mg 

Composition Each film coated tablet contains 

Levetiracetamééééé..250mg 

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

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Keppra Tablets by UCB 

(USFDA Approved) 

Me-too status  Lerace by Hilton 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

154.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Leveita Tablets 500mg 

Composition Each film coated tablet contains 

Levetiracetamééééé..500mg 

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

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Keppra Tablets by UCB 

(USFDA Approved) 

Me-too status  Lerace by Hilton 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 
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should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

155.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Seralin Tablet 50 mg  

Composition Each film coated tablet contains:- 

Sertraline as hydrochlorideé..50 mg 

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

Pharmacological Group Antidepressant  

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Lustral tablets by Pfizer 

(MHRA Approved) 

Me-too status  Sertal tablets by Sami 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

156.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Seralin Tablet 100 mg  

Composition Each film coated tablet contains:- 

Sertraline as hydrochlorideé..100 mg 

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

Pharmacological Group Antidepressant 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Lustral by Pfizer 

(MHRA Aproved) 

Me-too status  Serlin tablets by Shrooq 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 
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Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

157.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Lotrigin Tablet 100mg 

Composition Each tablet contains:- 

Lamotrigineéé..100mg 

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

Pharmacological Group (anticonvulsants and Anti epileptic drug) 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Lamictal tablets by GSK 

(MHRA Approved) 

Me-too status  Lamictal tablets by GSK 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

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

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

158.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each tablet contains 

Venlafaxine (as hydrochloride)é..37.5 mg 

Diary No. Date of R& I & fee  Dy No. 2365: 30-5-2016 PKR 20,000/-: 30-5-2016 

Pharmacological Group (Anti depressant) 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Venlafaxine tablet by Dexcel Pharma 

(MHRA Approved) 

Me-too status  Vexor tablet by Global 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

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

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 
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159.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each tablet contains 

Venlafaxine (as hydrochloride)é..75 mg 

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

Pharmacological Group (Anti depressant) 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Venlafaxine tablet by Dexcel Pharma 

(MHRA Approved) 

Me-too status  Vexor tablet by Global 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved. 

160.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

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

Composition Each capsule contains:- 

Venlafaxine hydrochloride sustained release pellets 

(32%) equivalent to Venlafaxineé.é 75 mg 

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

Pharmacological Group Anti depressant 

Type of Form Form 5 

Finished product Specifications USP 

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

Approval status of product in Reference 

Regulatory Authorities 

Politid XL capsule by Actavis 

(MHRA Approved) 

Me-too status  Efexor capsule by Pfizer 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

Remarks of the Evaluator Source of SR pellets 32%: M/s Vision 

Pharmaceuticals 

Islamabad. 

¶ GMP inspection is older than 1 year 

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved 
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161.  

 

Name and address of manufacturer / 

Applicant 

Fynk Pharmaceuticals, Plant:19Km GT Road, 

Kalashah Kaku, Lahore 

Brand Name +Dosage Form + Strength Fexine Suspension 30mg 

Composition Each 5ml contains 

Fexofenadine hydrochlorideéééé.30mg 

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

Pharmacological Group Antihistamine 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

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

Approval status of product in Reference 

Regulatory Authorities 

Allegra suspension by Sanofi Aventis 

(USFDA Approved) 

Me-too status  Fexofast by Platinum Pharma 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. However short comings pointed out 

should be rectified within 15 days 

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

Previous Decision 274
nd

  Deferred for submission of latest GMP inspection 

report conducted within 1 year. 

Evaluation by PEC Inspection Date:20-09-2017 

Purpose of Inspection: GMP Compliance 

Conclusion: Satisfactory 

Decision: Approved with innovatorôs specifications 

162.  Name and address of manufacturer / 

Applicant 

M/s.Akhai Pharmaceuticals (Pvt.) Ltd, Plot No.  

A-248,A-256 to A-259, H.I.T.E, Lasbela,  

Baluchistan 

 Brand Name +Dosage Form + Strength Fosil Tablet 10mg 

Composition Each tablet contains: 

Fosinopril sodium é10mg 

Diary No. Date of R& I & fee  Dy. No.109, 12-11-2014 , Rs.20,000/- (12-11-2014) 

Pharmacological Group Antihyperstensive 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 2x10ôs: Blister: As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Not found as film coated. 

Me-too status  Aksopril of M/s Akson Pharmaceuticals (Reg.# 

023747) 

GMP status  Last inspection conducted on 25-01-2017ñGood 

compliance.ò 

Remarks of the Evaluator. 5 % overage is added in master formulation. 

Previous Decision 273
rd
  Deferred for the following: 

¶ Justification of 5 % overage of active 

ingredient in master formulation on the basis 

of scientific data. 

¶ Evidence of international availability of 

applied formulation as film coated tablets in 

reference regulatory authorities as approved in 

249
th
 meeting of Registration Board 

Evaluation by PEC Firm has provided master formulation without 

overage and has changed their dosage form from film 

coated to uncoated. 

Decision. Approved 
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(AD PEC-X) 

163.  Name and address of the Manufacturer / 

Applicant 

M/s AGP (private) Limited, B-23, S.I.T.E, Karachi 

Brand Name + Dosage Form + Strength OBSVIA film coated tablet 25mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)ééé. 25mg 

Diary No. Date of R & I & Fee Dy. No.966          Dated 25/11/2015, 

Rs 20,000/=         Dated 25/11/2015, 

Pharmaceutical Group Anti-diabetic 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price Rs. 535/- per pack of 10ôs 

Rs. 750/- per pack of 14ôs 

Rs. 1500/- per pack of 28ôs 

Approval status of product in Reference 

Regulatory Authorities 

Januvia, USFDA approved 

Me ï too status Duvel film coated tablet (23mg, 50mg, 100mg) by M/s 

Martin Dow (Reg # 079614) 

GMP status Last inspection report dated 18/09/2017 confirms the 

overall GMP as good. 

Remarks of the Evaluator  

Decision: Approved 

164.  Name and address of the Manufacturer / 

Applicant 

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

5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength ALPRAM 10mg Tablet 

(film coated tablet) 

Composition Each film Coated tablet contains: 

Escitalopram oxalate Eq. to Escitalopraméé 10mg 

Diary No. Date of R & I & Fee Dy. No.273          Dated 09/11/2015, 

Rs 20,000/=         Dated 09/11/2015,  

Pharmaceutical Group selective-serotonin reuptake inhibitors 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 1Ĭ14ôs,     As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

CIPRALEX
®
 film-coated tablets (5mg, 10mg, 20mg) 

by M/s H. Lundbeck A/S 

Me ï too status Flotela film coated tablet by M/s Candid Pharma ( Reg 

# 082033) 

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator  

Decision: Approved 

165.  Name and address of the Manufacturer / 

Applicant 

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

5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength MOXICAM film coated tablet 400mg 

Composition Each film coated tablet: 

Moxifloxaccin (as HCLléé 400mg 

Diary No. Date of R & I & Fee Dy. No.271          Dated 09/11/2015, 

Rs 20,000/=         Dated 09/11/2015,  

Pharmaceutical Group Fluoroquinolone 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 5ôsĬ1 / As Per SRO 

Approval status of product in Reference 

Regulatory Authorities 

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

(MHRA approved) 
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Me ï too status Moster film coated tablet by M/s Jupiter Pharma (reg # 

081920) 

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator ¶ The firm has claimed USP specification and 

the product is not present in USP. 

Decision: Approved with innovatorôs specifications. 

166.  Name and address of the Manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals 

Plot 84/1, Block A, Phase 5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength EBASTAN 10mg film coated tablet 

Composition Each Film Coated Tablet contains: 

Ebastineéé.. 10mg 

Diary No. Date of R & I & Fee Dy. No.272          Dated 09/11/2015, 

Rs 20,000/=         Dated 09/11/2015,  

Pharmaceutical Group Antihistamine 

Type of Form Form 5 

Finished Product Specification In House 

Pack Size & Demanded Price 1Ĭ10ôs 

As fixed by GOVT 

Approval status of product in Reference 

Regulatory Authorities 

Kestine 10mg tablet by M/s Almirall Pharmaceuticals, 

(ANSM France Approved) 

Me ï too status Ebofor 10mg Tablet by M/s Genome Pharmaceutical 

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator ¶ The firm has claimed In House specification 

while the product is present in JP. 

Decision: Approved woth Japan Pharmacopoeial specifications. 

167.  Name and address of the Manufacturer / 

Applicant 

M/s Aulton Pharmaceuticals 

Plot 84/1, Block A, Phase 5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength PRODIS B dispersible tablet 

Composition Each dispersible tablet contains; 

Piroxicam as betacyclodextriné.. 20mg 

Diary No. Date of R & I & Fee Dy. No.274          Dated 09/11/2015, 

Rs 20,000/=         Dated 09/11/2015,  

Pharmaceutical Group NSAID 

Type of Form Form 5 

Finished Product Specification In House 

Pack Size & Demanded Price 2Ĭ10ôs / As fixed by GOVT 

Approval status of product in Reference 

Regulatory Authorities 

Feldene Melt 20mg by M/s Pfizer Limited, MHRA 

approved 

Me ï too status Infladex dispersible tablet by M/s Grayôs Pharma (Reg 

# 072453)  

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator ¶ The firm has claimed In House specification 

and the product is not present in USP/BP. 

Decision: Approved with nnovatorôs specifications. 

168.  Name and address of the Manufacturer / 

Applicant 

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

5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength ALRAS 4mg film coated tablet 

Composition Each film coated tablet contains: 

Risperidoneéé. 4mg 

Diary No. Date of R & I & Fee Dy. No.277 (09/11/2015), Rs 20,000/= (09/11/2015). 

Pharmaceutical Group Anti psychotic 

Type of Form Form 5 
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Finished Product Specification In House 

Pack Size & Demanded Price 2Ĭ10ôs / As fixed by GOVT 

Approval status of product in Reference 

Regulatory Authorities 

 Approved by MHRA of UK 

Me ï too status Xendone Tablets by M/s. Medisure Labs, Karachi. 

(Reg. No. 044214) 

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator ¶ The firm has claimed In House specification 

while the product is present in USP. 

Decision: Approved with USP specifications. 

169.  Name and address of the Manufacturer / 

Applicant 

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

5, Industrial Estate, Hattar. 

Brand Name + Dosage Form + Strength ALPRAM 10mg film coated tablet 

Composition Each film coated tablet contains: 

Escitalopram (as oxalate)éé. 10mg 

Diary No. Date of R & I & Fee Dy. No.273          Dated 09/11/2015, 

Rs 20,000/=         Dated 09/11/2015,  

Pharmaceutical Group Antidepressant 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 1Ĭ14ôs / As fixed by GOVT 

Approval status of product in Reference 

Regulatory Authorities 

CIPRALEX 10 mg film-coated tablets by M/s H. 

Lundbeck (MHRA approved) 

Me ï too status Citanew 10mg Tablet by M/s Hilton, (Reg#036426). 

GMP status Last inspection report dated 11/01/2017 states 

satisfactory level of GMP compliance. 

Remarks of the Evaluator  

Decision: Approved. 

170.  Name and address of the Manufacturer / 

Applicant 

 

Contract Manufacturing 

Applicant: Gillman Pharmaceuticlas, 41/2-A, Phase I 

& II, Industrial Estate, Hattar, Pakistan 

Manufacturer: EG Pharmaceuticals, 13-A, Industrial 

triangle, Kahuta road, Islamabad. 

Brand Name + Dosage Form + Strength GILSPAN Capsule 400mg 

Composition Each capsule contains: 

Cefixime (as trihydrate)éé 400mg 

Diary No. Date of R & I & Fee Dy. No.138          Dated 20/01/2010, 

Rs 8,000/=           Dated 15/01/2010, 

Rs. 42,000/-         Dated 11/09/2015 

Pharmaceutical Group Cephalosporin 

Type of Form Form 5 

Finished Product Specification JP 

Pack Size & Demanded Price 1Ĭ5ôs / As DRAP Policy 

Approval status of product in Reference 

Regulatory Authorities 

Suprax 400 mg capsules by Lupin Pharma (USFDA 

Approved) 

Me ï too status Cefiget Capsule 400 mg by Getz Pharma 

(Reg#045118) 

GMP status last inspection report 22-06-2017 Firm was considered 

to be operating at reasonable level of compliance with 

GMP guidelines. 

Remarks of the Evaluator Section available. There are no products which are 

being contract manufactured on behalf of the applicant 

till to dat as per record. 

Decision: Approved. 

 



Minutes for 276
th
 Registration Board Meeting                                                                                                    82 

 

171.  Name and address of the Manufacturer / 

Applicant 

 

Contract Manufacturing 

Applicant: Gillman Pharmaceuticlas, 41/2-A, Phase I 

& II, Industrial Estate, Hattar, Pakistan 

Manufacturer: EG Pharmaceuticals, 13-A, Industrial 

triangle, Kahuta road, Islamabad. 

Brand Name + Dosage Form + Strength GILSPAN Capsule 200mg 

Composition Each capsule contains: 

Cefixime (as trihydrate)éé 200mg 

Diary No. Date of R & I & Fee Dy. No.283          Dated 11/11/2015, 

Rs. 50,000/-         Dated 11/11/2015, 

Pharmaceutical Group Cephalosporin 

Type of Form Form 5 

Finished Product Specification JP 

Pack Size & Demanded Price 1Ĭ5ôs / As DRAP Policy 

Approval status of product in Reference 

Regulatory Authorities 

CEFIXIMA NORMON 200 mg CAPSULAS by M/s 

Laboratorios Normon, S.A., Spain approved 

Me ï too status Soxime Capsule 200 mg by Swat Pharmaceuticals 

(Reg#060127) 

GMP status last inspection report 22-06-2017 Firm was considered 

to be operating at reasonable level of compliance with 

GMP guidelines. 

Remarks of the Evaluator Section available 

There are no products which are being contract 

manufactured on behalf of the applicant till to dat as 

per record. 

Decision: Approved. 

172.  Name and address of the Manufacturer / 

Applicant 

 

Contract Manufacturing 

Applicant: Gillman Pharmaceuticlas, 41/2-A, Phase I 

& II, Industrial Estate, Hattar, Pakistan 

Manufacturer: EG Pharmaceuticals, 13-A, Industrial 

triangle, Kahuta road, Islamabad. 

Brand Name + Dosage Form + Strength GILSPAN dry powder for suspension 100mg/5ml 

Composition Each 5ml contains: 

 Cefixime (as trihydrate)éé. 100mg 

Diary No. Date of R & I & Fee Dy. No.139          Dated 20/01/2010, 

Rs 8,000/=           Dated 15/01/2010, 

Rs. 42,000/-         Dated 11/09/2015 

Pharmaceutical Group Cephalosporin 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 1ôs (30ml bottle) / As DRAP Policy 

Approval status of product in Reference 

Regulatory Authorities 

Cefixime by Aurobindo Pharma (USFDA Approved)  

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

(Reg.#010429 )  

GMP status last inspection report 22-06-2017 Firm was considered 

to be operating at reasonable level of compliance with 

GMP guidelines. 

Remarks of the Evaluator Section available 

There are no products which are being contract 

manufactured on behalf of the applicant till to dat as 

per record. 

Decision: Approved. 

173.  Name and address of the Manufacturer / 

Applicant 

 

Contract Manufacturing 

Applicant: Gillman Pharmaceuticlas, 41/2-A, Phase I 

& II, Industrial Estate, Hattar, Pakistan 

Manufacturer: EG Pharmaceuticals, 13-A, Industrial 

triangle, Kahuta road, Islamabad. 

Brand Name + Dosage Form + Strength GILSPAN dry powder for suspension 200mg/5ml 
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Composition Each 5ml contains: 

 Cefixime (as trihydrate)éé. 200mg 

Diary No. Date of R & I & Fee Dy. No.285          Dated 11/11/2015, 

Rs. 50,000/-         Dated 11/11/2015 

Pharmaceutical Group Cephalosporin 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 1ôs (30ml bottle) / As DRAP Policy 

Approval status of product in Reference 

Regulatory Authorities 

Cefixime by Aurobindo Pharma (USFDA Approved)  

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

Hodgson (Reg.#024634)  

GMP status last inspection report 22-06-2017 Firm was considered 

to be operating at reasonable level of compliance with 

GMP guidelines. 

Remarks of the Evaluator Section available 

There are no products which are being contract 

manufactured on behalf of the applicant till to dat as 

per record. 

Decision: Approved. 

174.  Name and address of the Manufacturer / 

Applicant 

M/s Novamed Pharmaceuticals Pvt. Ltd., 

28-Km Ferozpur Road, Lahore 

Brand Name + Dosage Form + Strength VITAMOL -P film coated tablet 37.5mg/325mg 

Composition Each film coated tablet contains: 

Tramadol (as HCL)éé..37.5mg 

Paracetamolééééé...325mg 

Diary No. Date of R & I & Fee Dy. No.130          Dated 03/12/2015, 

Rs. 20,000/-         Dated 03/12/2015 

Pharmaceutical Group Opioid Analgesic/antipyretic & analgesic 

Type of Form Form 5 

Finished Product Specification USP 

Pack Size & Demanded Price 2Ĭ5ôs 

As per SRO 

Approval status of product in Reference 

Regulatory Authorities 
Ultracet by Janssen (USFDA) 

Me ï too status Distalgesic Tablets by Atco laboratories, Karachi (R. 

No. 073865) 

GMP status last GMP inspection report 8-2-2017, Firm was 

considered to be operating at Good level of 

compliance with GMP guidelines.  

Remarks of the Evaluator ¶ Alternate brand names, Vitatram & Vitadol 

Decision: Approved. 
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b) Routine applications whose differential fee submitted upto 30th September, 2015 

i. New cases 

Evaluator PEC-II  

175.  Name and address of manufacturer / 

Applicant 

M/s Rotex Pharma (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Altiva 180mg Tablets 

Composition Each film coated  tablet contains: 

Fexofenadine hydrochlorideé180mg 

Diary No. Date of R& I & fee  Dy.No.4305,11-04-2011,  Rs. 8000/- 11-04-2011 

Rs.12,000/- 08-12-2014.  

Pharmacological Group Antihistamine 

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. 

Fexofenadine hydrochloride 180 mg Film-coated 

Tablets  by M/s Generics [UK] Limited t/a Mylan 

(MHRA approved) 

Me-too status  Fexamed 180mg Tablet by M/s OBS (Reg#081066) 

GMP status  Last Inspection report 17-3-2017 The panel concluded 

that the company is following GMP guidelines. 

Remarks of the Evaluator.  

Decision: Approved. 

176.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Atenol 25mg Tablets 

Composition Each film coated tablet contains: 

Atenolol ééééé 25mg 

Diary No. Date of R& I & fee  Dy.No.1013,28-10-2010,  Rs. 8000/- 17-01-2011 

Rs.12,000/- 05-11-2014  

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by USFDA 

Me-too status  Careeb 25mg Tablets by M/s  Shaheen Pharmaceuticals 

(Reg#036828) 

GMP status  Last Inspection report 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

177.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Paxet 20mg Tablets 

Composition Each film coated tablet contains: 

Paroxetine (as hydrochloride)é. 20 mg 

Diary No. Date of R& I & fee  Dy.No.1003,28-10-2010,  Rs. 8000/- 17-01-2011 

Rs.12,000/- 29-12-2014  

Pharmacological Group Selective Serotonin Reuptake Inhibitor; 

Antidepressant. 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved in US-FDA 
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Me-too status  Seroxat 20 mg tab by GSK Pharma 

GMP status  Last Inspection report 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

178.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Atenol 100mg Tablets 

Composition Each film coated tablet contains: 

Atenolol ééééé 100mg 

Diary No. Date of R& I & fee  Dy.No.1011,28-10-2010,  Rs. 8000/- 17-01-2011 

Rs.12,000/- 05-11-2014  

Pharmacological Group Antihypertensive 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Rocard 100mg Tablets by Rock Pharmaceuticals 

Laboratories, (Pvt) Ltd. (Reg. No. 064209) 

GMP status  Last Inspection report 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

179.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Claritus 250mg Tablets 

Composition Each film coated tablet contains:- 

Clarithromycin éé250mg 

Diary No. Date of R& I & fee  Dy.No.714,05-10-2011,  Rs. 8000/- 05-10-2011 

Rs.12,000/- 05-11-2014  

Pharmacological Group Macrolide antibiotic 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 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 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

180.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Erythro 250mg Tablets 

Composition Each film coated tablet contains:- 

Erythromycin (as stearate) ééé..é250mg 

Diary No. Date of R& I & fee  Dy.No.715,05-10-2011,  Rs. 8000/- 05-10-2011 

Rs.12,000/- 05-11-2014  

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by MHRA of UK 
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Me-too status  Erythin Tablets of M/s Webros Pharmaceuticals 

(Reg.#032819) 

GMP status  Last Inspection report 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

181.  Name and address of manufacturer / 

Applicant 

M/s. Shrooq Pharma(Pvt.) Ltd, Lahore. 

Brand Name +Dosage Form + Strength Zuclo Tablet 10mg 

Composition Each film coated tablet contains:- 

Zuclopenthixol (as dihdrochloride)ééé10mg 

Diary No. Date of R& I & fee  Dy.No.8392,14-09-2010,  Rs. 8000/- 14-09-2010 

Rs.12,000/- 31-03-2015  

Pharmacological Group Anti psychotic Drugs 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Lopix Tablet 10 mg of M/s Saydon Pharmaceuticals 

Industries Ltd., (Reg.#079399) 

GMP status  Last inspection conducted on 07-06-2017 & 30-08-2017 

recommending the renewal of DML 

Remarks of the Evaluator.  

Decision: Approved. 

182.  Name and address of manufacturer / 

Applicant 

M/s. Welwrd Pharmaceuticals, Hattars 

Brand Name +Dosage Form + Strength Dizowrd50mg Capsules 

Composition Each capsule contains:- 

Diacerinéééé50mg 

Diary No. Date of R& I & fee  Dy.No.721,21-09-2011,  Rs. 8000/- 21-09-2011 

Rs.12,000/- 30-12-2014  

Pharmacological Group Drugs affecting bone metabolism 

Type of Form Form 5 

Finished product Specification Manufacturers specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by Austria 

Me-too status  Dicerin 50 mg capsule by Genome Pharma 

GMP status  Last GMP Inspection of M/s Welward Pharma 

Conducted on 14-06-2017 with conclusive remarks of 

cGMP compliance 

Remarks of the Evaluator.  

Decision: Registration Board keeping in view the approval status of Diacerein capsule 50mg 

by Austrian Agency for Health and Food Safety (reference regulatory authority as per 

decision of Registration Board), the Registration Board approved the formulation of 

Diacerein 50mg capsule with Innovatorôs specification only for the following clinical 

indication.  

¶ Treatment of symptoms of osteoarthritis of the hip or knee joint.  

183.  Name and address of manufacturer / 

Applicant 

M/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad 

Brand Name +Dosage Form + Strength Lotansin 50mg Tablets 

Composition Each film coated tablet contains:- 

Losartan potassium é.. 50mg 

Diary No. Date of R& I & fee  Dy.No.1009, 28-10-2010,  Rs. 8000/- 17-01-2011 

Rs.12,000/- 05-11-2014  
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Pharmacological Group Angiotensin II Receptor Antagonist 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Parlak Tablets 50 mg by M/s Ambrosia Pharmaceuticals 

(Reg. No. 069969) 

GMP status  Last Inspection report 01-08-2017 concluding GMP 

compliant status 

Remarks of the Evaluator.  

Decision: Approved. 

184.  Name and address of manufacturer / 

Applicant 

M/s. Dyson Research laboratories, Lahore. 

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

Composition Each capsule contains:- 

Olanzapineééé..12mg 

Fluoxetine (as hydrochloride)é..25mg 

Diary No. Date of R& I & fee  Dy.No.1479,15-01-2011,  Rs. 8000/- 01-02-2011 

Rs. 12,000/- 24-07-2014 

Pharmacological Group Anti-psychotic and a selective serotonin reuptake 

inhibitor 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Symbyax by Eli Lilly (USFDA Approved) 

 

Me-too status  Olanco by Genome 

GMP status  Last inspection report 1-8-2017with conclusion ñpanel 

recommended issuance of GMP certificate to the firm.ò 

Remarks of the Evaluator.  

Decision: Approved 

 

 

Evaluator PEC-VI  

185.  

Name and address of manufacturer / 

Applicant 
M/s Saffron Pharmaceuticals, Faisalabad 

Brand Name +Dosage Form + Strength Microcid 400mg/250ml IV Infusion 

Composition 
Each 250ml contains: 

Moxifloxacin as HCléé.400mg 

Diary No. Date of R& I & fee  
Dy. No.917; 21-5-2011 ; Rs.12,000/- (2-3-2015), 

Rs.8,000; 16-5-2011 

Pharmacological Group Fluroquinolones 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 1ôs vial of 250ml, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 
MHRA approved 

Me-too status  Adloxin by High-Q 

GMP status  
Last Inspection report 13-10-2017 The panel 

recommends for the grant of renewal of DML.   

Remarks of the Evaluator. 
 

Decision: Approved 
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i. Deferred cases 

Evaluator PEC-VI  

186.  Name and address of manufacturer / 

Applicant 

M/s Fynk Pharmaceuticals, Lahore 

Brand Name +Dosage Form + Strength Derox tablet 500mg 

Diary No. Date of R& I & fee  Each delayed release tablet contains: 

Divalproex sodium eq to Valproic acidé.500mg 

Composition Dy. No.3557; 8-9-2015; Rs.12,000/- (17-3-2015); 

Rs.8,000/- (23-05-2012) 

Pharmacological Group Anti-Epileptics 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specification 

Pack size &  Demanded Price 10x10ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Not Provided 

Me-too status  Valprosim by Vega 

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

concludes that firm is complying most of the cGMP 

Guidelines and exhibit positive approach towards 

compliance. 

Remarks of the Evaluator. Inspection report does not fall within 1 year 

International availability in Reference Regulatory 

Authority could not be confirmed. 

Previous Decision: Deferred in 274 meeting due to  

a) Last GMP inspection report conducted within a year. 

b) Evidence of approval in reference regulatory authorities. 

Remarks:                       

Firm has changed the formulation as each delayed release tablet contains:                      

Divalproex sodium eq to Valproic avidéé.500mg 

 

The above formulation is approved in USFDA and me too is  Volpar 250mg CRTablets. 

Firm has submitted last inspection report 20-9-2017 with conclusion ñOverall condition of the firm 

is satisfactory 

Decision: Approved with USP specifications. 



Minutes for 276
th
 Registration Board Meeting                                                                                                    89 

 

Case No.02: Registration Applications of Newly Granted DML or New Section.  

a) DML (Drug Manufacturing License(s) 

Evaluator PEC-XII  
 

Case No. 1. M/s T.N Pharmaceuticals (Pvt) Ltd, Lahore.  (New Licence) 

M/s T.N Pharmaceuticals (Pvt) Ltd was issued new DML for Tablet (General) and Capsule (General 

Section) dated 19-07-2017. Now the firm has applied for products in general tablet and capsule section vide 

letter No. F.8-6/2013-Reg-V 

The following applications have been evaluated and presented before the Board. 

 

Sr. No Section No. of products No. of molecules 

1 Tablet section (General) 17 10 

2 Capsule section (General) 16 10 
 

Tablet (General) Section 

17 products/ 10 molecules 

187.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals Pvt Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CIPROTIN TABLET 250mg  

Diary No. Date of R& I & fee  Diary No:17113, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin (as hydrochloride)é250mg 

Pharmacological Group Antibiotics (Fluoroquinolones)  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO / 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Cipro 250mg Tablet by M/s Bayer Health Care 

Pharmaceuticals Inc.USA & Germany (USFDA Approved) 

Me-too status  Mercip 250mg tablet by M/s Merck (Reg#024601) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with change of brand name. 

188.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals Pvt Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength   CIPROTIN TABLET 500mg  

Diary No. Date of R& I & fee  Diary No:17114, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Ciprofloxacin (as hydrochloride)é500mg 

Pharmacological Group Antibiotics (Fluoroquinolones)  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO / 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Cipro 250mg Tablet by M/s Bayer Health Care 

Pharmaceuticals Inc.USA & Germany (USFDA Approved) 

Me-too status  Mercip 500mg Tablet by M/s Merck (Reg#024602) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with change of brand name. 

189.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals Pvt Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LEVOTIN TABLET 250mg  

Diary No. Date of R& I & fee  Diary No: 17102, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin (as hemihydrate)é250mg 

Pharmacological Group Antibiotics (Fluoroquinolones)  

Type of Form Form-5 
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Finished Product Specification USP  

Pack size &  Demanded Price As per SRO / 10ôs 

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 DML granted  19/7/2017 

Remarks of the Evaluator.  

 

Decision: Approved. 

190.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength LEVOTIN TABLET 500mg  

Diary No. Date of R& I & fee  Diary No:17103, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Levofloxacin (as hemihydrate)é500mg 

Pharmacological Group Antibiotics (Fluoroquinolones)  

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/ 10ôs 

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

191.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength AMLODO-PLUS TABLET 5mg/160mg 

Diary No. Date of R& I & fee  Diary No:17098, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Amlodipine (as besylate)é5mg 

Valsartané160mg  

Pharmacological Group Calcium Channel Blocker /Angiotensin II antagonist 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/14ôs & 28ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Amlodipine / Valsartan 5 mg / 160 mg film-coated tablets 

by M/s  Winthrop Pharmaceuticals UK Limited (MHRA 

Approved) 

Me-too status  Exforge 5/160mg Film Coated Tablets by M/s Novartis 

Pharmaceuticals (Reg# 047570 )  

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

192.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength AMLODO-PLUS TABLET 10mg/160mg 

Diary No. Date of R& I & fee  Diary No:17099, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Amlodipine (as besylate)é10mg 

Valsartané160mg  

Pharmacological Group Calcium Channel Blocker /Angiotensin II antagonist 

Type of Form Form-5 

Finished Product Specification USP  
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Pack size &  Demanded Price As per SRO/14ôs & 28ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Amlodipine / Valsartan 10 mg / 160 mg film-coated tablets 

by M/s  Winthrop Pharmaceuticals UK (MHRA Approved) 

Me-too status  Exforge 10/160mg Film Coated Tablets by M/s Novartis 

Pharmaceuticals (Reg# 047571 )  

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

193.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals Pvt Ltd. 

Plot No.264-C, Sunder Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength TERAMAL-PLUS TABLET 37.5mg/325mg 

Diary No. Date of R& I & fee  Diary No:17100, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Tramadol hydrochlorideé37.5mg 

Paracetamolé325mg  

Pharmacological Group Opiate Analogue/ Analgesic 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/10ôs & 20ôs   

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

194.  

 

Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength UROSTAT TABLET 40mg  

Diary No. Date of R& I & fee  Diary No: 17105 , 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Febuxostaté40mg 

Pharmacological Group Xanthine Oxidase Inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO / 20ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Uloric 40mg Tablet by M/s Takeda Pharms, USFDA 

Approved 

Me-too status  Febuxin 40mg Tablet by M/s  AGP (Pvt.) Ltd.(Reg# 

081104) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

195.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength UROSTAT TABLET 80mg  

Diary No. Date of R& I & fee  Diary No:17106, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Febuxostaté80mg 

Pharmacological Group Xanthine Oxidase Inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO / 20ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Uloric 80mg Tablet by M/s Takeda Pharms, USFDA 

Approved 
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Me-too status  Febuxin 80mg Tablet by M/s  AGP Pvt. Ltd. (Reg# 

081105) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

196.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DIABETICS PLUS TABLET 50mg/500mg  

Diary No. Date of R& I & fee  Diary No:17108, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)é 50mg 

Metformin hydrochlorideé500mg 

Pharmacological Group Biguanide + Dipeptidyl Peptidase 4 Inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO /10ôs,14,s & 30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Janumet 50mg/500mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/500mg Tablet by M/s Martin Dow 

pharmaceuticals             

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

197.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DIABETICS PLUS TABLET 50mg/1000mg  

Diary No. Date of R& I & fee  Diary No:17107, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate)...50mg 

Metformin hydrochlorideé1000mg 

Pharmacological Group Biguanide + Dipeptidyl Peptidase 4 Inhibitor 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO /10ôs,14,s & 30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Janumet 50mg/1000mg Tablets by M/s Merck  

(USFDA approved) 

Me-too status  Duvel Plus 50mg/1000mg Tablet by M/s Martin Dow 

pharmaceuticals 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

198.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength URO-DIAS 10mEq  

Diary No. Date of R& I & fee  Diary No:17104, 05/10/2017, Rs. 20,000/- 

Composition Each extended release tablet contains: 

Potassium citrateé10mEq  

Pharmacological Group Potassium Supplement (to control Uric acid and Cystine 

kidney stones) 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/30ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Urocit-K (Potassium Citrate) Extended-release tablets 

5mEq by M/s Mission Pharma (USFDA Approved) 

Me-too status  Exocit XR 10mEq extended release tablet by M/s Vision 

(Reg#080827) 
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GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

199.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength RENALTIN TABLET 400mg 

Diary No. Date of R& I & fee  Diary No:17109, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Sevelamer hydrochlorideé400 mg 

Pharmacological Group Drug for treatment of hyperkalemia & hyperphosphatemia 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO/30ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Renagel 400mg Tablet by M/s Genzyme Europe B.V. 

(Ireland Approved) 

Me-too status  Foseal-400 Tablets by M/s Sncura Enterprises Pakistan 

(Pvt) Ltd (Reg#081282) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

200.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength RENALTIN TABLET 800mg 

Diary No. Date of R& I & fee  Diary No:17110, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Sevelamer hydrochlorideé800 mg 

Pharmacological Group Drug for treatment of hyperkalemia & hyperphosphatemia 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO/30ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Sevelamer carbonate 800 mg Film-coated Tablets by M/s 

Teva UK Limited (MHRA Approved) 

Me-too status  Renamer 800mg Tablet by M/s Ciba Pharmaceuticals 

(Reg# 081580) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

201.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CALVIT -D PLUS  TABLET 500mg/125 IU 

Diary No. Date of R& I & fee  Diary No:17112, 05/10/2017, Rs. 20,000/- 

Composition Each film coated tablet contains: 

Calcium Carbonate 1250mg eq.to Calcium é 500mg 

Vitamin D3 (Cholecalciferol)é125 IU (0.003125mg) 

Pharmacological Group Calcium Supplement/ vitamin D 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO /30ôs & 50ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Oyster Shell Calcium Tablet by M/s McKesson 

Corporation (Dailymed, USA) different formulation 

Me-too status  Qalsan D Chewable Tablet  by M/s Novartis Pharma 

(Reg#055081) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator. ¶ Approval status of applied formulation in Reference 

Regulatory Authorities could not be confirmed. 

(Formulation approved and available on Dailymed database 
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has not the same formulation as applied by the firm.) 

¶ Approved in me-too as chewable tablet. 

Decision: Deferred for evidence of approval of applied formulation in Reference Regulatory 

Authorities. 

202.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength CALVIT -D  TABLET 125mg/500 IU 

Diary No. Date of R& I & fee  Diary No:17111, 05/10/2017, Rs. 20,000/- 

Composition Each Chewable Tablet Contains: 

Elemental Calcium (as Calcium Lactate Pentahydrate and 

Calcium Phosphate)é125mg 

Vitamin D3 (Cholecalciferol)é500 IU 

Pharmacological Group Calcium Supplement/ vitamin D 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO/50ôs   

Approval status of product in 

Reference Regulatory Authorities. 

Euro-Cal D Tablet by M/s Euro Pharma International 

Canada. not confirmed 

Me-too status  De-Calc plus chewable Tablet by M/s Schazoo Pharma, 

(Reg#013085)  

GMP status  New DML granted  

19/7/2017 

Remarks of the Evaluator. ¶ Approval status of applied formulation in Reference 

Regulatory Authorities could not be confirmed. 

Decision: Deferred for evidence of approval of applied formulation in Reference Regulatory 

Authorities. 

203.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MONTELU-FEX  TABLET 10mg/120mg 

Diary No. Date of R& I & fee  Diary No:17101, 05/10/2017, Rs. 20,000/- 

Composition Each Tablet Contains: 

Montelukast(as sodium)é10mg  

Fexofenadine hydrochlorideé.120mg 

Pharmacological Group Leukotriene receptor antagonist /Antihistamine 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specifications  

Pack size &  Demanded Price As per SRO/10ôs &  20ôs  

Approval status of product in 

Reference Regulatory Authorities. 

MONTI FX 10mg/120mg Tablet by M/s Abbot 

Laboratories, India (MCI and FDA Approved) not 

confirmed 

Me-too status  MONT FEX 10mg/120mg Tablet by M/s Everest Pharma, 

Islamabad. Not confirmed 

GMP status  New DML granted  

19/7/2017 

Remarks of the Evaluator. ¶ Approval status of applied formulation in Reference 

Regulatory Authorities not confirmed. 

¶ Me-too status not confirmed. 

Decision: Deferred for following reasons: 

i. Evidence of approval of applied formulation in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board  

ii. Evidence of applied formulation/drug already approved by DRAP (generic / me-

too status) alongwith registration number, brand name and name of firm 
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Capsule (General) Section 

16 products/ 10 molecules 

204.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DETRODINE  CAPSULE 4mg  

Diary No. Date of R& I & fee  Diary No:17095, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Tolterodine Tartrate Sustained  Release Pellets 2% eq.to 

Tolterodineé4mg  

Pharmacological Group Drug for urinary frequency and incontinence 

Type of Form Form 5 

Finished Product Specification Manufacturerôs specifications 

Pack size &  Demanded Price As per SRO/ 30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Detrol LA (tolterodine tartrate extended release capsules) 

by M/s Pharmacia And Upjohn (USFDA Approved) 

Me-too status  DETRUSITOL SR 4mg capsule by M/s 

Pfizer,(Reg#053805) 

GMP status  New DML granted  

19/7/2017 

Remarks of the Evaluator. ¶ Source of pellets: 

M/s Zen Bio-Tech Pvt. Ltd,  

PlotNo.195/4, PhaseII, I.D.A, Cherlapally, Medchal 

District-500 051, Telangana, India. 

¶ GMP certificate valid till 14-03-2018. 

¶ GMP certificate does not state the name of Tolterodine 

tartrate Extended Release Pellets 2%w/w.  

¶ COA from supplier attached of of Tolterodine tartrate 

Extended Release Pellets 2%w/w. 

¶ Accelerated stability study and Real time stability 

study report of 3 batches for pellets not submitted by 

the firm.  

¶ Fee challan for import of pellets not submitted by the 

firm. 

Decision: Deferred for following submissions  

i. Real time and accelerated stability study data of 3 batches of Tolterodine tartrate 

Extended Release Pellets 2%w/w, conducted according to the requirements of zone IV-A. 

ii. Differential fee of Rs.80,000/- for import of pellets. 

205.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DEPRIFLOX CAPSULE  3mg/25mg  

Diary No. Date of R& I & fee  Diary No:17094, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Olanzapineé.3mg 

Fluoxetine (as hydrochloride)é25mg 

Pharmacological Group Antipsychotic/Antidepressant 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO/14ôs 

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

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

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength DEPRIFLOX CAPSULE  6mg/25mg  

Diary No. Date of R& I & fee  Diary No:17093, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Olanzapineé.6mg 

Fluoxetine (as hydrochloride)é25mg 

Pharmacological Group Antipsychotic/Antidepressant 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO/14ôs 

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

207.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PROZEK CAPSULE 20mg  

Diary No. Date of R& I & fee  Diary No:17091, 05/10/2017, 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 As per SRO/10ôs & 14ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Prilosec by Astrazeneca Pharmaceuticals in USA  

Me-too status  Efome by M/s. Efroze  

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved with change of brand name. 

208.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PROZEK CAPSULE 40mg  

Diary No. Date of R& I & fee  Diary No:17092, 05/10/2017, 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 As per SRO/ 14ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Nexium (Esomeprazole 40 mg) USA Astrazeneca  

Me-too status  Nexum (40 mg Capsule) Getz Pharma Karachi. 

(Reg#033891) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved with change of brand name. 

209.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength AZOLIDE CAPSULE 250mg  

Diary No. Date of R& I & fee  Diary No:17084, 05/10/2017, Rs. 20,000 
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Composition Each capsule contains 

Azithromycin (as dihydrate)é250mg 

Pharmacological Group Macrolide (Antibiotics) 

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/ 6ôs & 10ôs 

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

210.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength URICAP CAPSULE 0.4mg  

Diary No. Date of R& I & fee  Diary No:17083, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Tamsulosin hydrochlorideé0.4mg 

(as sustained release pellets 0.2% ) 

Pharmacological Group Ŭ1-Adrenergic blocking agent  

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/ 20ôs & 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Flomax 0.4mg capsule by M/s Boehringer Ingelheim 

Pharmaceuticals (USFDA Approved) 

Me-too status  Tamflo 0.4mg SR Capsule by M/s  Genome 

Pharmaceutical (Reg#074562) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved. 

211.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength GABATIN CAPSULE 75mg  

Diary No. Date of R& I & fee  Diary No:17088, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Pregabaliné75mg 

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished Product Specification Manufacturerôs  Specifications 

Pack size &  Demanded Price As per SRO/ 14ôs & 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

LYRICA 75mg Capsule by M/s Pfizer, US 

Me-too status  GABICA Capsule 75mg by M/s Getz Pharma, Karachi. 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

212.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength GABATIN CAPSULE 150mg  

Diary No. Date of R& I & fee  Diary No:17089, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Pregabaliné150mg 

Pharmacological Group Antiepileptic 

Type of Form Form 5 
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Finished Product Specification Manufacturerôs  Specifications 

Pack size &  Demanded Price As per SRO/ 14ôs  

Approval status of product in 

Reference Regulatory Authorities. 

LYRICA 150mg Capsule by M/s Pfizer, US 

Me-too status  GABICA Capsule 150mg by M/s Getz Pharma, Karachi. 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

 

213.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength GABATIN CAPSULE 300mg  

Diary No. Date of R& I & fee  Diary No:17090, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Pregabaliné300mg 

Pharmacological Group Antiepileptic 

Type of Form Form 5 

Finished Product Specification Manufacturerôs  Specifications 

Pack size &  Demanded Price As per SRO/ 14ôs 

Approval status of product in 

Reference Regulatory Authorities. 

LYRICA 300mg Capsule by M/s PF PRISM CV (USFDA 

Approved) 

Me-too status  Xilica 300mg Capsule by M/s PharmEvo (Reg#080634) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

 

214.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PROFENAC CAPSULE 100mg  

Diary No. Date of R& I & fee  Diary No:17097, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Ketoprofené100mg 

Pharmacological Group NSAID (non-steroidal anti-inflammatory drug) 

Type of Form Form 5 

Finished Product Specification BP 

Pack size &  Demanded Price As per SRO/ 30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

Ketoprofen Capsules BP 100mg. by M/s Ennogen Pharma 

Limited MHRA approved 

Me-too status  ORUVAIL 100mg Capsule by M/s M&B 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

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

(generic / me-too status) alongwith registration number, brand name and name of firm as 

submitted reference is of sustained release capsules while firm has applied for immediate 

release formulation. 

 

215.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength PROFENAC CAPSULE 200mg  

Diary No. Date of R& I & fee  Diary No:17096, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Ketoprofené200mg 

Pharmacological Group NSAID (non-steroidal anti-inflammatory drug) 

Type of Form Form 5 

Finished Product Specification BP 
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Pack size &  Demanded Price As per SRO/ 30ôs 

Approval status of product in 

Reference Regulatory Authorities. 

ORUVAIL 200mg Capsule by M/s Wyeth Pharms Inc, 

USFDA approved 

(approved as extended release capsule) 

Me-too status  Gabrilen SR Capsule by M/s Akhai (Reg# 070511) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator. ¶ Approved in USFDA as extended release capsule. 

¶ Approved as me-too as extended release capsule. 

Decision: Deferred for clarification of dosage form as reference products are available as 

extended release capsule whereas firm has applied for immediate release capsules. 

216.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength MUSCOLITE CAPSULE 4mg  

Diary No. Date of R& I & fee  Diary No:17085, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Thiocolchicosideé4mg 

Pharmacological Group Muscle Relaxant 

Type of Form Form 5 

Finished Product Specification Manufacturerôs  Specifications 

Pack size &  Demanded Price As per SRO/ 20ôs 

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 DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 

217.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength FLUTIN CAPSULE 20mg  

Diary No. Date of R& I & fee  Diary No:17086, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Fluvastatin (as sodium)é20mg 

Pharmacological Group Antihyperlipidemic 

Type of Form Form 5 

Finished Product Specification USP 

Pack size &  Demanded Price As per SRO/ 28ôs 

Approval status of product in 

Reference Regulatory Authorities. 

LESCOL 20mg Capsule by M/s Novartis Pharmaceuticals 

UK Ltd (MHRA Approved) 

Me-too status   Free-flo Capsules 20mg by M/s) Werrick Pharmaceuticals 

(Reg#041841) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

218.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength FLUTIN CAPSULE 40mg  

Diary No. Date of R& I & fee  Diary No:17087, 05/10/2017, Rs. 20,000 

Composition Each capsule contains 

Fluvastatin (as sodium)é40mg 

Pharmacological Group Antihyperlipidemic 

Type of Form Form 5 

Finished Product Specification USP  

Pack size &  Demanded Price As per SRO/ 28ôs 
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Approval status of product in 

Reference Regulatory Authorities. 

LESCOL 40mg Capsule by M/s Novartis Pharmaceuticals 

UK Ltd (MHRA Approved) 

Me-too status   Free-flo Capsules 20mg by M/s) Werrick Pharmaceuticals 

(Reg#041840) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved. 

219.  Name and address of manufacturer / 

Applicant 

M/s T.N Pharmaceuticals (Pvt) Ltd. Plot No.264-C, Sunder 

Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength IROFER CAPSULE 100mg/0.35mg  

Diary No. Date of R& I & fee  Diary No:17082, 05/10/2017, Rs. 20,000 

Composition Each capsule contains: 

Iron III Hydroxide Polymaltose eq.to Ironé100mg 

Folic acidé0.35mg 

Pharmacological Group Haematinic 

Type of Form Form 5 

Finished Product Specification Manufacturerôs  Specifications 

Pack size &  Demanded Price As per SRO/ 10ôs 

Approval status of product in 

Reference Regulatory Authorities. 

N/A 

Me-too status   Inofer-F Capsule by M/s Kaizen Pharmaceuticals 

(Reg#073651) 

GMP status  New DML granted 19/7/2017 

Remarks of the Evaluator.  

Decision: Approved with Innovatorôs specifications. 
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Evaluator PEC-VIII  

Case No. 4:      M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, Street No. S-3, RCCI, 

National Industrial Zone, Rawat, Islamabad. 

Following registration dossiers have been received vide letter No. F.6-2/2016 (Reg-III) dated 11
th
 

September, 2017stating that Central Licensing Board in its 254
th
 meeting, granted approval of 

following 11 sections to M/s Evolution Pharmaceuticals (Pvt) Ltd. 

¶ Tablet (General) 

¶ Capsule (General) 

¶ Sachet (General) 

¶ Dry suspension(general) 

¶ Topical section (Cream/Ointment/Gel/Solution/Lotion) (General) 

¶ Capsule(cephalosporin) 

¶ Dry suspension(cephalosporin) 

¶ Dry vial Injection(cephalosporin) 

¶ Capsule(penicillin) 

¶ Dry suspension(penicillin) 

¶ Dry vial Injection(penicillin) 
 

Now the firm has applied for following 

 

 

 

 

 

 

The details of molecules and products of tablet section which were considered in previous meeting is as 

under: 

Sr. No Section No. of products/molecules 

considered  

No. of products/molecules 

remaining 

1 Tablet (General) 21-P/05-M 10-P/04-M 
 

Sr. No Section No. of 

products 

No. of 

molecules 

1 Tablet (General) 34 10 

2 Sachet (General) 10 09 

3 Dry suspension(general) 13 09 

Tablet (general): 

Products:10  , Molecules: 04 

220.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 

26, St.#S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name+Dosage Form+Strength Dexevo Tablets 300 mg 

Composition Each film coated tablet contains 

Dexibuprofenéé300 mg 

Diary No. Date of R&I & fee DyNo.13832; 30-08-2017; Rs. 20000/- 

Pharmacological Group Propionic Acid derivatives 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 10ôs & 30ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Seractil 300 mg Tablets of Gebro Pharma. Austria 

(MHRA) 

Me-too status Obsprufen 300 mg Tablets of OBS 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Firm has claimed manufacturer specifications but has not 

submitted the data as required by the decision of 267
th
 

meeting of registration board and applied formulation is 

not present in available USP and BP. 

Decision: Approved with innovatorôs specification. 
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221.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

Street# S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad. 

Brand Name+Dosage Form+Strength Dexevo Tablets 400 mg 

Composition Each film coated tablet contains 

Dexibuprofenéé400 mg 

Diary No. Date of R&I & fee DyNo.13831; 30-08-2017; Rs. 20000/- 

Pharmacological Group Propionic Acid derivatives 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 10ôs & 30ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Seractil 400 mg Tablets of Gebro Pharma. Austria 

(MHRA) 

Me-too status Obsprufen 400 mg Tablets of OBS 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Firm has claimed manufacturer specifications but has 

not submitted the data as required by the decision of 

267
th
 meeting of registration board and applied 

formulation is not present in available USP and BP. 

Decision: Approved with innovatorôs specification. 

222.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

Street# S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad. 

Brand Name+Dosage Form+Strength Zilment Tablets 10 mg 

Composition Each film coated tablet contains 

Memantine HClé.é10 mg 

Diary No. Date of R&I & fee DyNo.13857; 30-08-2017; Rs. 20000/- 

Pharmacological Group NMDA Receptor Antagonist 

Type of Form Form-5 

Finished Product Specification USP Specifications 

Pack Size & Demanded Price 10ôs, 14ôs, 20ôs, 30ôs & 56ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Memantine Torrent 10 mg Tablets of Torrent Pharma., 

UK (MHRA) 

Me-too status Stir-up 10 mg Tablets of Nabiqasim 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved  

223.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

Street# S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad. 

Brand Name+Dosage Form+Strength Zilment Tablets 20 mg 

Composition Each film coated tablet contains 

Memantine HClé.é20 mg 

Diary No. Date of R&I & fee DyNo.13856; 30-08-2017; Rs. 20000/- 

Pharmacological Group NMDA Receptor Antagonist 

Type of Form Form-5 

Finished Product Specification USP Specifications 

Pack Size & Demanded Price 10ôs, 14ôs, 20ôs, 30ôs & 56ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Memantine Torrent 20 mg Tablets of Torrent Pharma., 

UK (MHRA) 

Me-too status Rement 20 mg Tablets of High-Q pharmaceuticals 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved  
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224.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Zilment Tablets 5 mg 

Composition Each film coated tablet contains 

Memantine HClé.é5 mg 

Diary No. Date of R&I & fee DyNo.13852; 30-08-2017; Rs. 20000/- 

Pharmacological Group NMDA Receptor Antagonist 

Type of Form Form-5 

Finished Product Specification USP Specifications 

Pack Size & Demanded Price 10ôs, 14ôs, 20ôs, 30ôs & 56ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Memantine Torrent 5 mg Tablets of Torrent Pharma., UK 

(MHRA) 

Me-too status Stir-up 5mg Tablets of Nabiqasim 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved. 

225.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Sumigra Tablets 25 mg 

Composition Each film coated tablet contains 

Sumatriptan (as succinate)é.é25 mg 

Diary No. Date of R&I & fee DyNo.13853; 30-08-2017; Rs. 20000/- 

Pharmacological Group 5 HT1 Agonist 

Type of Form Form-5 

Finished Product Specification As per USP 

Pack Size & Demanded Price 2ôs, 6ôs, 10ôs & 12ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Imitrex 25 mg Tablets of GSK, USA (USFDA) 

Me-too status Sumig 25 mg Tablets of Hilton Pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with change of brand name. 

226.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Sumigra Tablets 50 mg 

Composition Each film coated tablet contains 

Sumatriptan (as Succinate)é.é50 mg 

Diary No. Date of R&I & fee DyNo.13855; 30-08-2017; Rs. 20000/- 

Pharmacological Group 5 HT1 Agonist 

Type of Form Form-5 

Finished Product Specification As per USP 

Pack Size & Demanded Price 2ôs, 6ôs, 10ôs & 12ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Imitrex 50 mg Tablets of GSK, USA (USFDA) 

Me-too status Sumig 50 mg Tablets of Hilton pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with change of brand name. 

227.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Sumigra Tablets 100 mg 

Composition Each film coated tablet contains 

Sumatriptan (as Succinate)é.é100 mg 

Diary No. Date of R&I & fee DyNo.13854; 30-08-2017; Rs. 20000/- 

Pharmacological Group 5 HT1 Agonist 
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Type of Form Form-5 

Finished Product Specification As per USP 

Pack Size & Demanded Price 2ôs, 6ôs, 10ôs & 12ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Imitrex 100 mg Tablets of GSK, USA (USFDA) 

Me-too status Sumig 100 mg Tablets of Hilton pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with change of brand name. 

228.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Evolin Tablets 400 mg 

Composition Each film coated tablet contains 

Linezolidé.é400 mg 

Diary No. Date of R&I & fee DyNo.13863; 30-08-2017; Rs. 20000/- 

Pharmacological Group Antibiotics 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 5ôs, 10ôs & 12ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Approved in USFDA (zyvox tablet 400mg) 

(but discontinued, however it is written that Federal 

Register determination that product was not discontinued 

or withdrawn for safety or efficacy reasons**) 

Me-too status Barizold tablet 400mg of Barrett Hodgson(Reg #076342) 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Firm has claimed manufacturer specifications but has not 

submitted the data as required by the decision of 267
th
  

meeting & the applied formulation does not exist in 

available USP & B.P. 

Decision: Approved with innovatorôs specifications. 

229.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Evolin Tablets 600 mg 

Composition Each film coated tablet contains 

Linezolidé.é600 mg 

Diary No. Date of R&I & fee DyNo.13862; 30-08-2017; Rs. 20000/- 

Pharmacological Group Antibiotics 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 5ôs, 10ôs & 12ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Zyvox 600 mg Tablets of Pharmacia & Upjohn Co. USA 

(USFDA) 

Me-too status Ecasil 600 mg Tablets by Sami Pharma (Pvt.)  Ltd. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Firm has claimed manufacturer specifications but has not 

submitted the data as required by the decision of 267
th
  

meeting & the applied formulation does not exist in 

available USP & B.P. 

Decision: Approved with innovatorôs specifications  

 

 

 

 



Minutes for 276
th
 Registration Board Meeting                                                                                                    105 

 

Sachet (general): 

Products:09  , Molecules: 08 

230.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Stronate Sachet 2 g 

Composition Each Sachet contains: 

Strontium Ranelate éé 2 g 

Diary No. Date of R&I & fee DyNo.14224; 07-09-2017; Rs. 20000/- 

Pharmacological Group Anti-osteoporotic 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 7ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Strontium Ranelate 2 g of Rivopharm Ltd, UK (MHRA) 

Me-too status Onita Sachet 2 g sachet of Pharmevo Pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Firm has claimed manufacturer specifications but has not 

submitted the data as required by the decision of 267
th
  

meeting & the applied formulation does not exist in 

available USP & B.P. 

Decision: Approved with innovatorôs specification. 

231.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Esmect Sachet 3 g 

Composition Each Sachet contains: 

Dioctahedral Smectite......3 g 

Diary No. Date of R&I & fee DyNo.14213; 07-09-2017; Rs. 20000/- 

Pharmacological Group Anti-diarrhoeal 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 30ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Approved in ANSM 

Me-too status Nexdrol 3 g sachet of Nexus Pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

232.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Evosal Sachet 

Composition Each Sachet contains: 

Sodium Chloride éééé..........  2.6 g 

Glucose Anhydrous é.ééé....13.5 g 

Potassium Chloride éééééé1.5 g 

Trisodium Citrate, Dihydrateéé. 2.9 g 

Diary No. Date of R&I & fee DyNo.14214; 07-09-2017; Rs. 20000/- 

 Pharmacological Group Electrolytes Replenisher 

Type of Form Form-5 

Finished Product Specification As per BP 

Pack Size & Demanded Price 20ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Oral Rehydration Salts (ORS) of Anisons International 

Ltd, UK (WHO & UNICEF Approved) 

Me-too status Dextrosol by P.D.H. Pharma 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with International Pharmacopoeia specifications. 
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233.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Fluva Sachet 3 g 

Composition Each Sachet contains: 

Fosfomycin (as trometamol)......3 g 

Diary No. Date of R&I & fee DyNo.14215; 07-09-2017; Rs. 20000/- 

Pharmacological Group Antibiotics 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 1ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Monuril 3 g of Zambon S.p.A., Italy (MHRA) 

Me-too status Monurol 3 g by Scharper Pharma (Pvt.) Ltd. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

234.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Omig Insta Sachet 40/1680mg 

Composition Each Sachet contains: 

Omeprazole......................40 mg 

Sodium bicarbonateé. 1680 mg 

Diary No. Date of R&I & fee DyNo.14216; 07-09-2017; Rs. 20000/- 

Pharmacological Group Proton Pump Inhibitor/Antacids 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 7ôs & 10ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Zegerid 40/1680 mg of Santarus Inc., USA (USFDA) 

Me-too status Risek Insta 40mg/1680mg Powder of Getz Pharma.  

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with USP specifications. 

235.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Omig Insta Sachet 20/1680mg 

Composition Each Sachet contains: 

Omeprazole......................20 mg 

Sodium bicarbonateé. 1680 mg 

Diary No. Date of R&I & fee DyNo.14217; 07-09-2017; Rs. 20000/- 

Pharmacological Group Proton Pump Inhibitor/Antacids 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 7ôs & 10ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Zegerid 20/1680 mg of Santarus Inc., USA (USFDA) 

Me-too status Risek Insta 20mg/1680mg Powder of Getz  

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with USP specifications. 

236.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Montevo Sachet 4 mg 

Composition Each Sachet contains: 

Montelukast (as sodium)......4 mg 

Diary No. Date of R&I & fee DyNo.14218; 07-09-2017; Rs. 20000/- 
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Pharmacological Group Leukotriene Receptor Antagonist  

Type of Form Form-5 

Finished Product Specification As per BP 

Pack Size & Demanded Price 14ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Singulair® Paediatric 4 mg Granules of Merck Sharp & 

Dohme Ltd., UK (MHRA) 

Me-too status Montika 4mg sachet by Sami Pharma (Pvt.) Ltd. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator ¶ Firm has claimed BP specification and the 

applied formulation is also present in USP. 

Decision: Approved. 

237.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Mucocyst Sachet 200 mg 

Composition Each Sachet contains: 

Acetylcysteine ......200 mg 

Diary No. Date of R&I & fee DyNo.14220; 07-09-2017; Rs. 20000/- 

Pharmacological Group Mucolytic Agent 

Type of Form Form-5 

Finished Product Specification Manufacturerôs Specifications 

Pack Size & Demanded Price 30ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Acetylcysteine 200 mg Powder For Oral Solution of NTC 

S.r.l., Italy (MHRA) 

Me-too status Mucolator 200 mg by Abbott Labs. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

238.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Megasol Sachet 

Composition Each Sachet contains: 

Macrogol 3350 ééééé.13.125 g 

Sodium Chloride é.éé0.3507 g 

Sodium Bicarbonate éé0.1785 g 

Potassium Chloride éé0.0466 g 

Diary No. Date of R&I & fee DyNo.14226; 07-09-2017; Rs. 20,000/- 

Pharmacological Group Osmotic Laxative 

Type of Form Form-5 

Finished Product Specification Manufacturer Specifications 

Pack Size & Demanded Price 10ôs ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Cosmocol Sachet of Stirling Anglian Pharmaceuticals 

Ltd., UK (MHRA) 

Me-too status PNK Sachet of Linta Pharmaceuticals 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved with innovatorôs specification. 

 

Dry suspension(general): 

Products:06, Molecules:04 

239.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

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

Composition Each 5 ml (after reconstitution) contains: 

Artemether ...........30 mg 

Lumefantrine.......180 mg 

Diary No. Date of R&I & fee DyNo.14212; 07-09-2017; Rs. 20,000/- 
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Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished Product Specification Manufacturer Specifications 

Pack Size & Demanded Price 30 ml & 60 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

WHO Approved Formulation(as provided by the firm) 

Me-too status Artem Plus by Hilton Pharma (Pvt.) Ltd.(as provided by 

the firm) 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator Evidence of approval of applied formulation in reference 

agencies. 

 

Decision: Deferred for evidence of approval of applied formulation by WHO.  

240.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Lumart Dry Suspension 15/90 mg 

Composition Each 5 ml (after reconstitution) contains: 

Artemether ..........15 mg 

Lumefantrine........90 mg 

Diary No. Date of R&I & fee DyNo.14227; 07-09-2017; Rs. 20,000/- 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished Product Specification Manufacturer Specifications 

Pack Size & Demanded Price 30 ml & 60 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

 WHO Approved Formulation 

Me-too status Arceva dry suspension of Sami Pharmaceutical 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision:  Approved with International Pharmacopoeia specifications 

241.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Famcid Dry Suspension 40 mg/5ml 

Composition Each 5 ml (after reconstitution) contains: 

Famotidine ..........40 mg 

Diary No. Date of R&I & fee DyNo.14228; 07-09-2017; Rs. 20,000/- 

Pharmacological Group H2-receptor antagonist 

Type of Form Form-5 

Finished Product Specification USP Specifications 

Pack Size & Demanded Price 60 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Pepcid 40 mg/5 ml of Salix Pharma Inc., USA (USFDA) 

Me-too status Antidine Dry powder suspension 40 mg/5 ml of Fynk 

Pharmaceuticals 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved. 

242.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Fabzole Dry Suspension 50 mg 

Composition Each 5 ml (after reconstitution) contains: 

Fluconazole ..........50 mg 

Diary No. Date of R&I & fee DyNo.14230; 07-09-2017; Rs. 20,000/- 

Pharmacological Group Triazole Antifungal 

Type of Form Form-5 

Finished Product Specification USP Specification. 
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Pack Size & Demanded Price 35 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Difl ucan 10 mg/ml  powder  for  oral  suspension  by  
M/s Pfizer Limited, MHRA approved. 

Me-too status Flucal of Caliph pharmaceuticals 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved. 

243.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Evlox Dry Suspension 125 mg 

Composition Each 5 ml (after reconstitution) contains: 

Ciprofloxacin (as HCl) ..........125 mg 

Diary No. Date of R&I & fee DyNo.14241; 07-09-2017; Rs. 20,000/- 

Pharmacological Group Fluoroquinolone 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specification 

Pack Size & Demanded Price 60 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Ciproxin 125 mg of Bayer Plc, UK (MHRA) 

Me-too status Ciprin by Werrick Pharma (Pvt.) Ltd. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved. Manufacturing requirement for diluent for reconstitution of product 

shall be discussed in forthcoming meeting of Registration Board. 

244.  Name and address of Manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25-26, 

St.#S-3,RCCI,National Industrial Zone, Rawat, Islamabad 

Brand Name+Dosage Form+Strength Evlox Dry Suspension 250 mg 

Composition Each 5 ml (after reconstitution) contains: 

Ciprofloxacin (as HCl) ..........250 mg 

Diary No. Date of R&I & fee DyNo.14240; 07-09-2017; Rs. 20,000/- 

Pharmacological Group Fluoroquinolone 

Type of Form Form-5 

Finished Product Specification Manufacturerôs specification 

Pack Size & Demanded Price 60 ml ; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Ciproxin 250 mg of Bayer Plc, UK (MHRA) 

Me-too status Ciprin by Werrick Pharma (Pvt.) Ltd. 

GMP status New License (Inspection Date: 07
th
 June 2017) 

Remarks of Evaluator  

Decision: Approved. Manufacturing requirement for diluent for reconstitution of product 

shall be discussed in Registration Board. 
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b) Remaining Products of DML/New section(s)  

Evaluator PEC-XII  

Case No.1. M/s Welmark Pharmaceuticals, Hattar. (Remaining products) 

 

Following registration dossier has been received vide letter No. F.11-1/2016 (Reg-IV) dated 13
th
 

October, 2016. 

Section Product Detail Status Total products considered 

Dry Powder Injection 

(General) 

02 products (M-209) Approved 07 

01 product (M-212)  Approved 

02 product (M-246) Approved 

02 products (M-270) Approved 
 

Dry Powder Injection (General) 

2 products 

245.  Name and address of manufacturer / 

Applicant 

M/s Welmark Pharmaceuticals, Plot No 122,Phase V, 

Block B, Industrial Estate, Hattar  

Brand Name +Dosage Form + Strength Vancomark 1gm Injection  

Composition Each vial contains:-  

Vancomycin hydrochloride ready to fill powder 

equivalent to Vancomyciné1gm 

Diary No. Date of R& I & fee  Diary No:246, 19/07/2016, Rs. 20,000/- 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification USP  

Pack size &  Demanded Price 1ôs/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

Vancomycin 1000mg Powder for Concentrate for 

Solution for Infusion by M/s  Actavis UK Ltd, MHRA 

approved 

Me-too status  Vancomycin 1gm Vial by M/s Abbott (Reg#015016) 

GMP status  Last inspection report on 12-01-2017  

Overall cGMP was satisfactory. 

Remarks of the Evaluator.  

Decision: Approved. 

246.  Name and address of manufacturer / 

Applicant 

M/s Welmark Pharmaceuticals,  

Plot No 122,Phase V, Block B, Industrial Estate, Hattar  

Brand Name +Dosage Form + Strength Artimark 60mg Injection  

Composition Each vial contains:-  

Artesunate sodiumé60mg 

Diary No. Date of R& I & fee  Diary No:3, 05/01/2015, Rs. 20,000/- 

Pharmacological Group Antimalarial 

Type of Form Form-5 

Finished Product Specification International Pharmacopeia Specifications 

Pack size &  Demanded Price 1ôs/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities. 

WHO approved formulation 

Me-too status  Misonate 60mg Injection by M/s Tabros 

GMP status  Last inspection report on 12-01-2017  

Overall cGMP was satisfactory. 

Remarks of the Evaluator.  

Decision: Approved. 
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Case No.2. M/s. Saffron Pharmaceuticals (Pvt.) Ltd, Faisalabad (Remaining products) 
 

Following registration dossiers have been received vide letter No. F.8-6/2013 Reg-V dated 18
th
 

October, 2016 & 8
th
 November 2017. 

The new section was granted dated 24
th
 August, 2016 by ClB in its 248

th
 meeting. Status of already 

considered applications in various meetings is given below: 

Cream / ointment/ gel (General) 

Sr. no Products/ molecules  Total Molecules considered 

1. Fucort cream (M-263) 08 

2. Fucort ointment(M-263) 

3. Safofax skin ointment(M-263) 

4. Bicilin gel(M-263) 

5. Adoxide gel(M-270) 

6. Safderm gel(M-270) 

7. Sebonil liquid(M-270) 

8. Sofonex ointment(M-270) 

 

The following applications have been evaluated and presented before the Board 

Cream / Ointment/ Gel/ Lotion (General/ Nonsteroidal) 

Products:3 / Molecules:2 

247.  Name and address of manufacturer / 

Applicant 

M/s Saffron Pharmaceuticals (Pvt.) Ltd 19-km, 

Sheikhupura Road, Faisalabad 

Brand Name +Dosage Form + Strength Terbisil 1% w/w spray 

Composition Each gram Contains:  

Terbinafine hydrochlorideé10mg   

Diary No. Date of R& I & fee  Dy No.1912 , 21-10-2016, Rs.20,000/= 20-10-2016 

Pharmacological Group Antifungal for topical use 

Type of Form Form ï 5 

Finished product Specifications Manufacturerôs specifications         

Pack size & Demanded Price 30ml/ Rs. 1000/- 

120ml  / Rs. 3000/- 

Approval status of product in 

Reference Regulatory Authorities 

Lamisil AT 1% Spray by M/s GlaxoSmithKline 

Consumer Healthcare (UK) Trading Limited (MHRA 

Approved) 

Me-too status (with strength and 

dosage form)  

Lamisil Solution / Spray 1% w/v by M/s Novartis 

(Reg#021173) 

GMP status  13-10-2017 Renewal of DML 

Panel recommends renewal of DML.  

Remarks of the Evaluator ¶ Firm has applied for Manufacturerôs specifications 
but product monograph is available in Japan 

Pharmacopeia. 

Decision: Approved with JP specifications. 

 

248.  Name and address of manufacturer / 

Applicant 

M/s Saffron Pharmaceuticals (Pvt.) Ltd 19-km, 

Sheikhupura Road, Faisalabad 

Brand Name +Dosage Form + Strength Terbisil 1% w/w Lotion 

Composition Each gram Contains:  

Terbinafine hydrochlorideé10mg   

Diary No. Date of R& I & fee  Dy No.17485 , 21-10-2016, Rs.20,000/- (20-10-2016) 

Duplicate. 

Pharmacological Group Antifungal for topical use 

Type of Form Form ï 5 

Finished product Specifications Manufacturerôs specifications         

Pack size & Demanded Price 20ml /Rs.300/- 
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Approval status of product in 

Reference Regulatory Authorities 

Lamisil Lotion 1% by M/s GlaxoSmithKline 

Consumer Healthcare (Medicines Evaluation Board, 

Netherland Approved) 

Me-too status (with strength and 

dosage form)  

Lamisil Solution / Spray 1% w/v by M/s Novartis 

(Reg#021173) 

GMP status  13-10-2017 

Renewal of DML 

Panel recommends renewal of DML.  

Remarks of the Evaluator ¶ Firm has applied for Manufacturerôs specifications 
but product monograph is available in Japan 

Pharmacopeia. 

¶ Duplicate Fee challan is attached 

Decision: Approved with JP specifications. Reference will be sent to Budget & Accounts 

Division for verification of challan and Chairman will authorize issuance of registration 

letter. 

  

249.  Name and address of manufacturer / 

Applicant 

M/s Saffron Pharmaceuticals (Pvt.) Ltd 19-km, 

Sheikhupura Road, Faisalabad 

Brand Name +Dosage Form + Strength Imunol 0.1% w/w Ointment 

Composition Each gram Contains:  

Tacrolimus (as monohydrate)é0.1mg  (0.1% w/w) 

Diary No. Date of R& I & fee  Dy No.17487 , 09-10-2017, Rs.20,000/-(30-04-2013) 

duplicate, Rs.60,000 (11-12-2013) duplicate.(Fast 

track fee) 

Pharmacological Group Agent for dermatitis, excluding corticosteroids 

Type of Form Form ï 5 

Finished product Specifications Manufacturerôs specifications         

Pack size & Demanded Price 10g, 30g/ 

As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Protopic ointment by M/s Leo Pharma AS approved 

by USFDA 

Me-too status (with strength and 

dosage form) 

Aimus Ointment by M/s Aims Pharmaceuticals 

(Reg No:069939) 

GMP status  13-10-2017 

Renewal of DML 

Panel recommends renewal of DML.  

Remarks of the Evaluator ¶ Duplicate Fee challan is attached 

Decision: Registration Board decided to grant registration of above applied products with 

Innovatorôs specifications in general manufacturing areas with condition that manufacturer 

shall provide safety and protective measures for workers and personnel which remain in 

direct contact or are involved in close handling of these drugs. Reference will be sent to 

Budget & Accounts Division for verification of challan and Chairman will authorize 

issuance of registration letter. 
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Case No.3. M/s. Pharma Lord (Pvt.) Ltd, Layyah (Remaining Products) 
 

Following registration dossiers have been received vide letter No. F.8-6/2013-(R-V) dated 8
th
 August, 

2017 stating that the firm has been granted approval of new section on 21
st
 February, 2013 by 

Central Licensing Board for following sections  

¶ Capsule Section (General) 

¶ Oral Dry Powder Suspension section (General) 
 

Sr.  Approved Sections Approved products Newly submitted 

products 

Balance 

1 Capsule Section (General) 

 

4 (M-237) 

1 (M-275) 

5 5 

2 Oral Dry Powder Suspension 

section (General) 

4 (M-237) 

2 (M-275) 

6 4 

 

Capsule Section (General) 

5 products 

250.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Piro 20mg Capsule 

Composition Diary No: 8782, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each Capsule contains:  

Piroxicamé20mg 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs, 2x10ôs, 10x10ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Feldene 20mg Capsules by M/s Pfizer Limited, 

(MHRA Approved) 

Me-too status (with strength and dosage 

form)  

Jucam Capsule 20mg by M/s Juniper Pharma 

(Reg#081940) 

GMP status  26-05-2017 

Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator  

Decision: Approved. 

251.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Feramax 150mg Capsule 

Composition Diary No: 8781, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each  capsule contains: 

Iron Polysaccharide complexé150mg. 

Pharmacological Group Iron Supplement/Hematinic. 

Type of Form Form-5 

Finished product Specifications Innovatorôs specifications. 

Pack size & Demanded Price 1x10ôs, 3x10ôs, 10x10ôs/ 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 (with strength and dosage 

form)  

Ferricure 150mg Capsule by M/s Continental 

Pharmaceuticals.(Reg#050637) 

GMP status  26-05-2017 

Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator  

Decision: Approved with Innovatorôs specifications. 
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252.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Azin 250mg Capsule 

Composition Diary No: 8780, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each capsule contains: 

Azithromycin (as dihydrate).....250mg 

Pharmacological Group Macrolide/Antibiotic. 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1x6ôs, 1x10ôs, 10x10ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Zithromax 250mg capsule by M/s Pfizer Ltd.(MHRA 

approved) 

Me-too status (with strength and dosage 

form)  

Azomax 250mg capsule by M/s Sandoz 

Pharmaceuticals. (Reg#022200) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator  

Decision: Approved. 

253.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Fcon 150mg Capsule 

Composition Diary No: 8778, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each capsule contains: 

Fluconazole.....150mg 

Pharmacological Group Anti-Fungal  

Type of Form Form 5 

Finished product Specifications JP 

Pack size & Demanded Price 1ôs, 1x10ôs, 10x10ôs/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Diflucan 150 mg capsule by M/s Pfizer, MHRA 

Approved 

Me-too status (with strength and dosage 

form)  

Diflucan 150 mg capsule by M/s Pfizer (Reg#011828) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator  

Decision: Approved. 

254.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Duetin 30mg Capsule 

Composition Diary No: 10023, 25/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each hard gelatin capsule contains: 

Enteric coated Pellets of Duloxetine hydrochloride 

equivalent to Duloxetineé30 mg   

Pharmacological Group Heterocyclic antidepressants (serotoninï

norepinephrine reuptake inhibitors (SNRI).) 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1x10ôs, 3x10ôs, 10x10ôs/ As per SRO. 

Approval status of product in 

Reference Regulatory Authorities 

Cymbalta (Duloxetine 30 mg capsule)  by M/s Eli 

Lilly, USFDA 

Me-too status (with strength and 

dosage form)  

Dulan (Duloxetine 30 mg capsule) by M/s  Hilton 

Pharma.(Reg#055447) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator Source of Pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved. 



Minutes for 276
th
 Registration Board Meeting                                                                                                    115 

 

Oral Dry Powder Suspension section (General) 

4 products 

255.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Azin 200mg/5ml Dry Powder Suspension 

Composition Diary No: 8779, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each 5 ml after reconstitution  contains: 

Azithromycin (as dihydrate)é200mg 

Pharmacological Group Macrolide Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 15 ml  / As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Zithromax Powder for Oral Suspension 200mg/5ml by 

M/s  Pfizer Limited, MHRA approved.  

Me-too status (with strength and 

dosage form)  

Azomax Dry Suspension by M/s Novartis 

(Reg#022201) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator - 

Decision: Approved. 

256.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Fcon 50mg/5ml Dry Powder Suspension 

Composition Diary No: 8783, 14/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each 5 ml after reconstitution  contains: 

Fluconazoleé50mg 

Pharmacological Group Antifungal 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 35 ml / As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Diflucan 10 mg/ml powder for oral suspension by M/s  

Pfizer Limited, MHRA approved.  

Me-too status (with strength and 

dosage form)  

Derocon Dry Suspension50mg/5ml  by M/s Raazee 

(Reg#027219) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator - 

Decision: Approved. 

257.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Clar 250mg/5ml Dry Powder Suspension 

Composition Diary No: 10020, 25/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each 5ml of suspension contains: 

Clarithromycin (as EC taste masked granules 

27.5%)é250mg 

Pharmacological Group Macrolide Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 60 ml  / As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Biaxin granules for oral suspension 250mg/5ml by 

M/s Abbvie, USFDA approved.  

Me-too status (with strength and 

dosage form)  

Claritek Dry Suspension 250mg/5ml  by M/s Getz 

Pharma (Reg#061347) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 
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Remarks of the Evaluator ¶ Source of granules:  

Surge Laboratories (Pvt.) Ltd, 10-km Faisalabad 

Road, Bikhi District, Sheikhupura. 

Decision: Approved. 

258.  Name and address of manufacturer / 

Applicant 

M/s. Pharma Lord (Pvt.) Ltd 12-km, Lahore Road, 

Layyah. 

Brand Name +Dosage Form + Strength Clar 125mg/5ml Dry Powder Suspension 

Composition Diary No: 10019, 25/07/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each 5 ml after reconstitution contains: 

Clarithromycin (as EC taste masked granules 

27.5%)é125mg 

Pharmacological Group Macrolide Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 60 ml  / As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

Biaxin granules for oral suspension 125mg/5ml by 

M/s Abbvie, USFDA approved.  

Me-too status (with strength and 

dosage form)  

Claritek Dry Suspension 125mg/5ml  by M/s Getz 

Pharma (Reg#009846) 

GMP status  26-05-2017 Routine GMP Inspection 

Firm is GMP compliant. 

Remarks of the Evaluator ¶ Source of granules:  

Surge Laboratories (Pvt.) Ltd, 10-km Faisalabad 

Road, Bikhi District, Sheikhupura. 

Decision: Approved. 
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Case No.4. M/s. Newton Health Care (Pvt.) Ltd., Hub, Balochistan (Remaining products) 

 

Following registration dossiers have been received vide letter No. F.6-10/2013 Reg-II dated 10
th
 

November, 2017stating that the firm has been granted approval of new DML by way of 

formulation by Central Licensing Board in its 255
th
 meeting for following sections:  

1. Tablet section (General) 

2. Capsule section (General) 

3. Oral Liquid Syrup  

4. Oral Dry powder for suspension (General) 

The following applications have been evaluated and presented before the Board 
 

Sr. Section No. of 

products 

No. of molecules Balance of 

molecules 

Fresh applied 

molecules 

1 Tablet section (General) 19 10 0 0 

2 Capsule section  

(General) 

18 9 1 1 

3 Oral Liquid Syrup  8 7 3 2 

4 Oral Dry powder for  

suspension (General) 

8 6 4 2 

 

Oral Dry powder for suspension (General) 

Products:3 / Molecules:2 

259.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd.  Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength NeClari Dry Suspension 125mg/5ml 

Composition Each 5ml reconstituted Suspension Contains:  

Clarithromyciné125mg 

(EC Taste Mask granules 27.5%)  

Diary No. Date of R& I & fee  Dy No.20318 , 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Macrolide Antibiotic  

Type of Form Form ï 5 

Finished product Specifications USP          

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

Approval status of product in Reference 

Regulatory Authorities 

Biaxin granules for oral suspension 125mg/5ml by 

M/s  Abbvie, USFDA approved.  

Me-too status (with strength and dosage 

form) 

Claritek Dry Suspension 125mg/5ml  by M/s Getz 

Pharma (Reg#009846) 

GMP status  New License  

Remarks of the Evaluator Source of granules Vision Pharmaceuticals, 

Islamabad. 

Decision: Approved. 

260.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd. Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength NeClari Dry Suspension 250mg/5ml 

Composition Each 5ml reconstituted Suspension  Contains:  

Clarithromyciné250mg 

(EC Taste Mask granules 27.5%)  

Diary No. Date of R& I & fee  Dy No. 20317, 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Macrolide /Antibiotic  

Type of Form Form ï 5 

Finished product Specifications USP         

Pack size & Demanded Price 60ml, 70ml  /As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Biaxin granules for oral suspension 250mg/5ml by 

M/s  Abbvie, USFDA approved.  
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Me-too status (with strength and dosage 

form) 

Claritek Dry Suspension 250mg/5ml  by M/s Getz 

Pharma (Reg#061347) 

GMP status  New License  

Remarks of the Evaluator Source of granules Vision Pharmaceuticals, 

Islamabad. 

Decision: Approved. 

261.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd. Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength Ursoton Dry Suspension 250mg/5ml 

Composition Each 5ml reconstituted Suspension Contains: 

Ursodeoxycholic acidé250mg 

Diary No. Date of R& I & fee  Dy No. 20316, 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Bile acid preparations 

Type of Form Form ï 5 

Finished product Specifications -  

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

Approval status of product in Reference 

Regulatory Authorities 

Ursofalk® 250mg/5ml Suspension by M/s Dr. Falk 

Pharma UK Limited MHRA Approved  

Me-too status (with strength and dosage 

form) 

Urso Suspension 250mg/5ml By AGP (Private) Ltd 

(Reg#076152) 

GMP status  New License  

Remarks of the Evaluator ¶ Approved in RRA as suspension. 

¶ Approved by DRAP as suspension dosage form. 

Decision: Deferred for clarification of dosage form as reference product approved by MHRA 

and DRAP is available as liquid suspension while firm has applied as dry powder for 

suspension. 

Capsule section (General) 

Products:2 / Molecules:1 

262.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd. Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength Ursoton Capsules  250mg 

Composition Each Capsule contains: 

Ursodeoxycholic acidé250mg 

Diary No. Date of R& I & fee  Dy No.20314, 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Bile acid preparations 

Type of Form Form ï 5 

Finished product Specifications BP       

Pack size & Demanded Price 10ôs,20ôs,40ôs / As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ursodeoxycholic acid 250 mg capsules by M/s 

Mercury Pharmaceuticals Limited (MHRA Approved) 

Me-too status (with strength and dosage 

form) 

Ursofalk Capsules 250mg by M/s Evron Ltd 

(Reg#007945) 

GMP status  New License  

Remarks of the Evaluator - 

Decision: Approved. 

263.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd.   

Plot No: N -8&9, Hub Balochistan. 

Brand Name +Dosage Form + Strength Ursoton Capsules  500mg 

Composition Each Capsule contains: 

Ursodeoxycholic Acidé500mg 

Diary No. Date of R& I & fee  Dy No. 20315, 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Bile acid preparations 

Type of Form Form ï 5 

Finished product Specifications BP  

Pack size & Demanded Price 10ôs,20ôs,40ôs   /As per SRO 
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Approval status of product in Reference 

Regulatory Authorities 

Ursodeoxycholic acid Capsules Manufactured by Dr. 

Falk Pharma UK Limited Sweden Approved drug.  

Me-too status (with strength and dosage 

form) 

Urso Capsules 500mg by AGP (Pvt)Ltd. (Reg#070853) 

GMP status  New License  

Remarks of the Evaluator  

Decision: Approved. 

Oral Liquid Syrup  

Products:2 / Molecules:2 

264.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd.Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength Zinfate Syrup 20mg/5ml 

Composition Each 5ml Syrup Contains:   

Zinc sulphate monohydrate equivalent to Elemental 

Zincé20mg 

Diary No. Date of R& I & fee  Dy No. 20319, 08-11-2017 Rs.20,000/= 07-11-2017 

Pharmacological Group Zinc Supplement/Mineral Drug  

Type of Form Form ï 5 

Finished product Specifications IP     

Pack size & Demanded Price 60ml  , 100ml , 120ml  /As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Zinc Sulphate Syrup by International Pharmacopeial 

Approved formulation. 

Me-too status (with strength and dosage 

form) 

Pedisafe Syrup 20mg/5ml by M/s Novamed 

Pharmaceuticals (Reg#059904) 

GMP status  New License 

Remarks of the Evaluator - 

Decision: Approved. 

265.  Name and address of manufacturer / 

Applicant 

M/s Newton Health Care Pvt Ltd. Plot No: N -8&9, 

Hub Balochistan. 

Brand Name +Dosage Form + Strength Newflox Syrup 125mg/5ml 

Composition Each 5ml Syrup Contains:   

Levofloxacin (as hemihydrate)é125mg 

Diary No. Date of R& I & fee  Dy No.20320, 08-11-2017, Rs.20,000/= 07-11-2017 

Pharmacological Group Quinolone Antibiotic 

Type of Form Form ï 5 

Finished product Specifications USP     

Pack size & Demanded Price 60ml  /As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Levofloxacin oral syrup 125mg/5ml manufactured by 

hi tech pharma (USFDA approved) 

Me-too status (with strength and dosage 

form) 

Lurk 125mg/5ml Suspension by M/s  Fynk 

Pharmaceuticals (Reg#074273) 

GMP status  New License 

Remarks of the Evaluator -  

Decision: Approved. 
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Case No.5. M/s. Bio-Mark Pharmaceuticals, Lahore. (Replacement) 

CLB has granted in its 253
rd
 meeting, held on 15ï 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 6 products received vide letter No. F 8-6/2013-(Reg-V), dated 13
th
 

October, 2017. Firm has requested to withdraw below mentioned products deferred in 272
nd

 Registration 

board meeting: 

No. Name of drug with composition Decision 272
nd

 Meeting R&I no.  

1. RELAX Sachet 500mg/400mg 

Each Sachet contains: 

Glucosamine sulphateé.500mg. 

Chondroitin sulphateé...400mg. 

Calciumééééééé430mg. 

Deferred for evidence of approval 

of applied formulation by 

reference regulatory authorities 

and me-too status. 

Diary No: 6133, 

14/06/2017, 

Rs: 20,000/- 

2. DIVAL Suspension 250mg/5ml 

Each 5ml contains: 

Sodium valproate eq to valproic 

acidé250mg 

Deferred for evidence of approval 

of formulation in suspension 

dosage form in Reference 

Regulatory Authorities. 

Diary No: 6176, 

14/06/2017,  

Rs: 20,000/- 

3. NEO-CHOLINE Tablet 500mg 

Each tablet contains: 

Citicolineé500mg 

Deferred for evidence of approval 

of applied formulation by 

reference regulatory authorities. 

Diary No: 6156, 

14/06/2017,  

Rs: 20,000/- 

4. ERISON Tablet 50mg 

Each sugar coated tablet contains: 

Eperisone hydrochloride...50mg. 

Deferred for evidence of approval 

of applied formulation by 

reference regulatory authorities. 

Diary No: 6149, 

14/06/2017,  

Rs: 20,000/- 
 

Decision: Registration Board acceded with firmôs request & decided to dispose off above enlisted 

four applications & foll owing applications were considered in replacement. 

266.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 527-Sunder Industrial 

Estate, Lahore. 

Brand Name +Dosage Form + Strength ESOLE Sachet 10mg 

Composition Diary No: 14516, 11/09/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each sachet contains: 

Esomeprazole (as magnesium trihydrate)é10mg. 

Pharmacological Group Proton pump inhibitor 

Type of Form Form-5 

Finished product Specifications Innovatorôs specifications 

Pack size & Demanded Price 14ôs sachet/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Nexium 10 mg gastro-resistant granules for oral 

suspension, sachet by M/s AstraZeneca UK Ltd. (MHRA 

approved) 

Me-too status (with strength and dosage 

form) 

ESOWIN ONE sachet by M/s Winthrox Laboratories  

(Not confirmed) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator ¶ Me-too status not confirmed from available database. 

¶ Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Deferred for evidence of me-too status. 

267.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength ESOLE Sachet 20mg. 

Composition Diary No: 14514, 11/09/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each sachet contains: 

Esomeprazole (as magnesium enteric coated 

pellets)é20mg 

Pharmacological Group Proton pump inhibitor 
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Type of Form Form-5 

Finished product Specifications Innovatorôs specifications 

Pack size & Demanded Price 14ôs sachet/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Nexium 20mg packet  by M/s AstraZeneca USFDA 

Approved) 

Me-too status (with strength and dosage 

form) 

Somezol 20mg Sachet by M/s Bosch (Reg#081611) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved with Innovatorôs specifications. 

268.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength ESOLE Sachet 40mg. 

Composition Diary No: 14517, 11/09/2017, Rs: 20,000/ 

Diary No. Date of R& I & fee  Each sachet contains: 

Esomeprazole (as magnesium trihydrate enteric coated 

pellets)é40mg 

Pharmacological Group Proton pump inhibitor 

Type of Form Form-5 

Finished product Specifications Innovatorôs specifications 

Pack size & Demanded Price 14ôs sachet/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Nexium 40mg packet  by M/s AstraZeneca USFDA 

Approved) 

Me-too status (with strength and dosage 

form) 

Somezol 40mg Sachet by M/s Bosch (Reg#081612) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator Source of pellets: Vision Pharmaceuticals, Islamabad. 

Decision: Approved with Innovatorôs specifications. 

269.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals.527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength LITAZOL Tablet 2.5mg. 

Composition Diary No: 14519, 11/09/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each film-coated tablet contains:     Letrozoleé2.5mg. 

Pharmacological Group Aromatase inhibitor 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 30ôs tablets/ As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

FEMARA 2.5 mg Tablet by M/s Novartis 

Pharmaceuticals UK Ltd (MHRA approved) 

Me-too status (with strength and dosage 

form) 

FEMARA 2.5 mg Tablet by M/s Novartis (Reg#021129)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator - 

Decision: Registration Board decided to grant registration of above applied products in 

general manufacturing areas with condition that manufacturer shall provide safety and 

protective measures for workers and personnel which remain in direct contact or are 

involved in close handling of these drugs. 

270.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals.527-Sunder Industrial Estate, 

Lahore. 

Brand Name +Dosage Form + Strength NOTRI Syrup 1g/5ml. 

Composition Diary No: 14515, 11/09/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each 5ml contains:        Piracetamééé..1g 

Pharmacological Group Psychostimulant and nootropic 

Type of Form Form-5 

Finished product Specifications Innovatorôs specifications 

Pack size & Demanded Price 120ml/ As per SRO.  
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Approval status of product in 

Reference Regulatory Authorities 

Nootropil 200 mg /ml Oral Solution  by M/s Ucb 

Pharma, S.A (Spanish Agency for Medicines and Health 

Products approved) 

Me-too status (with strength and 

dosage form) 

Benlon Syrup 1gm/5ml by M/s Akhai Pharmaceuticals 

(Reg#050796) 

GMP status  NEW LICENCE. 

Remarks of the Evaluator - 

Decision: Approved with Innovatorôs specifications. 

271.  Name and address of manufacturer / 

Applicant 

Bio-Mark Pharmaceuticals. 527-Sunder Industrial Estate, 

Lahore. 

Brand Name+Dosage Form+ Strength AMI -CAL Tablet. 

Composition Diary No: 17670, 10/10/2017, Rs: 20,000/- 

Diary No. Date of R& I & fee  Each film-coated tablet contains: 

Ŭ-keto analogue to isoleucine (calcium salt)é...é67mg. 

Ŭ-keto analogue to leucine (calcium salt)é..éé101mg.  

Ŭ-keto analogue to phenylalanine (calcium salt)é.68mg. 

Ŭ-keto analogue to valine (calcium salt)éééé..86mg. 

Ŭ-keto analogue to methionine (calcium salt)éé.59mg. 

L-lysine acetateéééééééééééé.é105mg. 

L-threonineééééééééééééééé..53mg.  

L-tryptophanééééééééééééééé23mg. 

L-histidineéééééééééééééééé38mg. 

L-tyrosineéééééééééééééééé.30mg.  

Total nitrogen content per tablet 36mg, calcium per tablet 

0.05gm. 

Pharmacological Group Calcium and analogue of essential amino acids. 

Type of Form Form-5 

Finished product Specifications Innovatorôs specifications 

Pack size & Demanded Price 10x10ôs tablets/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities 

KETOSTERIL by Fresenius Kabi, Germany.  

(Bfarm approved) 

Me-too status (with strength and 

dosage form) 

Ketoalfa Tablets by M/s Genome Pharmaceuticals (Pvt) 

Ltd (Reg#076807)  

GMP status  NEW LICENCE. 

Remarks of the Evaluator - 

Decision: Approved with Innovatorôs specifications. 

Case No.6. M/s Regal Pharmaceuticals, Islamabad. (Remaining products). 
 

Following registration dossier has been received vide letter No. F.6-2/2016 (Reg-III) dated 21
st
 August, 

2017 stating that Registration board in its 260
th
 meeting deferred following 02 applications (01 molecule) 

detailed in column II for newly approved Tablet (General) section of M/s Regal Pharmaceuticals, 

Islamabad. Now, the firm has submitted one application these (as a replacement) in lieu of these deferred 

products, as per following details. 

Sr. No. Deferred products and composition Requested products for replacement & 

composition 

I  II  III  

1. Dinac Tablet 50mg 

Each delayed release tablet contains: 

Diclofenac sodiumé50mg 

Misoprostolé200mcg 

(Regal spec.) Pain reliever 

Lorazole Tablet 

Eac tablet contains: 

Letrozoleé2.5mg 

2. Dinac Tablet 75mg 

Each delayed release tablet contains: 

Diclofenac sodiumé75mg 

Misoprostolé200mcg 

(Regal spec.) Pain reliever 
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Decision: Registration Board acceded with firmôs request & decided to dispose off above enlisted 

two applications & following application was considered in replacement. 

Tablet Section (General) 

1 products/ 1 molecule 

272.  

 

 

Name and address of manufacturer / 

Applicant 

M/s Regal Pharmaceuticals, Plot#2A, St# S-5, National 

Industrial Zone, Rawat, Islamabad. 

Brand Name +Dosage Form + Strength Lorazole Tablet 2.5mg 

Composition Each film-coated tablet contains: 

Letrozoleé2.5mg 

Diary No. Date of R& I & fee  Diary No:12423, 18/08/2017, Rs. 20,000/- 

Pharmacological Group Aromatase inhibitor 

Type of Form Form-5 

Finished product Specifications USP  

Pack size & Demanded Price 3x10ôs/ As per SRO.  

Approval status of product in 

Reference Regulatory Authorities 

Femara 2.5 mg film coated Tablets by M/s Novartis 

Pharmaceuticals UK Ltd (MHRA Approved) 

Me-too status (with strength and 

dosage form) 

Letzole 2.5mg Tablet by M/s Opal Labs, Karachi. 

(Reg#075805) 

GMP status  20-11-2017 Inspection for GMP compliance. 

Firm is operating at fair level of cGMP.  

Remarks of the Evaluator  

Decision: Registration Board approved the product in general manufacturing areas with 

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

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

Case No.7. M/s Tayyab Laboratories, Islamabad (Replacement) 
 

Following registration dossier has been received vide letter No. F.6-2/2016 (Reg-III) dated 24
th
 August, 

2017 stating that Registration board in its 263
rd
 & 264

th
 meeting deferred following 03 applications (03 

molecules) detailed in column II for newly approved Tablet (General) section of M/ Tayyab Laboratories, 

Islamabad. Now, the firm has submitted 3 applications (as a replacement) in lieu of these deferred 

products, as per following details. 

Sr. Deferred products and composition Requested products for replacement 

& composition 

I  II  III  

1. Berex Tablet  

Each Tablet Contains: 

Piroxicam-beta-cyclodextrin Eq. to Piroxicamé20mg  

(Manufacturing Specs)  

(Oxicam) (M-264) 

Lymotil tablet 2.5mg/0.025mg  

Each tablet contains: 

Diphenoxylate hydrochlorideé2.5mg 

Atropine sulphateé0.025mg 

(USP) 

2. DOXIVA TABLET  

Each Tablet Contains:  

Doxofylline é.. 400 mg  

(Manufacturing Specs)  

(Xanthine) (M-264) 

Tylgyl 400mg Tablet 

Each film coated tablet contains: 

Metronidazoleé400mg 

(USP) 

3. Pynadal ïCF Tablet  

Each Tablet Contains:  

Paracetamol BP é.éé.500mg  

Pseudoephedrine HCl Bpé.60mg  

Chlorpheniramine Malete BPé.4mg  

(Analgesic) (M-263) 

Nside tablet 100mg 

Each film coated tablet contains:  

Nimesulide é..100 mg 

(Manufacturerôs specifications) 

Decision: Registration Board acceded with firmôs request & decided to dispose off above enlisted 

three applications & following applications were considered in replacement. 

 

 

 



Minutes for 276
th
 Registration Board Meeting                                                                                                    124 

 

Tablet Section (General) 

3 products/ 3 molecules 

273.  Name and address of manufacturer / 

Applicant 

M/s. Tayyab Laboratories (Pvt) Ltd. Plot # 13-A, Street# N-5, 

RCCI Rawat, Islamabad. 

Brand Name +Dosage Form + Strength Lymotil tablet 2.5mg/0.025mg 

Composition Each tablet contains:  Diphenoxylate hydrochlorideé2.5mg 

Atropine sulphateé0.025mg 

Diary No. Date of R& I & fee  Diary No:8797, 14/07/2017, Rs. 20,000/- 

Pharmacological Group Antipropulsive in combination with Anticholinergic (Anti-

diarrheal) 

Type of Form Form-5 

Finished product Specifications USP  

Pack size & Demanded Price 100ôs, 500ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Lomotil 2.5mg/0.025mg Tablets by M/s Mercury 

Pharmaceuticals Ltd (MHRA Approved) 

Me-too status (with strength and dosage 

form) 

Distop Tables 2.5mg/0.025mg by M/s Webros 

Pharmaceuticals (Reg#043347) 

GMP status  Routine GMP inspection. Last inspection: 23-10-2017 

Good GMP compliance 

Remarks of the Evaluator  

Decision: Approved with change of brand name. 

274.  Name and address of manufacturer / 

Applicant 

M/s. Tayyab Laboratories (Pvt) Ltd.Plot # 13-A, Street# N-5, 

RCCI Rawat, Islamabad. 

Brand Name +Dosage Form + Strength Tylgyl 400mg Tablet 

Composition Each film coated tablet contains:  Metronidazoleé400mg 

Diary No. Date of R& I & fee  Diary No:8799, 14/07/2017, Rs. 20,000/- 

Pharmacological Group Imidazole derivatives/ Antibacterial 

Type of Form Form-5 

Finished product Specifications USP  

Pack size & Demanded Price 20ôs, 100ôs, 200ôs, 500ôs / As per SRO.  

Approval status of product in Reference 

Regulatory Authorities 

Flagyl 400mg Tablets by M/s Winthrop Pharmaceuticals UK 

Limited (MHRA Approved) 

Me-too status (with strength and dosage 

form) 

Robecide 400  mg Tabletsby M/s Rock Pharmaceuticals 

Laboratories, (Pvt) Ltd  (Reg#077303) 

GMP status  Routine GMP inspection: Last inspection: 23-10-2017 

Good GMP compliance 

Remarks of the Evaluator  

Decision: Approved with change of brand name. 

275.  Name and address of manufacturer / 

Applicant 

M/s. Tayyab Laboratories (Pvt) Ltd. Plot # 13-A, Street# N-5, 

RCCI Rawat, Islamabad. 

Brand Name +Dosage Form + Strength Nside tablet 100mg 

Composition Each film coated tablet contains:  Nimesulide é..100 mg  
Diary No. Date of R& I & fee  Diary No:8798, 14/07/2017, Rs. 20,000/- 

Pharmacological Group Anti inflammatory, anti rheumatic agents, non-steroids  

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications  

Pack size & Demanded Price 10ôs, 20ôs, 30ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities 

Aulin 100 mg tablet of M/s CSC Pharmaceuticals-Asutria 

Me-too status (with strength/dosage 

form) 

Nims- Sami 

GMP status  Routine GMP inspection: Last inspection: 23-10-2017 

Good GMP compliance 

Remarks of the Evaluator  

Decision: Approved with Innovatorôs specifications. 
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c) Deferred cases of New section(s)/DML 

Evaluator PEC-III  

276.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-tadime Injection   250 mg IM/IV 

Composition Dy. No. 3330   :  21-12-2016  

PKR 20,000/-   : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains  

Ceftazidime as pentahydrateééé.. 250 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs Rs 125/- 

Approval status of product in Reference 

Regulatory Authorities 

Ceftazidime powder for solution for injection by 

Hospira UK (MHRA Approved) 

Me-too status  Ceftaz by Pharmedic 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

06.06.2013 and expired on 06-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

277.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-tadime Injection Vial 500 mg IM/IV 

Composition Dy. No. 3331   : 21-12-2016  

PKR 20,000/- : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftazidime as pentahydrate ééé.. 500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs Rs. 180/- 

Approval status of product in Reference 

Regulatory Authorities 

Ceftazidime powder for solution for injection by 

Hospira UK (MHRA Approved) 

Me-too status  Ceftaz by Pharmedic 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

06.06.2013 and expired on 06-06-2016 

Decision of previous meeting Reg.Board deferred all the applications pertaining to the 

cephalosporin dry powder injection section for 

clarification since stability studies submitted by the firm 

shows manufacturing of applied drugs before approval 

of section by Central Licensing Board. (M-271) 
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Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

278.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-tadime Injection 1gm (IM/IV) 

Composition Dy.No. 3332: 21-12-2016 PKR 20,000/-: 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftazidime as pentahydrateééé 1g 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs : Rs 260/ 

Approval status of product in Reference 

Regulatory Authorities 

Ceftazidime powder for solution for injection by 

Hospira UK (MHRA Approved) 

Me-too status  Ceftaz by Pharmedic 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 06-

06-2013 and expired on 06-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

279.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 250 mg IV 

Composition Dy.No. 3324:  21-12-2016 PKR 20,000/-:  20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodiumééé. 250 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs : RS. 89/ 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

10.06.2013 and expired on 10-06-2016  

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 
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before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

280.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 250 mg IM 

Composition DUPLICATE  PKR 20,000/-:  10-11-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodiumééé. 250 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs : RS. 110/ 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 07-

06-2013 and expired on 07-06-2016  

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

281.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 500 mg IV 

Composition Dy. No. 3325: 21-12-2016 PKR 20,000/-: 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodium ééé..500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs. 175/ 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

10.06.2013 and expired on 10-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 
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section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

282.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 500mg IM 

Composition Dy. No. 3328: 21-12-2016 PKR 20,000/- : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodium éééé. 500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs. 175 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

10.6.2013 and expired on 10-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

283.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 1 gm IV 

Composition Dy. No. 3326: 21-12-2016 PKR 20,000/- : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodiumééééé. 1g 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs. 270 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections. 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

10.06.2013 and expired on 10-06-2016 
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Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

284.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F-triax Injection 1gm IM 

Composition Dy.No. 3329: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Ceftriaxone as sodium éééé. 1g 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs 270/ 

Approval status of product in Reference 

Regulatory Authorities 

Rocephin powder for solution for injection by Roche 

(MHRA Approved) 

Me-too status  Cefxone by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 10-

06-2013 and expired on 10-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

285.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.zime Injection 250 mg IM/IV 

Composition Dy. No. 3315: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cefotaxime as sodium éééé. 250 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs. 70/ 

Approval status of product in Reference 

Regulatory Authorities 

Cefotaxime Powder for solution for injection or 

infusion by Wockhardt (MHRA Approved) 

Me-too status  Cefotax by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections. 
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Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 11-

06-2013 and expired on 11-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

286.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.zime Injection 500 mg IM/IV 

Composition Dy. No. 3316; 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cefotaxime as sodium éééé. 500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs   : Rs. 110/ 

Approval status of product in Reference 

Regulatory Authorities 

Cefotaxime Powder for solution for injection or 

infusion by Wockhardt (MHRA Approved) 

Me-too status  Cefotax by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

11.06.2013 and expired on 11-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

287.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.zime Injection 1 gm IM/IV 

Composition Dy. No. 3317: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cefotaxime as sodium..ééééé 1 g 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs. 160/- 

Approval status of product in Reference 

Regulatory Authorities 

Cefotaxime Powder for solution for injection or 

infusion by Wockhardt (MHRA Approved) 

Me-too status  Cefotax by Bosch 
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GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 11-

06-2013 and expired on 11-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

288.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine Injection 250 mg IM/IV 

Composition Dy. No. 3318: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cephradine éééé.. 250mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs 48/ 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved but discontinued 

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Evidence of approval of applied formulation with active 

status of in market in reference regulatory authorities 

could not be confirmed 

Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

08.06.2013 and expired on 08-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Firm has not submitted evidence of approval in 

reference regulatory authorities 

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 
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289.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine Injection 500 mg IM/IV 

Composition Dy. No. 3319: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cephradineéééé. 500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs : Rs. 60/ 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved but discontinued 

ANSM France approved as IV only but archived on 

07.05.2011  

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Evidence of approval of applied formulation with active 

status of in market in reference regulatory authorities 

could not be confirmed 

Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

08.06.2013 and expired on 08-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Firm has not submitted evidence of approval in 

reference regulatory authorities 

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

290.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine Injection 1 gm IM/IV 

Composition Dy. No.3320: 21-12-2016 PKR 20,000/-  : 20-12-2016 

Diary No. Date of R& I & fee  Each vial contains 

Cephradine ééé..1g 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 1ôs  : Rs 103 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved but discontinued 

ANSM France approved separately as IV and IM but 

archived on 26-06-2016 

Me-too status  Cefrinex by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Evidence of approval of applied formulation with active 

status of in market in reference regulatory authorities 

could not be confirmed. 

Firm has claimed shelf life of 3 years and stability data 
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sheet of only 1 batch which was manufactured on 

08.06.2013 and expired on 08-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder injection 

section for clarification since stability studies submitted 

by the firm shows manufacturing of applied drugs 

before approval of section by the Central Licensing 

Board. Registration Board further deferred this case for 

evidence of approval status in reference regulatory 

authorities (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Firm has not submitted evidence of approval in 

reference regulatory authorities 

Decision: Registration Board deferred the case for personal hearing for 

clarification/justificat ion of above cited observations. 

291.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine oral suspension 125 mg/5 ml 

Composition Dy. No.3323: 21-12-2016 PKR 20,000/-   : 20-12-2016 

Diary No. Date of R& I & fee  Each 5ml contains 

Cephradineé.. 125 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 90ml : Rs.115/5 ml 

Approval status of product in Reference 

Regulatory Authorities 

Could not be confirmed 

Me-too status  Cefrinex suspension by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Evidence of approval of applied formulation in 

reference regulatory authorities could not be confirmed 

Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

07.06.2013 and expired on 07-06-2016 

Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin dry powder suspension 

section for clarification since the data of stability studies 

shows manufacturing of applied drugs before approval 

of section by the Central Licensing Board. Registration 

Board further deferred this case for evidence of 

approval status in reference regulatory authorities. 

(M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Firm has not submitted evidence of approval in 

reference regulatory authorities 

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 
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292.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine oral suspension 250 mg/5 ml 

Composition Dy.No. 3322: 21-12-2016 PKR 20,000/-   : 20-12-2016 

Diary No. Date of R& I & fee  Each 5ml contains 

Cephradineééé. 250 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 90ml : Rs. 183/ 

Approval status of product in Reference 

Regulatory Authorities 

Nicef dry powder for syrup by Strides Pharma 

(MHRA Approved) 

Me-too status  Cefrinex suspension by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

07.06.2013 and expired on 07-06-2016, while the shelf 

life approved by MHRA is only 2 years 

Firm has applied for oral suspension while the MHRA 

approved product is available as dry powder for syrup. 

Decision of previous meeting Registration Board deferred the application for 

following reasons: 

¶ Clarification since the data of stability studies 

shows manufacturing of applied drugs before approval 

of section by the Central Licensing Board.  

¶ Clarification regarding formulation since the 

formulation approved by reference regulatory 

authorities is dry powder for syrup. (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Firm has not submitted any clarification regarding the 

applied product as dry powder for suspension 

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

293.  Name and address of manufacturer / 

Applicant 

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Road 

Sadiqabad 

Brand Name +Dosage Form + Strength F.radine Capsules 500 mg 

Composition Dy. No.3321: 21-12-2016 PKR 20,000/-   : 20-12-2016 

Diary No. Date of R& I & fee  Each capsule contains 

Cephradine ééé. 500 mg 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price 12ôs: Rs.195/- 

Approval status of product in Reference 

Regulatory Authorities 

Cephradine capsule by athlone pharmaceuticals 

(MHRA Approved) 

Me-too status  Cefrinex capsule by Bosch 

GMP status  Last inspection report dated 11-05-2016 recommended 

renewal of DML and grant of additional sections 

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability data 

sheet of only 1 batch which was manufactured on 

07.06.2013 and expired on 07-06-2016, while the shelf 

life approved by MHRA is only 2 years. 
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Decision of previous meeting Registration Board deferred all the applications 

pertaining to the cephalosporin capsule section for 

clarification since the data of stability studies shows 

manufacturing of applied drugs before approval of 

section by the Central Licensing Board (M-271) 

Evaluation by PEC Firm has once again submitted original real time and 

accelerated stability study data of 6 months, and 

analytical testing methods.  

Decision: Registration Board deferred the case for personal hearing for 

clarification/justification of above cited observations. 

294.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength Ulcode suspension 

Composition Dy No. 2273:   05-04-2017 Rs: 20,000/-:   05-04-2017 

Diary No. Date of R& I & fee  Each 5ml contains 

Sucralfateéé..1gm 

Pharmacological Group Cytoprotective 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60ml:  Rs: 101.00/- 

120ml:  Rs: 185.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Antepsin by Chugai Pharma 

(MHRA Approved) 

Me-too status  Crafilm suspension by Pacific Pharma 

GMP status  Last inspection report dated 06-10-2016 & 29-10-2016, 

the panel recommended the resumption/renewal and 

additional section for Liquid section (General), cream 

ointment section (general) and external preparation 

section (repacking) but the panel did not recommend 

resumption/renewal of tablet, capsule (general) and 

psychotropic section. 

Remarks of the Evaluator Firm has claimed in house specifications without 

providing documents required as per 267
th
 RB meeting 

decision. Firm has submitted real time and accelerated 

stability study data sheet of batches manufactured in 

2014 while the section is approved in 2017 

Decision of previous meeting Deferred for clarifications of following ambiguitie(s) in 

the dossier: 

¶ Manufacturing and stability study data showed 

manufacturing of batches in 2014 while the section was 

approved in 2017. (M-271) 

Evaluation by PEC 

The firm has stated that ñthe stability studies data provided to DRAP is of trial batch which is 

proposed for commercial scale manufacturing. Furthermore, the firm has provided undertaking to 

conduct stability study data of commercial batchesò. Firm has not clarified the matter of submitted 

stability data of batched which were manufactured in 2014. 

The firm was purchased by current management and the case was diapproved in 242nd meeting of 

CLB held on 8th July 2015 and the letter of change of management was issued on 17th August 

2015, while the stability data of 2014 was submitted in the dossier. 

Decision: Mr. Ashfaq Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge 

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before 

the Board for clarification of above cited observations. The representatives of the firm 

apprised the Board that the submitted stability data was transferred to them with all other 

documents by the old management of the firm and they had submitted the same as such 

without verification. The Board discussed the matter in detail and decided to reject the 

registration application. 
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295.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength Perfectin Syrup 

Composition Dy No. 2268:   05-04-2017 Rs: 20,000/-:   05-04-2017 

Diary No. Date of R& I & fee  Each 15ml contains  

Iron protein succinylate equivalent to elemental 

Ironéé..40mg 

Pharmacological Group Hematinic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60ml:   Rs: 136.00/- 

120ml:   Rs: 258.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Ferplex Syrup by Vifor Pharma Australia (This 

reference provided by the firm could not be confirmed) 

Me-too status  Fero-slim by Fynk Pharma 

GMP status  Last inspection report dated 06-10-2016 and 29-10-

2016, the panel recommended the resumption/renewal 

and additional section for Liquid section (General), 

cream ointment section (general) and external 

preparation section (repacking) but the panel did not 

recommend resumption/renewal of tablet, capsule 

(general) and psychotropic section. 

Remarks of the Evaluator Firm has claimed in house specifications without 

providing documents required as per 267th RB meeting 

decision 

¶ The provided reference of Ferplex syrup by 

Vifor Pharma Australia could not be confirmed from 

TGA database 

¶ Firm has submitted real time and accelerated 

stability study data sheet of batches manufactured in 

2014 while the section is approved in 2017 

Decision of previous meeting Deferred for clarifications of following ambiguities in 

the dossier: 

The evidence of approval status of formulation in 

TGA with the brand name 

ñFERPLEX SYRUPò bearing ARTG ID 53614 

submitted by the firm could not be 

confirmed from TGA database while this ARTG ID 

53614 is not assigned to any 

brand name. 

Manufacturing and stability study data of batches 

manufactured in 2014 while the 

section is approved in 2017. (M-271) 

Evaluation by PEC The firm has stated that ñthe stability studies data 

provided to DRAP is of trial batch which is proposed 

for commercial scale manufacturing. Further more the 

firm has provided undertaking to conduct stability study 

data of commercial batchesò.  

Firm has not clarified the matter of submitted stability 

data of batched which were manufactured in 2014. 

The firm was purchased by current management and the 

case was diapproved in 242nd meeting of CLB held on 

8th July 2015 and the letter of change of management 

was issued on 17th August 2015, while the stability data 

of 2014 was submitted in the dossier. 

Firm has not provided any clarification regarding the 

provided reference of ñFERPLEX SYRUPò bearing 
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ARTG ID 53614, while the ID is not issued to any 

brand by TGA (as per the search option provided on 

TGA website) instead the firm has submitted reference 

of Ferrous fumarate syrup (EMC) with different 

strength. 

Decision: Mr. Ashfaq Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge 

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before 

the Board for clarification of above cited observations. The representatives of the firm 

apprised the Board that the submitted stability data was transferred to them with all other 

documents by the old management of the firm and they had submitted the same as such 

without verification. The representatives of the firm accepted their deliberated mistake 

regarding the submission of reference of TGA.  

The Board discussed the matter in detail and decided to reject the registration application. 

296.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength VeerVit Syrup 

Composition Dy No. 2269:   05-04-2017 Rs: 20,000/-:   05-04-2017 

Diary No. Date of R& I & fee  Each 5ml contains 

Thiamine hydrochloride..éé..5mg 

Riboflavinéééééééé..1.66mg 

Pyridoxineéééééééé..1mg 

Cyanocobalaminéééééé10mcg 

Ascorbic acidéééééééé75mg 

D-Pantothenoléééé..éé...2.5mg 

Inositoléééééééééé.5mg 

Nicotinamideééééééé...20mg 

Lycine monohydrate (as HCl)é.35mg 

Pharmacological Group Vitamin/amino acid 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 120ml: Rs: 65.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Wellcosine by GSK Australia (The reference provided 

by the firm could not be confirmed) 

Me-too status  Lysovit Syrup by Pfizer (The reference provided by the 

firm contains different strengths) 

GMP status  Last inspection report dated 06-10-2016 and 29-10-

2016, the panel recommended the resumption/renewal 

and additional section for Liquid section (General), 

cream ointment section (general) and external 

preparation section (repacking) but the panel did not 

recommend resumption/renewal of tablet, capsule 

(general) and psychotropic section. 

Remarks of the Evaluator Firm has claimed in house specifications without 

providing documents required as per 267th RB meeting 

decision 

¶ The provided reference of Wellcosine syrup by 

GSK Australia could not be confirmed from TGA 

database. The document provided as TGA reference is 

incorrect and tempered, as the ARTG ID 230643 

claimed by the firm for Wellcosine syrup shows 

approval of maltofer syrup. 

¶ Evidence for me-too status could not be 

confirmed 

¶ Firm has submitted real time and accelerated 

stability study data sheet of batches manufactured in 

2014 while the section is approved in 2017 
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Decision of previous meeting Deferred for clarifications of following ambiguities in 

the dossier: 

¶ The evidence of approval status of formulation 

in TGA with the brand name 

ñWELLCOSINEò bearing ARTG ID 230643 submitted 

by the firm could not be confirmed from TGA database 

while this ARTG ID 230643 belongs to 

ñMALTOFER SYRUPò containing only iron 

polymaltose. Firm has also provided 

the same ARTG ID 230643 used for ñMALTOFER 

SYRUPò as reference for iron, polymaltose and folic 

acid syrup. 

¶ Manufacturing and stability study data of 

batches manufactured in 2014 while the section is 

approved in 2017. 

¶ Evidence of me-too status. (M-271) 

Evaluation by PEC The firm has stated that ñthe stability studies data 

provided to DRAP is of trial batch which is proposed 

for commercial scale manufacturing. Furthermore, the 

firm has provided undertaking to conduct stability study 

data of commercial batchesò.  

Firm has not clarified the matter of submitted stability 

data of batched which were manufactured in 2014. 

The firm was purchased by current management and the 

case was diapproved in 242nd meeting of CLB held on 

8th July 2015 and the letter of change of management 

was issued on 17th August 2015, while the stability data 

of 2014 was submitted in the dossier. 

Firm has not provided any clarification regarding the 

provided reference of ñWELLCOSINEò bearing ARTG 

ID 230643 submitted by the firm and that this ARTG ID 

230643 belongs to ñMALTOFER SYRUPò containing 

only iron polymaltose. Firm has also provided the same 

ARTG ID 230643 used for ñMALTOFER SYRUPò as 

reference for iron polymaltose and folic acid syrup. 

The me-roo reference provided by the firm could not be 

confirmed 

Decision: Mr. Ashfaq Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge 

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before 

the Board for clarification of above cited observations. The representatives of the firm 

apprised the Board that the submitted stability data was transferred to them with all other 

documents by the old management of the firm and they had submitted the same as such 

without verification. The representatives of the firm accepted their deliberated mistake 

regarding the submission of reference of TGA.  

The Board discussed the matter in detail and decided to reject the registration application. 

297.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength Pemotose Syrup 

Composition Dy No. 2274: 05-04-2017 Rs: 20,000/-: 05-04-2017 

Diary No. Date of R& I & fee  Each 5ml contains 

Iron III hydroxide polymaltose complex eq. to 

elemental iron éééé..50mg 

Folic acidéééééé..0.35mg 

Pharmacological Group Haematinic 

Type of Form Form 5 

Finished product Specifications Firm has claimed in house specification 

Pack size & Demanded Price 60 ml:  Rs: 80.00/-           120 ml:  Rs: 120.00/- 



Minutes for 276
th
 Registration Board Meeting                                                                                                    139 

 

Approval status of product in Reference 

Regulatory Authorities 

Maltofer by Vifor Australia (The provided reference do 

not contains folic acid) 

Me-too status  Irpo FA syrup by Nabiqasim 

GMP status  Last inspection report dated 06-10-2016 and 29-10-

2016, the panel recommended the resumption/renewal 

and additional section for Liquid section (General), 

cream ointment section (general) and external 

preparation section (repacking) but the panel did not 

recommend resumption/renewal of tablet, capsule 

(general) and psychotropic section. 

Remarks of the Evaluator Firm has claimed in house specifications without 

providing documents required as per 267th RB meeting 

decision 

¶ The provided reference of Maltofer syrup by 

Vifor Australia do not contain folic acid. The firm has 

submitted a tempered document in which the maltofer is 

claimed to contain iron polymaltose and folic acid.  

¶ Firm has submitted real time and accelerated 

stability study data sheet of batches manufactured in 

2014 while the section is approved in 2017 

Decision of previous meeting Deferred for clarifications of following ambiguities in 

the dossier: 

The evidence of approval status of formulation in 

TGA with the brand name 

ñMALTOFER SYRUPò bearing ARTG ID 230643 

submitted by the firm could 

not be verified from TGA database while this ARTG ID 

230643 belongs to 

ñMALTOFER SYRUPò containing iron polymaltose 

only, while the signed 

evidence provided by the firm contains both iron 

polymaltose and folic acid. Firm 

has also provided the same ARTG ID 230643 used for 

ñVEERVIT SYRUPò as 

reference for another product. 

Manufacturing and stability study data of batches 

manufactured in 2014 while the section is approved in 

2017. (M-271) 

Evaluation by PEC The firm has stated that ñthe stability studies data 

provided to DRAP is of trial batch which is proposed 

for commercial scale manufacturing. Furthermore, the 

firm has provided undertaking to conduct stability study 

data of commercial batchesò.  

 

Firm has not clarified the matter of submitted stability 

data of batched which were manufactured in 2014. 

The firm was purchased by current management and the 

case was diapproved in 242nd meeting of CLB held on 

8th July 2015 and the letter of change of management 

was issued on 17th August 2015, while the stability data 

of 2014 was submitted in the dossier. 

 

Firm has not provided any clarification regarding the 

provided reference of ñMALTOFER SYRUPò bearing 

ARTG ID 230643, while this ARTG ID 230643 belongs 

to ñMALTOFER SYRUPò containing iron polymaltose 

only, while the signed evidence provided by the firm 
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contains both iron polymaltose and folic acid. Firm has 

also provided the same ARTG ID 230643 used for 

ñVEERVIT SYRUPò as reference for another product. 

Decision: Mr. Ashfaq Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge 

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before 

the Board for clarification of above cited observations. The representatives of the firm 

apprised the Board that the submitted stability data was transferred to them with all other 

documents by the old management of the firm and they had submitted the same as such 

without verification. The representatives of the firm accepted their deliberated mistake 

regarding the submission of reference of TGA.  

The Board discussed the matter in detail and decided to reject the registration application. 

298.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength Nrufen Suspension 

Composition Dy No. 2276: 05-04-2017 Rs: 20,000/-: 05-04-2017 

Diary No. Date of R& I & fee  Each 5ml contains:     Ibuprofenééééé..100mg 

Pharmacological Group Propionic Acid derivative 

Type of Form Form 5 

Finished product Specifications B.P 

Pack size & Demanded Price 90 ml: Rs: 36.00/-        120 ml: Rs: 48.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Brufen 100mg/5ml Syrup by Abbott 

Me-too status  Brufen Syrup by Abbvie (MHRA Approved) 

GMP status  Last inspection report dated 06-10-2016 and 29-10-

2016, the panel recommended the resumption/renewal 

and additional section for Liquid section (General), 

cream ointment section (general) and external 

preparation section (repacking) but the panel did not 

recommend resumption/renewal of tablet, capsule 

(general) and psychotropic section. 

Remarks of the Evaluator Firm has submitted real time and accelerated stability 

study data sheet of batches manufactured in 2014 while 

the section is approved in 2017 

Decision of previous meeting Deferred for clarifications of following ambiguitie(s) in 

the dossier: 

Manufacturing and stability study data showed 

manufacturing of batches in 2014 

while the section was approved in 2017. (M-271) 

Evaluation by PEC The firm has stated that ñthe stability studies data 

provided to DRAP is of trial batch which is proposed 

for commercial scale manufacturing. Furthermore, the 

firm has provided undertaking to conduct stability study 

data of commercial batchesò.  

Firm has not clarified the matter of submitted stability 

data of batched which were manufactured in 2014. 

The firm was purchased by current management and the 

case was diapproved in 242nd meeting of CLB held on 

8th July 2015 and the letter of change of management 

was issued on 17th August 2015, while the stability data 

of 2014 was submitted in the dossier. 

Decision: Mr. Ashfaq Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge 

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before 

the Board for clarification of above cited observations. The representatives of the firm 

apprised the Board that the submitted stability data was transferred to them with all other 

documents by the old management of the firm and they had submitted the same as such 

without verification. The Board discussed the matter in detail and decided to reject the 

registration application. 
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299.  Name and address of manufacturer / 

Applicant 

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Road, 

Raiwind Lahore   

Brand Name +Dosage Form + Strength Perfulose Syrup 

Composition Dy No. 2277: 05-04-2017 Rs: 20,000/-: 05-04-2017 

Diary No. Date of R& I & fee  Each 5ml contains 

Lactuloseéééé.3.35 gm 

Pharmacological Group Osmotic Laxative 

Type of Form Form 5 

Finished product Specifications Firm has claimed BP specifications 

Pack size & Demanded Price 120 ml:  Rs: 170.00/- 

240 ml:  Rs: 322.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Duphalac by Mylan 

(MHRA Approved) 

Me-too status  Duphalac Syrup by Abbott 

GMP status  Last inspection report dated 06-10-2016 and 29-10-

2016, the panel recommended the resumption/renewal 

and additional section for Liquid section (General), 

cream ointment section (general) and external 

preparation section (repacking) but the panel did not 

recommended resumption/renewal of tablet, capsule 

(general) and psychotropic section. 

Remarks of the Evaluator Firm has claimed BP specification while the product 

monograph for ñsyrupò is not available in BP, while 

lactulose solution is available in USP 

Firm has submitted real time and accelerated stability 

study data sheet of batches manufactured in 2014 while 

the section is approved in 2017. Further no documents 

regarding import of lactulose in 2014 is provided. 

The certificate of analysis issued by Fresenius Kabi 

Austria, in 2015 states the specifications as USP while 

the stability study data sheets of lactulose provided by 

the source abroad states the specifications as Ph.Eur. 

The batch number mentioned in certificate of analysis is 

of 8 digits i.e. 17145161 while the batch number 

mentioned in stability study data is of 5 digits i.e. 

81931, 81961 and 82051 

The stability study data of lactulose is not as per the 

conditions of zone IV-A 

Differential fee is not provided  

Decision of previous meeting Deferred for clarifications of following ambiguitie(s) in 

the dossier: 

¶ Manufacturing and stability study data showed 

manufacturing of batches in 2014 while the 

section was approved in 2017. 

¶ Finished product specifications, since the 

product monograph is present in USP and the 

firm has claimed BP specifications 

¶ The batch number mentioned in certificate of 

analysis is of 8 digits i.e. 17145161 while the 

batch number mentioned in stability study data 

is of 5 digits i.e. 81931, 81961 and 82051 

¶ Stability study data of lactulose is not as per the 

conditions of Zone IV-A 

¶ Differential fee of PKR 80,000/-for import of 

lactulose. (M-271). 

 




