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HELD ON 1ST ï 2ND OCTOBER, 2019 

*=*=*=*=*  

 

 

 

Item No. Detail of Item Pages 

I. Confirmation of Minutes of 291st meeting of Registration Board 03 

II. Division of Pharmaceutical Evaluation & Registration. 

¶ Pharmaceutical Evaluation Cell (PEC) .... ...... ...... .. 

¶ Registration-I .......... ............. ............. ............. .......  

¶ Registration-II ............. ............ ............... ......... ....  

¶ Import & Vet-Iéééééééééééééé... 

¶ Import & Vet-II............. ................. ......................... 

¶ Post Registration-I ............... .................. .... ........... 

¶ Post Registration-II ............ ............... ......... ............  

¶ RRR Section ................ ........................ ....... ...... é 

03 ï 650 
 

4-400 

401-413 

414-417 

418-430 

431-447 

448-462 
 

463-472 

473-650 

III.  Division of Biological Evaluation & Research 651 ï 703 

IV. Division of Quality Assurance & Laboratory Testing 704 ï 760 

V. Additional Agenda: 

A. Division of Biological Evaluation & Researchéééé.. 

B. Division of Quality Assurance & Laboratory Testingéé.. 

C. Division of Pharmaceutical Evaluation & Registrationéé 

761 - 905  

761-786 

787-891 

892-905 

 

 

 

 

 

 

 

 

 

 

Drug Regulatory Authority of Pakistan 

T.F. Complex, Mauve Area, G-9/4 

Islamabad. 



Minutes of 292nd Meeting of Registration Board (1-2nd October, 2019)                                          | 2  

292nd meeting of Registration Board was held on 1st & 2nd October, 2019 in the Committee 

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

by Dr. Obaidullah, Director, Pharmaceutical Evaluation & Registration Division, DRAP. The 

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

1.  Dr. Rafeeq Alam Khan, 

Meritorious Professor & Dean Faculty of Pharmacy, 

Ziauddin University, Karachi. 

 

Member 

2.  Maj.Gen. Dr.Tahir Mukhtar Sayed, 

Director General Medicine, Pak Army, Rawalpindi 

Member 

3.  Prof.Dr.Ghulam Sarwar, 

Dean, Faculty of Pharmacy, Jinnah University for Women, Karachi 

 

Member 

4.  Mr.Aslam Shah, Senior Manager, 

Indus Hospital, Karachi 

 

Member 

5.  Dr. Amanullah Khan, 

Director, Drugs Testing Laboratory, Quetta.  

Government of Balochistan  

Member 

6.  Dr. Qurban Ali 

Ex-Director General, National Veterinary Laboratory, Islamabad 

Member 

7.  Mr. Muhammad Aslam, Deputy Draftsman, 

Representative of Ministry of Law & Justice, Islamabad 

Member 

8.  Mr. Ghulam Mujtaba, Deputy Director (Patent), 

Representative of Ministry of Law & Justice, Islamabad 

Member 

9.  Dr. Noor-us-Saba, 

Director, Biological Evaluation & Research Division, DRAP 

Member 

10.  Dr. Hafsa Karam Ellahi, Additional Director, 

Representative of QA&LT Division, DRAP 

Member 

11.  Mr. Abdullah,  

Additional Director (PE&R), DRAP. 

Member 

12.  Dr.Muhammad Akram, Represntative of Animal Husbandry 

Commissioner, M/o National Food Security & Research, Islamabad. 

Co-opted 

Member 

 

 

Ms.Tahreem Sara (Dy. Director-RRR), Mr. Asif Jalil, Incharge PEC and respective 

Assistant Directors, presented the agenda of PE&R Division. Director, BE&R assisted by 

respective Assistant Directors, presented the agenda of Biological Evaluation & Research 

Division. Mr. Abdul Sattar Suhrani (Additional Director, QA&LT) assisted by respective 

Assistant Director, presented the agenda of QA & LT Division. Mr. Aamar Latif, Dy.Director 

(Legal Affairs) also attended the meeting. 

 
 

Mr. Tauqeer-ul-Haq, Mr. Hamid Raza, & Mr. Iftikhar Hussain (PPMA), Ms. Anila 

Sikandar and Mr. Nadeem Alamgir (Pharma Bureau) and Mr. Kamran Anwar (PCDA) 

attended the meeting as observers.  
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Item No. I:  Confirmation of Minutes of 291st Meeting of Registration Board. 

 

291st meeting of Registration Board was held on 2nd ï 4th September 2019. The draft 

minutes of 291st meeting of Registration Board were circulated among the members of the 

meeting on 19th September 2019 for perusal/approval and comments (if any) within five days.  

 

None of the members disagreed the draft minutes. Accordingly, fair minutes were 

approved by the Chairman Registration Board and circulated to all concerned for 

implementation. 

 

Decision: Registration Board confirmed the minutes of 291st meeting. 
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Item No. II  Division of Pharmaceutical Evaluation & Registration 

 

Pharmaceutical Evaluation Cell (PEC) 

 

Case no. 01 Registration Applications for Local Manufacturing of (Human) Drugs. 

a. New cases 

b. Deferred cases 

Case no. 02 Registration Applications of Newly Granted DML or New Section 

(Human) 

a. New DML 

b. New/Additional section(s) 

Case no. 03 Registration Applications for Local Manufacturing of (Veterinary) Drugs. 

a. New Cases 

b. Deferred Cases 

Case no. 04 Registration Applications of Newly Granted DML or New Section 

(Veterinary)  

a. New DML /section 

b. Deferred Cases 

Case no. 05 Registration Applications of Categories to be Considered on Priority. 

a. Local manufacturing applications of priority categories defined by 

Registration 

Board in its 257th meeting 

b. Export facilitation 

c. Import applications of priority categories defined by Registration Board in 

its 

257th meeting 

i. Human 

ii. Veterinary 

Case no. 06 Registration Applications of Import Cases. 

a. New Cases (Human) 

b. New Cases (Veterinary) 

c. Deferred Cases 

i. Human 

ii. Veterinary 

Case no. 07 Registration Applications of Drugs for which Stability Study Data is 

Submitted. 

a. New cases 

b. Deferred cases 

c. Verification of stability study data 

d. Exemption from onsite verification of stability data 

Case no. 08 Miscellaneous Cases. 
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Sr. No. Name of Evaluator Title  

1 Mr. Ammar Ashraf Awan Evaluator PEC-II  

2 Mr. Muhammad Haseeb Tariq Evaluator PEC-III  

3 Mst. Farzana Raja Evaluator PEC-IV  

4 Mst. Iqra Aftab Evaluator PEC-V 

5 Mr. Muhammad Umar Latif Evaluator PEC-VI  

6 Mst. Haleema Sharif Evaluator PEC-VIII  

7 Mr. Haneef ullah Evaluator PEC-IX  

8 Mr. Muhammad Sarfaraz Nawaz Evaluator PEC-X 

9 Mst. Mehwish Javed Khan Evaluator PEC-XIII  

10 Mr. Muhammad Ahsan Hafiz Evaluator PEC-XIV  
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Item No. I: Agenda of Evaluator PEC-II  

Case No. 01: Registration Applications for Local Manufacturing of (Human) Drugs. 

a. New Cases. 

1.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Linolid 600mg/300ml Infusion 

Composition "Each 300ml Contains: 

Linezolidé..600mg" 

Diary No. Date of R& I & fee  Dy. No 28524 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Antibacterial 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price 1ôs; As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Barizold infusion 600mg/300ml by M/s Getz Pharma 

(Reg#080288) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 17-01-2019 concluded as under: 

ñBased on the evaluation of the firm and findings of the 

inspection, the firm was found to be operating at 

satisfactory level of GMP compliant at the time of 

inspection. However, firm has received approval for 

changes in layout plan vide letter no F.1-51/2004-Lic dated 

16-08-2018 whereby after revision three sections were 

approved in layout. At the time of inspection, it was noted 

that some changes in production are had been done as per 

approved layout. Some changes were yet to be done. Firm 

was advised to inform licensing Division DRAP, Islamabad 

upon completion of the proposed changes for further 

processing.ò 

Remarks of the EvaluatorII ¶ Finished product specification and testing method has 

not been submitted. 

¶ Manufacturing process outline has not been submitted. 

Decision: Deferred for following: 

¶ Finished product specification and testing method has not been submitted. 

¶ Manufacturing process outline has not been submitted. 

2.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Linolid 600mg Tablet 

Composition "Each film coated tablet Contains: 

Linezolidéé600mg" 

Diary No. Date of R& I & fee  Dy. No 28523 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Antibacterial 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price  As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Linexa Tablet 600mg by M/s. Cirin Pharma (Reg.# 073213) 

GMP status  As cited in above application. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

3.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Delves 50mg Tablet 
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Composition "Each Film Coated Tablet Contains: 

Diclofenac Potassiumé..50mg" 

Diary No. Date of R& I & fee  Dy. No 28522 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Diclotim 50mg Tablet by M/s MBL Karachi (R.No.081019) 

GMP status  As cited in above application. 

Remarks of the EvaluatorII  

Decision: Approved. 

4.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Alfazon 0.5mcg Tablet 

Composition "Each Tablet Contains: 

Alfacalcidolé0.5mcg" 

Diary No. Date of R& I & fee  Dy. No 28518 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Vitamin D and analogues 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

One alpha tablet 0.5 ɛg by Teijin Pharma Corporation 

PMDA approved 

Me-too status (strength & dosage form)  Itoride Tablet by Lexicon Pharmaceutical. Reg No. 42040 

GMP status  As cited in above application. 

Remarks of the EvaluatorII ¶ In contrary to reference product which is available as 

uncoated tablet firm has applied for film coated tablet. 

¶ Upon communication of above observations firm has 

submitted revised form 5 for uncoated tablets along 

with submission of fee of Rs.5,000/- vide deposit slip# 

1924188 dated 26-09-2019. 

Decision: Approved. 

5.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Fexofin-D 60/120 mg Tablet 

Composition "Each Tablet Contains: 

Fexofenadine HCl é.é60mg 

Pseudoephedrine HCl éé.120mg" 

Diary No. Date of R& I & fee  Dy. No 28519 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Anti-histamine 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (with strength and dosage 

form)  

Uni-fexoderine Tablet by M/s Uni-Tiech Pharmaceuticals, 

Karachi. (Reg No. 061035) 

GMP status  As cited in above application. 

Remarks of the EvaluatorII ¶ In contrary to reference product submitted by firm 

which is available as extended release tablet, no such 

details are mentioned in the submitted composition and 

master formulation.  

¶ Firm has submitted revised formulation for bilayer 

tablet with following composition: 
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ñEach  bilayer Tablet Contains: 

Fexofenadine HClé.é60mg 

Pseudoephedrine HCléé.120mg (as extended release 

layer)" 

¶ Firm has also submitted fee of Rs. 5,000- for revision of 

formulation. 

Decision: Deferred for evidence of availability of bilayer tablet compression machine. 

6.  Name and address of manufacturer / 

Applicant 

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sundar 

Industrial Estate, Lahore" 

Brand Name +Dosage Form + Strength Lancerid 30mg Capsule 

Composition "Each Capsule Contains: 

Lansoprazole as Enteric Coated Pelletséé30mg" 

Diary No. Date of R& I & fee  Dy. No 28520 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Proton pump inhibitor. 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Leazole 30mg Capsules of M/s Leads Pharma (Pvt.) Ltd. 

(Reg.#035891) 

GMP status  As cited in above application. 

Remarks of the EvaluatorII ¶ Source of pellets, along with stability studies data, GMP 

certificate of supplier and differential fee in case of 

import of pellets shall be submitted. 

¶ Finished product specification has not been submitted. 

Decision: Deferred for following: 

¶ Source of pellets, along with stability studies data, GMP certificate of supplier and 

differential fee in case of import of pellets shall be submitted. 

¶ Finished product specification has not been submitted. 

7.  Name and address of manufacturer / 

Applicant 

"M/s Wilshire Laboratories Pvt Ltd. 124/1, Quaid-e-Azam 

Industrial Estate, Kot Lakhpat, Lahore" 

Brand Name +Dosage Form + Strength Sartel 40mg Tablet 

Composition "Each Tablet Contains: 

Telmisartanéé40mg" 

Diary No. Date of R& I & fee  Dy. No 28545 dated 24-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Angiotensin II receptor antagonist 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Telday  40 Tablets of M/s. Novamed Pharmaceuticals, 

28-Km, Ferozepur Road, Lahore (Reg.#077141) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 27-08-2018, 05-10-2018, 06-11-2018 

concluding satisfactory level of GMP compliance  

Remarks of the EvaluatorII  

Decision: Approved. 

8.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Furiben 100mg Tablet 

Composition "Each Tablet Contains: 

Flurbiprofenéé100mg" 

Diary No. Date of R& I & fee  Dy. No 28460 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group NSAID 

Type of Form Form-5 
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Finished product Specifications USP 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form) Strefen Tablets of Healers Pharmaceuticals  (Reg.# 069733) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII ¶ In contrary to reference product which is available as 

film coated tablet, you have applied for uncoated tablet. 

Decision: Deferred for revision of formulation as per reference product along with submission of 

requisite fee for revision of formulation. 

9.  Name and address of manufacturer / 

Applicant 

"M/s Aries Pharmaceuticals. 1-W, Industrial Estate, 

Hayatabad, Peshawar, k.p.k" 

Brand Name +Dosage Form + Strength Cloxol 25mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Zuclopenthixol (as dihydrochloride)é25mg" 

Diary No. Date of R& I & fee  Dy. No 28466 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Neuroleptic 

Type of Form Form-5 

Finished product Specifications BP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (with strength and dosage 

form)  

Lopix Tablet 25 mg of M/s Saydon Pharmaceuticals 

(Reg.#079400) 

GMP status  GMP certificate issued on the basis of inspection conducted 

on 10-03-2017. 

Remarks of the EvaluatorII  

Decision: Approved. 

10.  Name and address of manufacturer / 

Applicant 

"M/s Aries Pharmaceuticals. 1-W, Industrial Estate, 

Hayatabad, Peshawar, k.p.k" 

Brand Name +Dosage Form + Strength Valdox 25mg Tablet 

Composition Each Film Coated Tablet Contains: 

Agomelatineééééé.25mg 

Diary No. Date of R& I & fee  Dy. No 28471 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Antidepressants 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

VALDOXAN 25MG TABLET of M/S. SERVIER 

RESEARCH AND PHARMACEUTICALS (Reg.#079400) 

GMP status  GMP certificate issued on the basis of inspection conducted 

on 10-03-2017. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification.  

11.  Name and address of manufacturer / 

Applicant 

"M/s Aries Pharmaceuticals. 1-W, Industrial Estate, 

Hayatabad, Peshawar, k.p.k" 

Brand Name +Dosage Form + Strength Diacer 50mg Capsule 

Composition "Each Capsule Contains: 

Diacereinééééé50mg" 

Diary No. Date of R& I & fee  Dy. No 28472 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Other antiinflammatory and antirheumatic agents, 

nonsteroids 

Type of Form Form-5 
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Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Diacerein 50 mg hard capsule by M/s BIOGARAN 

(ANSM France Approved) 

Me-too status (with strength and dosage 

form)  

Dibro 50mg Capsules by M/s Winbrain Research 

Laboratories (Reg#071639) 

GMP status  GMP certificate issued on the basis of inspection conducted 

on 10-03-2017. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification.  

12.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Detrudine 1mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Tolterodine Tartrate 1mg corresponding to Tolterodine 

éé 0.68mg" 

Diary No. Date of R& I & fee  Dy. No 28463 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Urinary antispasmodics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Tolura Tablets 1mg of M/s Hilton Pharma (Reg.# 039220) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification.  

13.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Detrudine 2mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Tolterodine Tartrate 2mg corresponding to Tolterodine 

éé 1.37mg" 

Diary No. Date of R& I & fee  Dy. No 28464 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Urinary antispasmodics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Tolura Tablets 2mg of M/s Hilton Pharma (R# 039221) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification.  

14.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Bonic 150mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Ibandronate Sodium Monohydrate eq. to Ibandronic 

Acidé150mg" 

Diary No. Date of R& I & fee  Dy. No 28462 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Bisphosphonate 

Type of Form Form-5 
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Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Franjic 150mg Tablet of M/s Martin Dow Ltd. Karachi. 

(Reg.# 081130)        

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification.  

15.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Detrudine SR 4mg Capsule 

Composition "Each Modified Release Capsule Contains: 

Tolterodine Tartrate 4mg corresponding to 

Tolterodineé2.74mg" 

Diary No. Date of R& I & fee  Dy. No 28465 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group Urinary antispasmodics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Detrusitol SR 4mg, Prolonged-Release Capsules of M/s 

Parke-Davis & Company Limited, Karachi (Reg.# 053805) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII ¶ Clarification of the applied formulation shall be 

submitted with reference to Innovatorôs product, 

regarding how formulation is made modified release. 

Decision: Deferred for clarification of the applied formulation with reference to Innovatorôs 

product, regarding how the formulation is made modified release. 

16.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals. Plot No.224, Sector 23, 

Korangi Industrial Area, Karachi" 

Brand Name +Dosage Form + Strength Nimex 100mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Nimesulideé100mg" 

Diary No. Date of R& I & fee  Dy. No 28459 dated 20-08-2018  Rs.20,000/- 20-08-2018 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications Manufacturerôs specification 

Pack size & Demanded Price As per leader price 

Approval status of product in Reference 

Regulatory Authorities 

Approved by EMA  

Me-too status (strength & dosage form)  Nims tablet by M/s Sami 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the EvaluatorII ¶ In contrary to reference product which is available as 

uncoated tablet firm has applied for film coated tablet. 

Decision: Deferred for revision of formulation as per reference product along with submission of 

requisite fee for revision of formulation. 

17.  Name and address of manufacturer / 

Applicant 

"M/s Welwrd Pharmaceuticals. Plot # 3, Block A, Phase I-

II, Industrial Estate Hattar, KPK" 

Brand Name +Dosage Form + Strength Levepsy 500mg Tablet 
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Composition "Each Film Coated Tablet Contains: 

Levetiracetam éé 500mg" 

Diary No. Date of R& I & fee  Dy. No 28447 dated 20-08-2018  Rs.20,000/- 17-08-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (strength & dosage form)  Elicia 500mg tablet of M/s Martin Dow Ltd. 

GMP status  Panel inspection conducted on 07-05-2019 concluded that 

the overall GMP compliance status of the firm is deemed 

satisfactory. 

Remarks of the EvaluatorII  

Decision: Approved. 

18.  Name and address of manufacturer / 

Applicant 

"M/s Welwrd Pharmaceuticals. Plot # 3, Block A, Phase I-

II, Industrial Estate Hattar, KPK" 

Brand Name +Dosage Form + Strength Levepsy 250mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Levetiracetamé250mg" 

Diary No. Date of R& I & fee  Dy. No 28446 dated 20-08-2018  Rs.20,000/- 17-08-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (strength & dosage form)  Elicia 250mg tablet of M/s Martin Dow Ltd. 

GMP status  Panel inspection conducted on 07-05-2019 concluded that 

the overall GMP compliance status of the firm is deemed 

satisfactory. 

Remarks of the EvaluatorII  

Decision: Approved. 

19.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Levetam 500mg Tablet 

Composition "Each film CoatedTablet Contains: 

Levetiracetamé500mg" 

Diary No. Date of R& I & fee  Dy. No 30438 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (with strength and dosage 

form)  

Elicia 500mg tablet of M/s Martin Dow Ltd. 

 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

20.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 2mg Tablet 

Composition "Each dispersible Tablet Contains: 

Lamotrigineé2mg" 
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Diary No. Date of R& I & fee  Dy.No 30450 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by Health Canada  

Me-too status (strength & dosage form)  Lamictal Dispersible 2mg of M/s GSK (Reg.#039900) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

21.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 5mg Tablet 

Composition "Each dispersible Tablet Contains: 

Lamotrigineé5mg" 

Diary No. Date of R& I & fee  Dy. No 30451 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by Health Canada  

Me-too status (with strength and dosage 

form)  

LAMICTAL DISPERSIBLE 5MG of M/s Wellcome 

Foundation Ltd. UK. (Reg.#019532) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

22.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Tomate 25mg Tablet 

Composition "Each film coated Tablet Contains: 

Topiramateéé25mg" 

Diary No. Date of R& I & fee  Dy. No 30443 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Topamid   25mg Tablets of M/s Fassgen Pharmaceuticals, 

(Reg.# 062310) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

23.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Tomate 50mg Tablet 

Composition "Each film coated Tablet Contains: 

Topiramateéé50mg" 

Diary No. Date of R& I & fee  Dy. No 30444 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 
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Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Topamid   50mg Tablets of M/s Fassgen Pharmaceuticals, 

(Reg.# 069778) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

24.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Venlaxin 50mg Tablet 

Composition "Each Tablet Contains: 

Venlafaxine as HClé50mg" 

Diary No. Date of R& I & fee  Dy. No 30446 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Faxon Tablets 50mg of M/s Himont Pharma (R# 049519) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

25.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 50mg Tablet 

Composition "Each Tablet Contains: 

Lamotrigineé50mg" 

Diary No. Date of R& I & fee  Dy. No 30453 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Sportin 50mg Tablets of M/s Fassgen Pharmaceuticals,  

(Reg.# 070345) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

 

26.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Serta 50mg Tablet 

Composition "Each film coated Tablet Contains: 

Sertraline as HClé.é50mg" 

Diary No. Date of R& I & fee  Dy. No 30426 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specifications USP 

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

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Yesme Tablet 50mg by M/s Metro Pharmaceuticals, 

Islamabad. (Reg.#081674) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

27.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Serta 100mg Tablet 

Composition "Each film coated Tablet Contains: 

Sertraline as HClé.é100mg" 

Diary No. Date of R& I & fee  Dy. No 30427 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Ertalin 100 mg Tablets of M/s Genome Pharmaceuticals 

(Reg.# 076845) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

28.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Venlaxin 37.5mg Tablet 

Composition "Each Tablet Contains: 

Venlafaxine as HCléé37.5mg" 

Diary No. Date of R& I & fee  Dy. No 30446 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-depressant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (with strength and dosage 

form)  

Nalfax Tablets 37.5mg.of M/s Dyson Research 

Laboratories (Reg.# 046945) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

29.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Levetam 250mg Tablet 

Composition "Each film coated Tablet Contains: 

Levetiracetaméé250mg" 

Diary No. Date of R& I & fee  Dy. No 30437 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Antiepileptic 

Type of Form Form-5 

Finished product Specifications 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 (strength & dosage form)  Keppra Tablets 250mg by M/s AGP Ltd, (R# 045684) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

30.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 25mg Tablet 

Composition "Each Tablet Contains: 

Lamotrigineé..25mg" 

Diary No. Date of R& I & fee  Dy. No 30452 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Lamogin Tablets 25mg of M/s Navegal Labs  

(Reg.# 043972) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

31.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Levetam 750mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Levetiracetaméé..750mg" 

Diary No. Date of R& I & fee  Dy. No 30439 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (with strength and dosage 

form)  

Elicia 750mg tablet of M/s Martin Dow Ltd. 

 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

 

32.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Venlaxin 75mg Tablet 

Composition "Each Tablet Contains: 

Venlafaxine as HCléé75mg" 

Diary No. Date of R& I & fee  Dy. No 30448 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA approved  

Me-too status (with strength and dosage 

form)  

Nodep 75mg tablet of M/s Shawan Pharmaceuticals, 

Islamabad (Reg.# 080388) 
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GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

33.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 200mg Tablet 

Composition "Each Tablet Contains: 

Lamotrigineéé.200mg" 

Diary No. Date of R& I & fee  Dy. No 30455 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by Health Canada  

Me-too status (with strength and dosage 

form)  

LAMICTAL  200mg of M/s Wellcome Karachi. 

(Reg.#014920) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

 

34.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Venlaxin 150mg Tablet 

Composition "Each extended release tablet contains: 

Venlafaxine as HCléé150mg" 

Diary No. Date of R& I & fee  Dy. No 30449 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by Health Canada  

Me-too status (strength & dosage form)  Xaxine XR of M/s Airaaf Pharma. (Reg.#078872) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

35.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Lamtro 100mg Tablet 

Composition "Each Tablet Contains: 

Lamotrigineé..100mg" 

Diary No. Date of R& I & fee  Dy. No 30454 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Epicta 100mg Tablets of M/s Alina Combine Pakistan, 

Karachi (Reg.# 039081) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 
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Remarks of the EvaluatorII  

Decision: Approved. 

36.  Name and address of manufacturer / 

Applicant 

M/s Shaheen Pharmaceutical 3-Km Murghzar Road, Saidu 

Sharif, Swat. 

Brand Name +Dosage Form + Strength Tomate 100mg Tablet 

Composition "Each film coated Tablet Contains: 

Topiramateéé100mg" 

Diary No. Date of R& I & fee  Dy. No 30445 dated 10-09-2018  Rs.20,000/- 10-09-2018 

Pharmacological Group Anti-epileptic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Engrax Tablets 100mg of M/s English Pharmaceuticals 

Industries. (Reg.# 040144) 

GMP status  Last inspection report dated 13-09-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

37.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arregesic 450/35 mg Tablets 

Composition "Each Tablet Contains: 

Paracetamoléé450mg 

Orphenadrine Citrateéé35mg" 

Diary No. Date of R& I & fee  Dy. No 32438 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Norgesic of M/s iNova Pharmaceuticals Australia Pvt. Ltd. 

approved by TGA of Australia  

Me-too status (strength & dosage form)  Rid-All Forte by M/s Stanley Pharma (Reg.#069786) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

38.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrecam 15mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Meloxicaméé15mg" 

Diary No. Date of R& I & fee  Dy. No 32446 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

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 

Approved by USFDA 

Me-too status (with strength and dosage 

form)  

MIWS Plus  15mg Tablets of M/s Weather folds 

(Reg.#078489) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

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

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arecin 500mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Clarithromycin...é500mg" 

Diary No. Date of R& I & fee  Dy. No 32434 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

BIAXIN of M/s Abbvie approved by USFDA 

Me-too status (with strength and dosage 

form)  

Klarinor 500 mg Tablets by M/s Nortech Pharmaceuticals 

(Pvt) Ltd (Reg#077970) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

40.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arretin 0.4mg Capsule 

Composition "Each Capsule Contains: 

Tamsulosin HCl (as modified release pellets)é.é0.4mg" 

Diary No. Date of R& I & fee  Dy. No 32452 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Alpha 1 adrenergic receptor blocker 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Uripro 0.4mg Capsule  M/s Getz Pharma (Reg.#081040) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII Source of pellets: M/s Vision Pharmaceuticals, Islamabad. 

Decision: Approved. 

41.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arepride 50mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Itopride Hydrochlorideéé50mg" 

Diary No. Date of R& I & fee  Dy. No 32450 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Prokinetic 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Ganaton of M/s Abbott Laboratories (PMDA) Japan 

Approved 

Me-too status (strength & dosage form)  ITP of M/s Sami Pharmaceuticals 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

 

42.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arestalo 10mg Tablet 
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Composition "Each Film Coated Tablet Contains: 

Escitalopram as Oxalateé10mg" 

Diary No. Date of R& I & fee  Dy. No 32444 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antidepressant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Zavesca tablet 10mg of Getz Pharma. (Reg.#045279) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

43.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrestat 40mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Febuxostat éé40mg" 

Diary No. Date of R& I & fee  Dy. No 32453 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Xanthine oxidase inhibitor 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Febuxin by M/s AGP, Karachi (Reg. No. 081104) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

44.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrimax-Beta 20mg Tablet 

Composition "Each Tablet Contains: 

Piroxicam as Beta Cyclodextriné.é20mg" 

Diary No. Date of R& I & fee  Dy. No 32432 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by ANSM of France 

Me-too status (strength & dosage form)  Achway Tablets of M/s Getz Pharma (Reg.#047355) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

45.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrser 50mg Tablet 

Composition "Each Tablet Contains: 

Levosulpirideéé50mg" 

Diary No. Date of R& I & fee  Dy. No 32428 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antipsychotics 

Type of Form Form-5 
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Finished product Specifications Manufacturerôs specifications. 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Levidomed 50mg tablets of M/s Medochemie Ltd. approved 

by AIFA of Italy. 

Me-too status (strength & dosage form)  Sulvoric 50mg of M/s  High-Q, Karachi (Reg.#070485) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

46.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrser 100mg Tablet 

Composition "Each Tablet Contains: 

Levosulpirideéé100mg" 

Diary No. Date of R& I & fee  Dy. No 32429 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antipsychotics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications. 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by AIFA of Italy 

Me-too status (strength & dosage form)  Scipride tablet 100mg M/s Getz Pharma 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

47.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrecam 7.5mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Meloxicaméé7.5mg" 

Diary No. Date of R& I & fee  Dy. No 32430 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (with strength and dosage 

form)  

MIWS  7.5 mg Tablets of M/s Weather folds 

(Reg.#078486) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

48.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Areco 500mcg Tablet 

Composition "Each sugar Coated Tablet Contains: 

Mecobalaminé500mcg" 

Diary No. Date of R& I & fee  Dy. No 32436 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Coenzyme type/Vitamin B12  

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by PMDA of Japan 
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Me-too status (with strength and dosage 

form)  

Mecovit 500mcg Tablet of M/s  Zumars Pharma (Pvt) Ltd   

(Reg.# 057709)  

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII Firm had initially applied for film coated tablet, but upon 

communication of observations firm has submitted revised 

form 5 for sugar coated tablets along with submission of fee 

of Rs.5,000/- vide deposit slip# 1929604 dated 24-09-2019. 

Decision: Approved with JP specifications. 

49.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrenin 10mg Capsule 

Composition "Each Hard Gelatin Capsule Contains: 

Isotretinoin éé10mg" 

Diary No. Date of R& I & fee  Dy. No 32439 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Retinoids 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)   

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII ¶ Stability data as per directions of 278th meeting of 

Registration Board shall be submitted. 

Decision: Deferred for submission of stability data as per directions of 278th meeting of 

Registration Board. 

50.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arecin 250mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Clarithromycinéé250mg" 

Diary No. Date of R& I & fee  Dy. No 32443 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

BIAXIN of M/s Abbvie approved by USFDA 

Me-too status (with strength and dosage 

form)  

Klarinor 250 mg Tablets by M/s Nortech Pharmaceuticals 

(Pvt) Ltd (Reg#077969) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

 

51.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arripcin 500mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Ciprofloxacin as Hydrochloride éé 500mg" 

Diary No. Date of R& I & fee  Dy. No 32445 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Fluoroquinolones, Antibiotic 

Type of Form Form-5 

Finished product Specifications USP Specifications 

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

Regulatory Authorities 

Ciprofloxacin tablets 500mg of M/s Special Concept 

Development (UK MHRA Approved) 

Me-too status (strength & dosage form)  Axcin Tablets 500mg of M/s Novartis Pharmaceuticals 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

52.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrenin 20mg Capsule 

Composition Each Hard Gelatin Capsule Contains: 

Isotretinoin éé20mg" 

Diary No. Date of R& I & fee  Dy. No 32437 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Retinoids 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)   

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII ¶ Stability data as per directions of 278th meeting of 

Registration Board shall be submitted. 

Decision: Deferred for submission of stability data as per directions of 278th meeting of 

Registration Board. 

53.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arripcin 250mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Ciprofloxacin as Hydrochlorideéé250mg" 

Diary No. Date of R& I & fee  Dy. No 32433 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Fluoroquinolones, Antibiotic 

Type of Form Form-5 

Finished product Specifications USP Specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Axcin Tablets 250mg of M/s Novartis Pharmaceuticals 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

 

54.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arredol 500mg Tablets 

Composition "Each Tablet Contains: 

Paracetamoléé500mg" 

Diary No. Date of R& I & fee  Dy. No 32440 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Analgesic & Antipyretic 

Type of Form Form-5 

Finished product Specifications 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 (strength & dosage form)  Paracetamol 500mg tablet of M/s Siza, (Reg# 008731) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

55.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrecox 60mg Tablets 

Composition "Each Film Coated Tablet Contains: 

Etoricoxibéé60mg" 

Diary No. Date of R& I & fee  Dy. No 32441 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Etoria 60mg Table of M/s Hygeia Pharmaceuticals, 

Islamabad (Reg.# 080818) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

56.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrenox 4mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Lornoxicaméé4mg" 

Diary No. Date of R& I & fee  Dy. No 32447 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 

Finished product Specifications Manufacturers specification 

Pack size & Demanded Price as per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Xefo 4 mg Filmtabletten by M/s Takeda Pharma AG,  

(Swiss Medic approved) 

Me-too status (with strength and dosage 

form)  

Acabel 4mg Tablet by M/s Continental Pharma 

(Reg No:061603)              

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

57.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Aremeb MR Capsule 

Composition "Each Modified Release Capsule Contains: 

Mebeverine HCl (as modified release pellets) eq. to 

Mebeverine éé 200mg" 

Diary No. Date of R& I & fee  Dy. No 32442 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antispasmodic 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK  

Me-too status (with strength and dosage 

form)  

Berrin 200 mg Capsules of  M/s Focus &Rulz 

Pharmaceuticals, (Reg.#066660) 
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GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII Source of pellets: M/s Vision Pharmaceuticals, Islamabad. 

Decision: Approved with innovatorôs specification. 

58.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrser 25mg Tablet 

Composition "Each Tablet Contains: 

Levosulpirideéé25mg" 

Diary No. Date of R& I & fee  Dy. No 32427 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antipsychotics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications. 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by AIFA of Italy. 

Me-too status (strength & dosage form)  Sulvoric 25mg of M/s  High-Q, Karachi (Reg.#070484) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

59.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arrenox 8mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Lornoxicaméé8mg" 

Diary No. Date of R& I & fee  Dy. No 32449 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 

Finished product Specifications Manufacturers specification 

Pack size & Demanded Price as per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by EMA 

Me-too status (strength & dosage form)  Recam Tablet 8 mg by M/s Regal Pharma (Reg.#081952) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved with innovatorôs specification. 

60.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Arretil 10mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Domperidone Maleate Eq. to Domperidone éé10mg" 

Diary No. Date of R& I & fee  Dy. No 32448 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Peripheral dopamine receptor antagonist 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Kohidone 10mg Tablet of M/s  Kohs Pharmaceuticals (Pvt) 

Ltd. (Reg.# 070705) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

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

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Pooston Forte Tablet 

Composition "Each Tablet Contains: 

Mefenamic Acid...é500mg" 

Diary No. Date of R& I & fee  Dy. No 32431 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price as per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Inflanil Forte Tablets of M/s Vision Pharma (R.# 033761) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII  

Decision: Approved. 

62.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Runnac SR 100mg Tablet 

Composition "Each sustained release tablet contains: 

Diclofenac Sodium é..é100mg" 

Diary No. Date of R& I & fee  Dy. No 32431 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price as per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Sintral SR Tablets 100mg of M/s Neomedix (R.# 081413) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII Firm had initially applied for enteric coated tablet, but upon 

communication of observations firm has submitted revised 

form 5 for sustained release tablets along with submission of 

fee of Rs.5,000/- vide deposit slip# 1929605 dated 24-9-2019 

Decision: Approved. 

63.  Name and address of manufacturer / 

Applicant 

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Street N-

5, National Industrial Zone, Rawat, Rawalpindi" 

Brand Name +Dosage Form + Strength Aremeb 135mg Tablet 

Composition "Each Film coated Tablet Contains: 

Mebeverine HCléé135mg" 

Diary No. Date of R& I & fee  Dy. No 32455 dated 28-09-2018  Rs.20,000/- 24-09-2018 

Pharmacological Group Antispasmodic 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price as per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved b MHRA of UK 

Me-too status (strength & dosage form)  Colofac Tablets of M/s Abbott Labs. (Reg.# 006652) 

GMP status  Last inspection report dated 22-05-2018 concluded that the 

firm was found to be GMP compliant. 

Remarks of the EvaluatorII Firm had initially applied for enteric coated tablet, but upon 

communication of observations firm has submitted revised 

form 5 for film coated tablets along with submission of fee 

of Rs.5,000/- vide deposit slip# 1929603 dated 24-09-2019. 

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

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Citramed 5mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Levocetirizine dihydrochlorideé5mg" 

Diary No. Date of R& I & fee  Dy. No 32336 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Antihistamine. 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price 10ôs: Rs. 63.25/-               30ôs; Rs. 165.00/- 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Invocet tablet by M/s Aries Pharma (Reg.#078437) 

GMP status  Last inspection report dated 30-01-2018, concluding as 

under: 

ñThe management of the firm promised that they would 

continuous improvement in the light of observation at the 

time of inspection, documents reviewed and representatives 

of the firm commitment the firm may be considered to be 

operative in good level of cGMP compliance. However it 

was an old facility. Overall space is limited, workload is 

heavy due to heavy production for local and export 

purposes, the firm should plan for modification and or 

shifting to wide area in future. They were also advised to 

arrange more fire extinguishers and improve emergency 

exits in the building. They should also make a direct 

connection with fire brigade and install smoke detectors.ò 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  

65.  Name and address of manufacturer / 

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Medipride 2mg Tablet 

Composition "Each Tablet Contains: 

Glimepiride...é2mg" 

Diary No. Date of R& I & fee  Dy. No 32335 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Antidiabetic 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Amarox 2mg Tablet of M/s  Lisko Karachi (Reg.# 080338) 

GMP status  Same as above case 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  

66.  Name and address of manufacturer / 

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Deslort 5mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Desloratadineé..5mg" 

Diary No. Date of R& I & fee  Dy. No 32334 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Antihistamine 

Type of Form Form-5 

Finished product Specifications 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 (with strength and dosage 

form)  

Desdine 5mg Tablet of M/s M/s Hygeia Pharmaceuticals, 

Islamabad (Reg.# 080821) 

GMP status  Same as above case 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  

67.  Name and address of manufacturer / 

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Antifung 250mg Tablet 

Composition "Each Tablet Contains: 

Terbinafine HClé250mg" 

Diary No. Date of R& I & fee  Dy. No 32333 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Antifungal 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Neoterbin Tablets 250mg by M/s Neomedix 

Pharmaceuticals, Islamabad. (Reg.# 081411) 

GMP status  Same as above case 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  

68.  Name and address of manufacturer / 

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Lornomed 8mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Lornoxicamé8mg" 

Diary No. Date of R& I & fee  Dy. No 32332 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 

Finished product Specifications Manufacturers specification 

Pack size & Demanded Price 10ôs; As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by EMA 

Me-too status (with strength and dosage 

form)  

Recam Tablet 8 mg by M/s Regal Pharmaceuticals 

(Reg.#081952) 

GMP status  Same as above case. 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  

69.  Name and address of manufacturer / 

Applicant 

"M/s Medicraft Pharmaceuticals Pvt Ltd. 126-B, Indstrial 

Estate, Hayatabad, Peshawar, Pakistan" 

Brand Name +Dosage Form + Strength Clopem 200mg/ml Injection 

Composition "Each 1ml Ampoule Contains: 

Zuclopenthixol decanoateé200mg" 

Diary No. Date of R& I & fee  Dy. No 32331 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group Anti-inflammatory 

Type of Form Form 5 

Finished product Specifications BP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (with strength and dosage 

form)  

Zuphen Injection 200mg by M/s Standpharm Pakistan 

(Reg.#074299) 

GMP status  Same as above case. 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division.  
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70.  Name and address of manufacturer / 

Applicant 

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, 

Kahuta Road, Islamabad" 

Brand Name +Dosage Form + Strength V-Met 50mg/1000mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Vidagliptiné..50mg 

Metformin HCléé1000mg" 

Diary No. Date of R& I & fee  Dy.No 28458 dated 20-08-2018  Rs.20,000/- 15-08-2018 

Pharmacological Group Antihyperglycemic agent 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As recommended by PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by TGA of Australia 

Me-too status (strength & dosage form)  Vilget-M 50mg+1000mg Tablet M/s Getz 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 18 & 23-04-2019concluded as under: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Bio Labs Pvt Ltd was considered to be 

operating at a reasonably acceptable compliance with GMP 

as of today as per the Drugs Act, 1976 and DRAP, Act, 

2012 and rules framed there under.ò 

Remarks of the EvaluatorII Finished products specifications have not been submitted. 

Decision: Deferred for updated status of GMP of the firm from QA & LT division. Moreover 

Board directed the firm to submit Finished products specifications. 

71.  Name and address of manufacturer / 

Applicant 

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, 

Kahuta Road, Islamabad" 

Brand Name +Dosage Form + Strength V-Met 50mg/850mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Vidagliptiné50mg 

Metformin HCléé850mg" 

Diary No. Date of R& I & fee  Dy. No 28457 dated 20-08-2018  Rs.20,000/- 15-08-2018 

Pharmacological Group Antihyperglycemic agent 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As recommended by PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Galvus Met by Novartis Pharma, Pakistan 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 18 & 23-04-2019concluded as under: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Bio Labs Pvt Ltd was considered to be 

operating at a reasonably acceptable compliance with GMP 

as of today as per the Drugs Act, 1976 and DRAP, Act, 

2012 and rules framed there under.ò 

Remarks of the EvaluatorII Finished products specifications have not been submitted. 

Decision: Deferred for updated status of GMP of the firm from QA & LT division. Moreover 

Board directed the firm to submit Finished products specifications. 

72.  Name and address of manufacturer / 

Applicant 

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, 

Kahuta Road, Islamabad" 

Brand Name +Dosage Form + Strength Newgaba 100mg Capsule 

Composition "Each Capsule Contains: 

Pregabaliné100mg" 

Diary No. Date of R& I & fee  Dy. No 28456 dated 20-08-2018  Rs.20,000/- 15-08-2018 

Pharmacological Group Anti-epileptics 
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Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As recommended by PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Gabica 100mg Capsule by M/s Getz Pharma (Reg#047366) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 18 & 23-04-2019concluded as under: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Bio Labs Pvt Ltd was considered to be 

operating at a reasonably acceptable compliance with GMP 

as of today as per the Drugs Act, 1976 and DRAP, Act, 

2012 and rules framed there under.ò 

Remarks of the EvaluatorII Finished products specifications have not been submitted. 

Decision: Deferred for updated status of GMP of the firm from QA & LT division. Moreover 

Board directed the firm to submit Finished products specifications. 

73.  Name and address of manufacturer / 

Applicant 

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, 

Kahuta Road, Islamabad" 

Brand Name +Dosage Form + Strength Cef-B 90mg/5ml Dry Suspension 

Composition "Each 5ml Contains: 

Ceftibuten as dihydrateé90mg" 

Diary No. Date of R& I & fee  Dy. No 28454 dated 20-08-2018  Rs.20,000/- 15-08-2018 

Pharmacological Group Anti-biotic 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As recommended by PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Zinir 90mg/5ml Suspension by M/s S.J&G Karachi 

(Reg.#080999) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 18 & 23-04-2019concluded as under: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Bio Labs Pvt Ltd was considered to be 

operating at a reasonably acceptable compliance with GMP 

as of today as per the Drugs Act, 1976 and DRAP, Act, 

2012 and rules framed there under.ò 

Remarks of the EvaluatorII Finished products specifications have not been submitted. 

Decision: Deferred for updated status of GMP of the firm from QA & LT division. Moreover 

Board directed the firm to submit Finished products specifications. 

74.  Name and address of manufacturer / 

Applicant 

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangle, 

Kahuta Road, Islamabad" 

Brand Name +Dosage Form + Strength Newgaba 50mg Capsule 

Composition "Each Capsule Contains: 

Pregabaliné50mg" 

Diary No. Date of R& I & fee  Dy. No 28455 dated 20-08-2018  Rs.20,000/- 15-08-2018 

Pharmacological Group Anti-epileptics 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As recommended by PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Gabica 50mg Capsule by M/s Getz Pharma (Reg#048725) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 18 & 23-04-2019 concluded as under: 
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ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Bio Labs Pvt Ltd was considered to be 

operating at a reasonably acceptable compliance with GMP 

as of today as per the Drugs Act, 1976 and DRAP, Act, 

2012 and rules framed there under.ò 

Remarks of the EvaluatorII  

Decision: Deferred for updated status of GMP of the firm from QA & LT division. Moreover 

Board directed the firm to submit Finished products specifications. 

75.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Polymal 100mg Tablet 

Composition Each tablet contains: 

Iron (III)  hydroxide polymaltose complex equivalent to 

Elemental Iron é.. 100mg 

Diary No. Date of R& I & fee  Dy. No 30053 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group Used in the treatment of iron deficiency/iron deficiency 

anaemia 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

N/A 

Me-too status (with strength and dosage 

form)  

Chooz 100mg Tablets of M/s Weather Folds 

Pharmaceuticals, (Reg# 060135) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII  

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

preparations are not considered as drug by various reference regulatory authorities 

76.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Flip IM 1gm Injection 

Composition Each Vial Contains: 

Ceftriaxone as sodiuméé 1gm 

Diary No. Date of R& I & fee  Dy.No 30049 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group Cephalosporin 

Type of Form Form 5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)  Amcef Injection of M/s Linear Pharma (Reg.# 075343) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII  

Decision: Approved. 

77.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Boxin 20mg Tablet 

Composition Each Tablet Contains: 

Piroxicam as Piroxicam Beta Cyclodextriné20mg 

Diary No. Date of R& I & fee  Dy. No 30047 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group NSAID 

Type of Form Form-5 
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Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by ANSM of France 

Me-too status (strength & dosage form)  Achway Tablets of M/s Getz Pharma (Reg.#047355) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII  

Decision: Approved. 

 

78.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Telpram 10mg Tablet 

Composition Each Tablet Contains: 

Escitalopram as Escitalopram Oxalateé10mg 

Diary No. Date of R& I & fee  Dy.No 30052 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group Antidepressant 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Approved by MHRA of UK 

Me-too status (strength & dosage form)  Zavesca tablet 10mg of Getz Pharma. (Reg.#045279) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII  

Decision: Approved. 

 

79.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Polymal-P 100/0.5 mg Tablet 

Composition Each Tablet Contains: 

Iron (III)hydroxide polymaltose complex equivalent to 

Elemental Iron é.. 100mg 

Folic acid é.. 0.5mg 

Diary No. Date of R& I & fee  Dy. No 30054 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group Haematinics 

Type of Form Form-5 

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

N/A 

Me-too status (strength & dosage form)  Haemotyl-F Tablets of Noa Hemis, Karachi. (R# 042284) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII  

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

preparations are not considered as drug by various reference regulatory authorities 

80.  Name and address of manufacturer / 

Applicant 

M/s City Pharmaceuticl Laboratories Plot no. 12-A, I-5, 

Sector 5, Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Taldin 175/25 mg Tablet 

Composition Each Tablet Contains: 

Propyphenazoneé..175mg 

Caffeineééééé25mg 
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Diary No. Date of R& I & fee  Dy.No 30050 dated 06-09-2018  Rs.20,000/- 06-09-2018 

Pharmacological Group Pyrazolone analgesic 

Type of Form Form 5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

-- 

Me-too status (strength & dosage form)  Qutalidon Tablets of Genome Pharma. (Reg.# 064005) 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 07-03-2019 concluding satisfactory level of 

GMP complianceò 

Remarks of the EvaluatorII International availability in reference regulatory authorities 

of applied formulation could not be confirmed. 

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

authorities/agencies which were adopted by the Registration Board in its 275th meeting. 
 

b. Deferred cases 

81.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Valpine 5/160 tablet 

Composition Each film coated tablet contains: 

Amlodipine (as besylate) éé 5mg 

Valsartan é.. 160mg 

Diary No. Date of R& I & fee  Dy. No. 2265; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-hypertensive 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 7ôs; Rs.126/-, 14ôs; Rs. 240/-, 28ôs; Rs. 450/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Amlodine Tablet 5/160 of  M/s Jupiter Pharma 

(Reg.#081932) 

GMP status  Copy of cGMP panel inspection, dated 7-8-2018, 04-9-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Previous Remarks of the Evaluator. ¶ Master formulation includes ñValsartan as Potassiumò 
whereas reference product approved by USFDA & 

MHRA contains Valsartan in pure form only. 

Clarification is required in this regard. 

¶ Upon communication of above observations firm has 

submitted revised master formulation containing 

Valsartan as base form only.  

Previous Decision Registration board in its 288th meeting deferred for 

submission of fee for revision of formulation and for 

updated status of GMP of the firm from QA & LT Division 

as inspection report submitted by firm does not conclude 

GMP compliant status. 

Evaluation by PEC Firm has submitted fee of Rs. 5,000/- for revision of 

formulation vide deposit slip# 0759250 dated 13-05-2019. 

Moreover firm has again referred to their inspection report 

dated 07-8-2018, 04-9-2018 & 22-11-2018, wherein fair 

level of compliance, was concluded and also the 

resumption of production in the Liquid Injectable section 

(general) was recommended. 

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

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Valpine tablet 

Composition Each film coated tablet contains: 

Amlodipine (as besylate) éé 10mg 

Valsartan éé.. 60mg 

Diary No. Date of R& I & fee  Dy. No. 2259; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-hypertensive 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 7ôs; Rs.140/-, 14ôs; Rs. 250/-, 28ôs; Rs. 500/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Amlodine Tablet 10/160 of  M/s Jupiter Pharma 

(Reg.#081933) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-

09-2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Previous Remarks of the Evaluator. ¶ Master formulation includes ñValsartan as Potassiumò 
whereas reference product approved by USFDA & 

MHRA contains Valsartan in pure form only. 

Clarification is required in this regard. 

¶ Upon communication of above observations firm has 

submitted revised master formulation containing 

Valsartan as base form only. 

Previous Decision Registration board in its 288th meeting deferred for 

submission of fee for revision of formulation and for 

updated status of GMP of the firm from QA & LT Division 

as inspection report submitted by firm does not conclude 

GMP compliant status. 

Evaluation by PEC Firm has submitted fee of Rs. 5,000/- for revision of 

formulation vide deposit slip# 0759249 dated 13-05-2019. 

Moreover firm has again referred to their inspection report 

dated 07-8-2018, 04-9-2018 & 22-11-2018, wherein fair 

level of compliance, was concluded and also the 

resumption of production in the Liquid Injectable section 

(general) was recommended 

Decision: Approved. 

83.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Valpine 5/80 tablet 

Composition Each film coated tablet contains: 

Amlodipine (as besylate) éé 5mg 

Valsartan éé.. 80mg 

Diary No. Date of R& I & fee  Dy. No. 2261; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-hypertensive 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 7ôs; Rs.98/-, 14ôs; Rs. 180/-, 28ôs; Rs. 340/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Amlodine Tablet 5/80 of  M/s Jupiter Pharma 

(Reg.#081931) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-

09-2018 & 22-11-2018 recommending as under: 
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ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Previous Remarks of the Evaluator. ¶ Master formulation includes ñValsartan as Potassiumò 
whereas reference product approved by USFDA & 

MHRA contains Valsartan in pure form only. 

Clarification is required in this regard. 

¶ Upon communication of above observations firm has 

submitted revised master formulation containing 

Valsartan as base form only.   

Previous Decision Registration board in its 288th meeting deferred for 

submission of fee for revision of formulation and for 

updated status of GMP of the firm from QA & LT Division 

as inspection report submitted by firm does not conclude 

GMP compliant status. 

Evaluation by PEC Firm has submitted fee of Rs. 5,000/- for revision of 

formulation vide deposit slip# 0759255 dated 13-05-2019. 

Moreover firm has again referred to their inspection report 

dated 07-8-2018, 04-9-2018 & 22-11-2018, wherein fair 

level of compliance, was concluded and also the 

resumption of production in the Liquid Injectable section 

(general) was recommended 

Decision: Approved. 

Following case of M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore were presented in 288th meeting of 

Registration Board, wherein the Board deferred all the cases ñfor updated status of GMP of the firm form 

QA & LT Division as inspection report submitted by firm does not conclude GMP compliant status.ò 

Now the firm has again referred to their inspection report dated 07-8-2018, 04-9-2018 & 22-11-2018, 

wherein fair level of compliance, was concluded and also the resumption of production in the Liquid 

Injectable section (general) was recommended.                                                                              

84.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Stevia tablet 100mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate) éé 100mg 

Diary No. Date of R& I & fee  Dy. No. 2258; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-diabetic 

Type of Form Form 5 

Finished product Specification USP 

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

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Duvel 100mg Tablet of  M/s Martin Dow Ltd. 

(Reg.#079616) 

GMP status  Copy of cGMP panel inspection dated 07-8-2018, 04-9-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator.  

Decision: Approved. 

85.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Stevia-M tablet 50/500mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate) éé 50mg 

Metformin hydrochloride éé 500mg 
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Diary No. Date of R& I & fee  Dy. No. 2257; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-diabetic 

Type of Form Form 5 

Finished product Specification Manufacturer specification 

Pack size & Demanded Price 10ôs; Rs.150/-, 20ôs; Rs. 300/-, 14ôs; Rs. 210/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Treviamet 50mg/500mg Tablets by M/s GETZ  Pharma 

Pakistan  (Reg# 055443) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-09-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator. ¶ In contrary to approved by reference agencies/ authorities 

wherein the applied formulation is contains Metformin 

hydrochloride equal to 500mg, while you have applied 

for Metformin as hydrochloride equal to 500mg of 

Metformin. Clarification is required in this regard. 

¶ Upon communication of above observations firm has 

submitted revised master formulation containing 

Metformin hydrochloride equal to 500mg.   

Decision: Approved. 

86.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Stevia tablet 25mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate) éé 25mg 

Diary No. Date of R& I & fee  Dy. No. 2263; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-diabetic 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.150/-, 20ôs; Rs. 300/-, 14ôs; Rs. 210/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Duvel 25mg Tablet by M/s  Martin Dow Ltd. Karachi 

(Reg# 079614) 

GMP status  Copy of cGMP panel inspection, dated 7-8-2018, 4-9-2018 

& 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator.  

Decision: Approved. 

87.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Stevia-M tablet 50/1000mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate) éé 50mg 

Metformin hydrochloride éé 1000mg 

Diary No. Date of R& I & fee  Dy. No. 2262; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-diabetic 

Type of Form Form 5 

Finished product Specification Manufacturer specification 

Pack size & Demanded Price 10ôs; Rs.180/-, 20ôs; Rs. 350/-, 14ôs; Rs. 240/- 
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Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Tagipmet 50/1000 Tablets by M//s. Highnoon Laboratories,  

(Reg.# 059787) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-09-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator. ¶ In contrary to approved by the reference 

agencies/authorities wherein the applied formulation is 

contains Metformin hydrochloride equal to 1000mg, 

while you have applied for Metformin as hydrochloride 

equal to 1000mg of Metformin. Clarification is 

required in this regard. 

¶ Upon communication of above observations firm has 

submitted revised master formulation containing 

Metformin hydrochloride equal to 1000mg.   

Decision: Approved with innovatorôs specification. 

88.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Stevia tablet 50mg 

Composition Each film coated tablet contains: 

Sitagliptin (as phosphate monohydrate) éé 50mg  

Diary No. Date of R& I & fee  Dy. No. 2260; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Anti-diabetic 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs; Rs.180/-, 20ôs; Rs. 360/-, 14ôs; Rs. 252/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Duvel 50mg Tablet by M/s Martin Dow Ltd. (Reg#079615) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-09-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 

discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator.  

Decision: Approved. 

89.  Name and address of manufacturer / 

Applicant 

M/s Pharmedic Lab., 15-16 Km, Multan Road Lahore. 

Brand Name +Dosage Form + Strength Moflox tablet 400mg 

Composition Each film coated tablet contains: 

Moxifloxacin (as hydrochloride) éé 400mg  

Diary No. Date of R& I & fee  Dy. No. 2264; 08-12-2016; Rs.20,000/- (08-12-2016) 

Pharmacological Group Antibiotic 

Type of Form Form 5 

Finished product Specification Manufacturerôs specification 

Pack size & Demanded Price 1 x 5ôs; Rs. 475/- 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by MHRA of UK 

Me-too status  Navelox Tablets 400mg by M/s Navegal Laboratories 

(R#068237) 

GMP status  Copy of cGMP panel inspection, dated 07-08-2018, 04-09-

2018 & 22-11-2018 recommending as under: 

ñThe observations noted during the inspections were 
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discussed at length with the firmôs management and it was 

advised to rectify the shortcomings and submit compliance 

report.ò 

Remarks of the Evaluator.  

Decision: Approved with innovatorôs specification 

90.  Name and address of manufacturer / 

Applicant 

M/s AGP Limited B-23-C S.I.T.E., Karachi ` 

Contract Manufactured by: M/s Seraph Pharmaceuticals 

Plot # 210, Industrial Triangle Kahuta, Road Islamabad 

Brand Name +Dosage Form + Strength Neogene 2g IV Injection 

Composition Each vial Contains: 

Ceftriaxone (as Sodium)...2gm 

Diary No. Date of R& I & fee  Dy. No. 18780: 23.05.2018 Rs. 50,000/-: 22.05.2018 

Pharmacological Group Third-generation cephalosporins 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 1ôs: as per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Ceftriaxone 2 g powder for solution for injection/infusion. 

MHRA approved 

Me-too status  Cefast 2g Injection I.V. Reg. No. 82281 

GMP status  AGP: GMP granted on the basis of inspection dated 

16.10.2018. 

Seraph Pharma: GMP certificate issued on the basis of 

inspection dated 11.06.2018. 

Remarks of the Evaluator. ¶ The firm initially applied for contract manufacturing by 

UDL Pharmaceuticals. Later on, the firm updated Form 

5 dated 10-06-2019, wherein the manufactured has been 

changed to Seraph Pharmaceuticals. 

¶ The firm M/s AGP Limited has submitted list of 09 

products, out of which they have claimed 08 approved 

already product and 01 product applied for contact 

manufacturing by AGP Limited  

¶ The firm M/s AGP Limited submitted copy of contract 

manufacturing agreement between the applicant and 

manufacturer.   

Previous Decision Registration Board in its 290th meeting deferred for 

submission of dossier on CTD format. 

Evaluation by PEC The firm has requested as under: 

ñInitial registration dossier was submitted on 22-05-2018 as 

contact manufacture from UDL Pharma Karachi but in 

2018 UDL, stopped manufacturing & apply for the 

cancellation of their DML, in this situation we request to 

change the status of contract manufacturing from M/s UDL 

to M/s Seraph pharmaceuticals Islamabad.  

In the light of discussions regarding ñCorrection / revision 

in submitted applications on form 5 / 5A / 5D for 

registration of drugsò during the 291st Registration Board 

Meeting, it is requested to please consider our case on the 

base of submitted dossier on 22-05-2018.ò 

 

Moreover firm has also submitted fee of Rs. 5,000/- vide 

deposit slip# 0781952 dated 25-09-2019 for the change in 

manufacturer. 

Decision: Registration Board deliberated that the decision of 291st Board Meeting regarding 

ñCorrection / revision in submitted applications on Form 5 / 5A / 5D for registration of drugsò, 

is not applicable for the cases wherein change of manufacturer is involved as variation. Hence 

Board deferred the case for submission of application on Form-5F as firm has submitted 

application after 7th March 2019.  
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91.  Name and address of manufacturer / 

Applicant 

M/s Crystolite Pharmaceuticals, Islamabad 

Brand Name +Dosage Form + Strength Troximate 2.5mg tablet 

Composition Each  tablet contains: 

Methotrexate sodium eq. to 2.5mg of methotrexate 

Diary No. Date of R& I & fee  Dy. No.25482; 21-12-2017 ; Rs.20,000/- (21-12-2017) 

Pharmacological Group Folic acid antagonist  

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 100ôs, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

MHRA Approved 

Me-too status  METHOTREXATE TABLET 2.5M by PAK CHINA 

INTERNATIONAL KARACHI Reg# 066008 

GMP status  Last inspection report dated 12-11-2018 & 02-01-2019 

recommends renewal of DML 

Remarks of the Evaluator.  

Previous Decision Registration Board in its 278th meeting deferred the case for 

further deliberation regarding manufacturing facility for 

Cytotoxic drugs. 

Evaluation by PEC The firm has referred to the Smpc of the reference product 

Maxtrex tablet approved by MHRA of UK wherein 

Pharmacotherapeutic group for the methotrexate 2.5mg 

tablets has been classified as Immunosuppressive agents 

with WHO ATC code as L04AX03. The Board has 

restricted the requirement for separate section for Cytotoxic 

drugs falling in the ñL01ò class of ATC code. 

Decision: Approved. 

92.  Name and address of manufacturer / 

Applicant 

High-Q Pharmaceuticals, Karachi.  

Brand Name +Dosage Form + Strength Vildomet 50mg+500mg Tablet  

Composition Each film coated tablet contains:  

Vildagliptin ééé50mg  

Metformin HCl éé. 500mg  

Diary No. Date of R& I & fee  Dy.No.447, 16-05-2013,  Rs.60,000/-   

Pharmacological Group Anti-diabetic  

Type of Form Form-5D 

Finished product Specification Manufacturer specifications 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Approved by USFDA 

Me-too status  Galamet by M/s CCL Pharmaceuticsals 

GMP status  Firm has submitted copy of GMP inspection report 

conducted on 10/04/18 concluding that firm is operating at 

an acceptable level of compliance. 

Remarks of the Evaluator.  

Previous Decision Registration Board in its 262nd meeting decided as under: 

ñRegistration Board deliberated that above mentioned 

formulation required submission of stability data as per 

guidelines approved by Registration Board in 251st 

meeting and product will remain deferred till submission of 

aforementioned data.ò 

Evaluation by PEC Now the firm has submitted Registration Board in its 

subsequent meetings has approved the applied formulation 

without requiring stability data hence the firm may also be 

granted registration. 

Decision: Approved with innovatorôs specification 
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Case No. 02: Registration Applications of Import Cases. 

a. Deferred Cases. 

i. Human 
 

93.  Name and address of Applicant M/s Pharmatec Pakistan (Pvt.) Ltd., D-86/A, Manghopir 

Road, S.I.T.E., Karachi-75700, Pakistan  

Detail of Drug Sale License Address: M/s Pharmatec Pakistan (Pvt.) Ltd., D-86/A, 

Manghopir Road, S.I.T.E., Karachi-75700, Pakistan 

Validity: 22-06-2019 

Status: License to sell drugs by way of ñWhole Saleò 

Name and address of manufacturer M/s CENEXI, 52, rue Marcel et Jacques Gaucher, 94120 

Fontenay-sous-Bois, France  

Name and address of marketing 

authorization holder 

M/s Stragen Nordic A/S HelsingØrsgade 8C, HillerØd, 

Denmark 

Name of exporting country Germany 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 30408  Dated 10-09-2018 

Fee including differential fee Rs. 100,000/-     Dated 10-09-2018 

Brand Name +Dosage Form + Strength Urapidil Stragen I.V 50mg/10ml (Solution for Injection) 

Composition Each 10ml contains: 

Urapidil éé. 50mg 

Finished Product Specification USP 

Pharmacological Group Alpha-adrenoceptor antagonist 

Shelf life 18 months 

Demanded Price Rs. 8,000/- per 5ôs 

Pack size   5 ampoules 

International availability Approved by ANSM of France 

Me-too status  N/A 

Detail of certificates attached ¶ Original Legalized CoPP  

Certificate No: 2286/1 

Certifying Authority: District Government of Cologne, 

Deaprtment 24, Zeughausstrae 2-10, 50667 Cologne. (The 

name of issuing authority is included in the WHO list of 

ñCompetent authorities of countries participating in the 

WHO certification scheme on the quality of pharmaceutical 

products moving in international commerceò 

https://www.who.int/medicines/areas/quality_safety/regulati

on_legislation/certification/contacts/en/index1.html as 

accessed on 19-12-2018) 

Issue Date: 10-07-2018 

Free sale in exporting country: Yes 

Applicant of certificate: M/s Stragen Pharma GmbH, 

Technologie Park Koln, eupener Strasse 135-137, 50933, 

Cologne, Germany. 

¶ GMP: No 

¶ Applicant of certificate: M/s Stragen Pharma GmbH, 

technologie Park Koln, Eupener Strasse 135-137, 50933, 

Cologne, Germany 

¶ Original legalized GMP Certificate 

Certificate no. HPF/FR/168/2017 valid upto 22-03-2020 

Manufacturer Address: M/s CENEXI ï Fontenay Sous Bois, 

52, rue Marcel et Jacques Gaucher, 94120 Fontenay-sous-

Bois, France  

Issued by French National Agency for Medicines and Health 

Products Safety. 

https://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/contacts/en/index1.html
https://www.who.int/medicines/areas/quality_safety/regulation_legislation/certification/contacts/en/index1.html
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Remarks of the Evaluator: 

¶ Firm has submitted an Original legalized statement from M/s Stragen Pharma SA, Switzerland 

declaring M/s Stragen Nordic A/S Denmark (Product License Holder) an affiliate of M/s Stragen 

Pharma SA, Switzerland. The statement further grants the M/s Pharmatech Pakistan (Pvt.) Ltd, 

right to register and to commercialize, the finished product in Pakistan under Stragen Pharmaôs 

trademark. 

¶ Copy of ñLicense and Supply Agreementò has been submitted between the applicant and M/s 

Stargen Pharma S.A., Switzerland. 

¶ Applicant for COPP is different from Product License Holder. 

¶ Only Long term stabilities data for three batches as per Zone IV-A conditions have been submitted 

by applying bracketing principle on 5ml & 20 ml ampoule 

Previous Decision: The above case was deferred in 289th meeting for evaluation of bracketing 

principle applied by the firm on ñlong term stabilities dataò in view of applicable ICH guidelines and 

presentation of complete details before the Board. 

Evaluation by PEC: The firm has now submitted that due to out of specification results, for certain 

quality tests, accelerated stability studies (at 40oC & 75%RH) were not completed for three batches. 

Now the firm has submitted long term stability studies data of three batches (at 30oC & 65%RH) for 

24 months. Long term stability studies of one of the batch has been performed upon following 

frequency: 

ñInitial, 12th month, 18th month & 24 month.ò 

Upn seeking clarification of the above fact firm has referred to following section of ICH Q1A (R2) 

guidelines: 

 

ñ2.2.8. Stability Commitment  
When available long term stability data on primary batches do not cover the proposed shelf life granted 

at the time of approval, a commitment should be made to continue the stability studies post approval in 

order to firmly establish the shelf life.  

Where the submission includes long term stability data from three production batches covering the 

proposed shelf life, a post approval commitment is considered unnecessary. Otherwise, one of the 

following commitments should be made:  

1. If the submission includes data from stability studies on at least three production batches, a 

commitment should be made to continue the long term studies through the proposed shelf life and the 

accelerated studies for 6 months.  

2. If the submission includes data from stability studies on fewer than three production batches, a 

commitment should be made to continue the long term studies through the proposed shelf life and the 

accelerated studies for 6 months, and to place additional production batches, to a total of at least three, 

on long term stability studies through the proposed shelf life and on accelerated studies for 6 months.  

3. If the submission does not include stability data on production batches, a commitment should be 

made to place the first three production batches on long term stability studies through the proposed 

shelf life and on accelerated studies for 6 months.ò 

Referring to above firm has now requested as under: 

ñOut of 3 batches, only one of our submitted batch (F0046/141155) data is not covering the time points 

of 3, 6 & 9 months while initial 12, 18 & 24 months stability results are there. Real time Stability 

results are satisfactory till 18 months and we have requested for the shelf life of 18 months. 

With reference of ICH guideline Q1A (R2) under the heading of Stability Commitment for finished 

product, we request you to please consider our application for registration with a commitment to 

provide you real time stability data (covering all test point) for first commercial batch at Zone IVA , as 

soon as completed.ò 

Decision: Registration Board after thorough deliberation decided that since firm has not 

submitted accelerated stability studies data, hence scientific justification shall be 

submitted to address the effect of short term excursions outside the label storage 

condition, e.g., during shipping or handling as required by ICH QI E (evaluation for 

Stability data) guidelines 
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Case No. 03: Registration Applications of Drugs for which Stability Study Data is 

Submitted. 

a. Verification of Stability Study Data. 

94.  Name and address of manufacturer / 

Applicant 

M/s Scilife Pharma Pvt Ltd. Plot # FD-57/58-A2, Korangi 

Creek Industrial Park, Karachi 

Brand Name +Dosage Form + Strength Eflozin 10mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Empagliflozinéé10mg" 

Diary No. Date of R& I & fee  Dy. No 37402 dated 12-11-2018  Rs.50,000/- 12-11-2018 

Pharmacological Group Antidiabetic 

Type of Form Form-5D  

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)   

GMP status  Last GMP inspection report dated 24-04-2019 concluding 

acceptable level of good compliance with GMP guidelines 

Remarks of the EvaluatorII  

STABILITY STUDY DATA  

Drug  Eflozin 10mg Tablet 

Name of Manufacturer  M/s Scilife Pharma Pvt Ltd. Plot # FD-57/58-A2, Korangi Creek Industrial Park, 

Karachi 

Manufacturer of API  Empagliflozin: M/s Zhejiang Hongyuan Pharmaceutical Co., ltd. Linhai, 

Zheijiang, China. 

API Lot No. 20180401 

Description of Pack  

(Container closure system) 
Alu-Alu blister with unit carton 

Stability Storage Condition  Real time : 30°C ± 2°C / 75% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months                               Accelerated: 6 months 

Frequency  Accelerated: 0,3,6 months                     Real Time: 0,3,6,9,12,18,24 months 

Batch No. 121B18 122B18 123B18 

Batch Size  4000 tablets 2000 tablets 2000 tablets 

Manufacturing Date 04-07-2018 04-07-2018 04-07-2018 

Date of Initiation 31-10-2018 31-10-2018 31-10-2018 

No. of Batches  03 

Date of Submission 08-07-2019 (Dy. No. 11121) 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

Documents To Be Provided Status 

COA of API  Yes 

Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

The firm has provided copy of GMP certificate 

(Certificate#ZJ20180032) issued by China Food & Drug 

Administration for M/s Zhejiang Hongyuan Pharmaceutical 

Co., Ltd. Valid Up to 14-03-2023. 

Protocols followed for conduction of stability 

study and details of tests.  
Yes 

Data of 03 batches will be supported by attested 

respective documents like chromatograms, 
Yes 
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laboratory reports, data sheets etc.  

Documents confirming import of API etc.  ¶ Copy of invoice (Invoice No. 30180190) for 1 Kg of 

Empagliflozin has been submitted attested by Assistant 

Director DRAP, Karachi, dated 11-06-2018. 

All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

Commitment to follow Drug Specification 

Rules, 1978. 
Yes 

REMARKS OF EVALUATOR  

¶ The frequency of testing for accelerated stability studies is not as per recommendations of 278th meeting of 

Registration Board i.e., 0,1,2,3,4 & 6 month.  

95.  Name and address of manufacturer / 

Applicant 

M/s Scilife Pharma Pvt Ltd. Plot # FD-57/58-A2, Korangi 

Creek Industrial Park, Karachi 

Brand Name +Dosage Form + Strength Eflozin 25mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Empaglifloziné25mg" 

Diary No. Date of R& I & fee  Dy. No 37403 dated 12-11-2018  Rs.50,000/- 12-11-2018 

Pharmacological Group Antidiabetic 

Type of Form Form-5D  

Finished product Specifications Manufacturerôs specifications 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities 

Approved by USFDA 

Me-too status (strength & dosage form)   

GMP status  Last GMP inspection report dated 24-04-2019 concluding 

acceptable level of good compliance with GMP guidelines 

Remarks of the EvaluatorII  

STABILITY STUDY DATA  

Drug  Eflozin 25mg Tablet 

Name of Manufacturer  M/s Scilife Pharma Pvt Ltd. Plot # FD-57/58-A2, Korangi Creek Industrial Park, 

Karachi 

Manufacturer of API  Empagliflozin: M/s Zhejiang Hongyuan Pharmaceutical Co., ltd. Linhai, 

Zheijiang, China. 

API Lot No. 20180401 

Description of Pack  

(Container closure system) 
Alu-Alu blister with unit carton 

Stability Storage Condition  Real time : 30°C ± 2°C / 75% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0,3,6 months 

Real Time: 0,3,6,9,12,18,24 months 

Batch No. 124B18 125B18 126B18 

Batch Size  5000 tablets 2500 tablets 2500 tablets 

Manufacturing Date 04-07-2018 04-07-2018 04-07-2018 

Date of Initiation 31-10-2018 31-10-2018 31-10-2018 

No. of Batches  03 
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Date of Submission 08-07-2019 (Dy. No. 11122) 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

Documents To Be Provided Status 

COA of API  Yes 

Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

The firm has provided copy of GMP certificate 

(Certificate#ZJ20180032) issued by China Food & Drug 

Administration for M/s Zhejiang Hongyuan Pharmaceutical 

Co., Ltd. Valid Up to 14-03-2023. 

Protocols followed for conduction of stability 

study and details of tests.  
Yes 

Data of 03 batches will be supported by attested 

respective documents like chromatograms, 

laboratory reports, data sheets etc.  

Yes 

Documents confirming import of API etc.  ¶ Copy of invoice (Invoice No. 30180190) for 1 Kg of 

Empagliflozin has been submitted attested by Assistant 

Director DRAP, Karachi, dated 11-06-2018. 

All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

Commitment to follow Drug Specification 

Rules, 1978. 
Yes 

REMARKS OF EVALUATOR  

¶ The frequency of testing for accelerated stability studies is not as per recommendations of 278th meeting of 

Registration Board i.e., 0,1,2,3,4 & 6 month.  

Report on Investigation of Authenticity / Genuineness of data submitted for registration of Eflozin 10mg 

& 25mg Tablets (Empagliflozin)) by M/s. Scilife Pharma (Pvt). Ltd., Karachi. 

Reference No:   F.13-11/2017-PEC (Pt) dated 23rd September, 2019. 

Investigation Date and Time:  27th September, 2019 (Morning). 

Investigation Site: Factory premises of M/s. Scilife Pharma (Pvt). Ltd., Korangi Creek, Industrial State, 

Karachi.  

Background: 

Chairman Registration Board considered the applications of M/s. Scilife Pharma (Pvt). Ltd., Korangi Creeck, 

Industrial State, Karachi for registration of Eflozin 10mg & 25mg Tablets (Empagliflozin) and constituted a 

three-member panel to investigate the authenticity / genuineness of data (import of raw material and stability 

data). Panel was advised to conduct inspection of the firm and to submit report for further consideration.  

 

Composition of Panel:    

1. Dr. Rafeeq Alam Khan, Dean Faculty of Pharmacy, Ziauddin University, Karachi. (Member 

Registration Board). 

2. Dr. Saif ur Rehman Khattak, Director, CDL, DRAP, Karachi. 

3. Ms. Sanam Kauser, Assistant Director, CDL, DRAP, Karachi. 

 

Scope of investigation: 

Investigation of the authenticity / genuineness of data (import of raw material and stability data), 

manufacturing of stability batches and stability studies on these batches. 

 

Tools for Investigation: 

The investigation was conducted by using a structured questionnaire of DRAP. For objective evidence physical 

inspection of the facilities for manufacturing and quality control, material used and retained, personnel 

involved, ongoing studies, printed data and integrity and security of data in respective databases were also 
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audited. The details of investigation may be summarized as under: 

Q. No. Question Observation by panel 

1. Do you have documents confirming 

the import of API? 

Firm has imported 1.0 kg Empagliflozin from M/s Zhejiang 

Hongyuan Pharmaceutical Co. Ltd, China having Invoice 

No 30180192 Dated: 29-05-2018, Batch number 20180401 

and material is cleared by ADC dated 11-06-2018  

2. What was the rationale behind 

selecting the particular manufacturer 

of API? 

There is proper vendor evaluation form being implemented 

by the firm. The parameters included in this form are, DMF 

status, GMP certificate, Stability data, provision of 

reference standard of API and impurities standards etc. The 

firm has evaluated on this criteria and has been selected 

accordingly.  

3. Do you have documents confirming 

the import of reference standard and 

impurity standards? 

The firm has documents confirming the import of reference 

standard and impurity standards (2 number). 

 

4. Do you have certificate of Analysis 

of the API, reference standards and 

impurity standards? 

The firm has certificates of analysis of API, reference 

standard and impurities standards.  

5. Do you have any approval of API or 

GMP certificate of API 

manufacturer issued by regulatory 

authority of country of origin? 

Firm has valid GMP certificate of Zhejiang Hongyuan 

Pharmaceutical Co. Ltd, China issued by regulatory 

authority of 

their respective country of origin. 

6. Do you use API manufacturer 

method of testing? 

Firm has used API manufacturer`s method of testing for 

testing of API. 

7. Do you have stability studies reports 

on API? 

Firm has stability studies reports of API as provided by the 

manufacturer. 

8. If yes, whether the stability testing 

has been performed as per SIM 

method and degradation products 

have been quantified?  

Stability testing has been performed as per Stability 

Indicating Method (SIM) method and impurities/related 

substances/degradation products quantified. 

9. Do you have method for quantifying 

the impurities in the API? 

The firm has API manufacturer method for quantifying the 

impurities in the API. 

10. Do you have some remaining 

quantities of the API, its reference 

standard and impurities standards? 

The firm has remaining quantities of API, reference 

standards of the API while impurities standards consumed.  

11. Have you used pharmaceutical grade 

excipients? 

The firm has used pharmaceutical grade excipients. 

12. Do you have documents confirming 

the import of the used excipients?  

The firm has purchased all the excipients from the local 

market although they have certificate of analysis for all the 

excipients available with them.  

13. Do you have test reports and other 

records on the excipients used?  

The firm has test reports and other records on the excipients 

used. 

14. Do you have written and authorized 

protocols for the development of the 

product? 

The firm has written and authorized protocol for the 

development of Eflozin (Empagliflozin) 10mg and 25mg 

tablets 

15. Have you performed Drug-

excipients compatibility studies? 

The firm has not performed Drug-excipients compatibility 

studies as their formulation is similar to that of the 

innovator formulation (Jardiance tablets of M/S. Boehringer 

Pharma Germany).  
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16. Have you performed comparative 

dissolution studies?  

The firm has performed comparative dissolution studies in 

three media including pH 1.2, pH 4.5 and pH 6.8 buffers 

with Jardiance 10mg and 25mg tablets M/S. Boehringer 

Pharma Germany. Jardiance 10mg tablets batch number 

701430 and Jardiance 25mg tablets batch number 602702. 

The firmós product results are comparable to that of the 

Reference product which are given below, 

Reference Product Jardiance Tablets 

Strength 10mg 25mg 

Batch number 701430 602702 

CDP Results 

Obtained 
  

Similarity Factor 

at pH 1.2 
88.75 76.10 

Similarity Factor 

at pH 4.5 
69.63 98.03 

Similarity Factor 

at pH 6.8 
95.23 86.81 

Limit  F2 Ó 50 F2 Ó 50 

Remarks Satisfactory Satisfactory 
 

17. Do yo
 have product developme
t 

(R&D) section 

The firm has dedicated area for product development 

(R&D) section.  

18. Do you have necessary equipmentôs 

available in product development 

section for
development of
the 

product? 

The firm has dedicated manufacturing equipmentôs in 

product development section for development of tablets 

dosage form. 

19. Are the equipments in product 

development section qualified? 

The equipments in product development (PD) section are 

qualified. 

20. Do you have proper maintenance / 

calibration / re-qualification 

program for the equipment used in 

PD section? 

The firm has proper maintenance / calibration / re-

qualification program for the equipment used in PD section. 

21. Do you have qualified staff in 

product development section with 

proper knowledge and training in 

product development? 

The firm has trained and qualified staff in product 

development section with proper knowledge and training in 

product development Including 03 Pharmacist, 04 Chemist 

and 01 Bio technologist. 

22. Have you manufactured three 

stability batches for the stability 

studies of the product as required? 

The firm has manufactured three stability batches for the 

stability studies of Eflozin 10mg tablets and 25mg tablets 

respectively. The details are given below, The tablets are 

packed in ALu-ALu blisters with pack size of 1 x 10s. 

Sr.# Eflozin 10mg tablets Eflozin 25mg tablets 

1 121B18 4,000 tabs 124B18 5,000 tabs 

2 122B18 2,000 tabs 125B18 2,500 tabs 

3 123B18 2,000 tabs 126B18 2,500 tabs 
 

23. Do you have any criteria for fixing 

the batch size of stability batches? 

The criteria for fixing the batch size of stability batches, as 

informed by the firm, was based on the quantity required for 

stability study (i.e. number of tablets per testing frequency 

and number of testing frequencies / intervals) and minimum 

working 

Capacity of the equipments. 

24. Do you have complete record of 

production of stability batches? 

Firm has complete record of production of stability batches. 

25. Do you have protocols for stability 

testing of stability batches? 

Firm has detailed protocol for stability testing of stability 

batches. 
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26. Do you have developed and 

validated the method for testing of 

stability batches? 

The Firm has developed and performed detailed analytical 

method validation studies for testing of stability batches.  

27. Do you have method transfer studies 

in case when the method of testing 

being used by your firm is given by 

any other lab? 

The firm has not conducted method transfer studies, 

however, they have validated their method properly.   

28. Do you have documents confirming 

the qualification of equipments / 

instruments being used in the test 

and analysis of API and the finished 

drug? 

The firm has proper documents confirming the qualification 

of equipment / instruments being used in the test and 

analysis of API and the finished drug. 

29. Do your method of analysis stability 

indicating?  

Method of analysis is stability indicating as supported by 

force degradation stability studies. 

30. Do your HPLC software is 21CFR 

compliant? 

The HPLC software is 21CFR Compliant as per record of 

the firm. Audit trail was active on all HPLC systems used in 

the method validation and stability study. Individual user 

log in and IDs were available. 

31. Can you show Audit Trail reports on 

product testing? 

Audit trail reports were available and randomly checked. 

32. Do you have some remaining 

quantities of degradation products 

and stability batches? 

The firm has remaining quantities of stability batches. 

33. Do you have stability batches kept 

on stability testing? 

Firm has completed the accelerated stability testing on the 

three stability batches of Eflozin 10mg tablets and Eflozin 

25mg tablets respectively. However the real time stability 

testing is in progress on all the stability batches. Currently 9 

months study has been completed with satisfactory results.    

34. Do you have valid calibration status 

for the equipmentôs used in 

production and analysis?  

Firm has valid calibration status for the equipment used in 

production and analysis of Eflozin (Empagliflozin) 10mg 

tablets & 25mg Tablets. 

35. Do proper and continuous 

monitoring and control are available 

for stability chamber?  

Continuous power supply and monitoring are available for 

stability chambers.   

36. Do related manufacturing area, 

equipmentôs, personnel and utilities 

be rated as GMP compliant?  

The related manufacturing area, equipmentôs, personnel and 

utilities be rated as GMP compliant.  

 

Conclusion and Recommendations: 

1. On the basis of risk-based approach the genuineness / authenticity of stability data submitted by the firm for 

registration of Eflozin 10mg & 25mg Tablets (Empagliflozin) is verifiable to satisfactory level. 

2. Registration of the product ñEflozin 10mg & 25mg Tabletsò is recommended in the name of the 

manufacturer.   

Decision: Registration Board decided to approve registration of ñEflozin 10mg tablets 

(Empagliflozin 10mg) and Eflozin 25mg tablets (Empagliflozin 25mg) by M/s. Scilife Pharma 

(Pvt). Ltd., Korangi Creeck, Industrial State, Karachi. Manufacturer will place first three 

production batches of both products on long term stability studies throughout proposed shelf 

life and on accelerated studies for six months. 
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Case No. 04: Miscellaneous Cases. 

 

Following case was presented in 289th meeting of Registration Board. 

 

96.  Name and address of manufacturer / 

Applicant 

M/s International Pharma Labs. Raiwind Road, 

Bhobtian Chowk, defence Road, 1-KM Towards 

Kahna, Lahore  

Brand Name +Dosage Form + Strength SPIROX-10 Oral Powder  

Composition Each 100gm contains:  

Spiramycin..é.10gm  

Doxycycline HCléé10gm  

Bromhexine HClé.2gm  

Diary No. Date of R& I & fee  Diary No:5138, 12-08-2015 , Rs: 20,000/-  

Pharmacological Group Antibiotic  

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 

Pack size & Demanded Price Decontrolled/  

100gm, 500gm, 1kg, 2.5kg, 5kg, & 25 kg  

Me-too status (with strength and dosage 

form)  

-- 

GMP status  16-10-2018 Firm was operating at the fair level of 

GMP Compliance.  

Remarks of the EvaluatorII  

Previous Decision:  Registration Board in its 287th meeting deferred for 

confirmation of me-too status.  

Decision of 289th meeting: Approved with innovatorós specifications.  

 

During the subsequent proceedings of the case it was identified that name of applicant was 

erroneously mentioned as ñM/s International Pharma Labs. Raiwind Road, Bhobtian Chowk, 

defence Road, 1-KM Towards Kahna, Lahoreò whereas actually the applicant was  ñM/s. Ras 

Pharmaceuticals (Pvt) Ltd., 25-Km Lahore Road, Multanò and case was initially deferred in 

253rd meeting of Registration Board. Other details were same as presented above. The case is 

now submitted for information of the Board.  

 

Decision:  Registration Board noted the information and approved the above case in the 

name of M/s. Ras Pharmaceuticals (Pvt.) Ltd., 25-Km Lahore Road, Multan 
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Agenda of Evaluator PEC-III . 

Case No. 01 Registration applications of import cases 

a. Deferred Cases. 

i. Human 

97.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China (As 

per CoPP) 

Name and address of marketing 

authorization holder 

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China (As 

per CoPP and Sole agency agreement) 

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China (as per sole agency agreement) 

Name of exporting country China 

Brand Name +Dosage Form + Strength CARBOPLATIN IV Injection 100mg 

Freeze dried cake for solution for IV injection (Lyophilized 

Powder) 

Composition Each vial contains: 

Carboplatinéé.100mg 

Finished Product Specification USP  

Pharmacological Group Antineoplastic 

Shelf life 2 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 392      Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-    Dated 15/03/2017 

Demanded Price As per SRO 

Pack size    1Ĭ1ôs 

International availability Cannot be confirmed 

Me-too status  Carboplatin for injection 100mg/vial by M/s Mehran 

International. (Imported from China) (Reg # 052270) 

Carboplatin for injection 100mg/vial by PakChina 

International (Imported from China)(Reg # 066006) 

Detail of certificates attached Original Legalized CoPP issued by Jining Food and Drug 

Administration valid till 14/12/2017 confirms the free of the 

product in exporting country. The facilities and operation 

conform to GMP as recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has applied for registration with generic name. 

¶ Approval status of the product with strength 100mg/vial 

cannot be confirmed. However product with 50mg/vial, 

150mg/vial and 450mg/vial are approved by USFDA. 

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was issued 

to submit stability study data conducted according to the 

conditions of zone IV-A. In response to the letter firm 

has submitted stability data sheet specifying stability 

conditions as 30 ± 2oc and 65 ± 5%RH with same 

results at each time point. 

Previous Decision(M-274): The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 
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unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oc and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 30 

± 2oc and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true 

¶ Evidence of approval status of the product in reference regulatory authorities in the applied 

strength.  

¶ Detail of diluent to be used for reconstitution.  

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since the 

data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in 

assay values of initially submitted stability data 

(at 25 ± 2oc and 60 ± 5%RH) and the stability 

data submitted after issuance of letter (at 30 ± 2oc 

and 65 ± 5%RH). Since this ambiguity shows that 

the revised data (at 30 ± 2oc and 65 ± 5%RH) is 

not true. 

Firm has submitted stability study data sheets 

duly signed by the authorized personnel of 

manufacturer of 3 batches conducted as per the 

conditions of zone IV-A. The data submitted is 

only for 6 months. The firm has NOT 

submitted any clarification regarding already 

submitted stability data sheets having same 

values at both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation and 

administration of the applied formulation.  

Evidence of approval status of the product in 

reference regulatory authorities in the applied 

strength. 

Firm has not submitted any reference 

 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.   

Shortcomings Response by the firm 

Clarifythe formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. is 

in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_78

2171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Firm has submitted evidence of USFDA which 

could not be verified 

Product is present in USP and specification of 

pH are more stringent in USP 5-7 while your 

claimed specification are 5.5-7.5 

Firm has submitted that their inner control 

standards (6.0-7.0) are more stringent than USP.   

Long term stability data of at least one year is 

required for grant of 2 years shelf life whereas 

you have provided data of 6 months with 

results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th meeting of Registration 

Board 

Deferred for following submissions: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities / agencies which 

were adopted by the Registration Board in its 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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275th meeting 

¶ Real time stability study data of 3 batches as per 

zone IV-A for the complete shelf life. 

Evaluation by PEC 

Firm has submitted following documents; 

¶ The firm has submitted real time stability study data 

according to zone IV-A of 03 batches for 02 years 

signed by QC Director with following details; 

Accelerated stability study data also submitted. 

¶ Batch number 170601 

(Mfg. date: June 2017, Exp. Date: June, 2020) 

¶ Batch number 170603 

(Mfg. date: June 2017, Exp. Date: June 2020) 

¶ Batch number 170602 

(Mfg. Date: June 2017, Exp. Date: June 2020) 

¶ The firm has provided USFDA reference which 

could not be verified. 

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

authorities which were adopted by Registration Board in 275th meeting. 

98.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China (As 

per CoPP) 

Name and address of marketing 

authorization holder 

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China (As 

per CoPP and Sole agency agreement) 

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China (as per sole agency agreement) 

Name of exporting country China 

Brand Name +Dosage Form + Strength CARBOPLATIN IV Injection 200mg 

Freeze dried cake for solution for IV injection (Lyophilized 

Powder) 

Composition Each vial contains: 

Carboplatinéé.200mg 

Finished Product Specification USP  

Pharmacological Group Antineoplastic agent, Platinum Containing cytotoxic 

Shelf life 3 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 3562Dated 6/03/2017 

Fee including differential fee Rs. 100,000/-    Dated 03/03/2017 

Demanded Price As per SRO 

Pack size    1Ĭ1ôs 

International availability Evidence of approval in Reference Regulatory Authority. 

Me-too status  Could not be confirmed 

Detail of certificates attached Original Legalized CoPP issued by Jining Food and Drug 

Administration valid till 14/12/2017 confirms the free of the 

product in exporting country. The facilities and operation 

conform to GMP as recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has applied for registration with generic name. 

¶ Detail of diluent to be used for reconstitution. 

¶ Agreement does not include the carboplatin. 
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¶ Evidence of approval in Reference Regulatory 

Authority. 

¶ Stability data sheets of atleast 3 batches according to 

Zone IVA. 

¶ Valid drug sale license. 

¶ Credentials are not signed . 

¶ Certificate no is not mentioned on COPP. 

¶ Clarification of pharmacological group. 

¶ Mention the type of container. 

¶ Product is present in USP while finished product 

specifications are not as per USP. Like pH in USP is 5-7 

while you have provided 5.5-7.5. 

¶ URDU version label. 

¶ Site master file or signed credentials. 

Evaluation by PEC: 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.   

Shortcomings Response by the firm 

Clarifythe formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. is 

in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_7

82171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Firm has submitted evidence of USFDA which 

could not be verified 

Product is present in USP and specification of 

pH are more stringent in USP 5-7 while your 

claimed specification are 5.5-7.5 

Firm has submitted that their inner control 

standards (6.0-7.0) are more stringent than USP.   

Long term stability data of at least one year is 

required for grant of 2 years shelf life 

whereas you have provided data of 6 months 

with results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th meeting of Registration 

Board 

Deferred for following submissions: 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities / agencies which 

were adopted by the Registration Board in its 

275th meeting 

¶ Real time stability study data of 3 batches as per 

zone IV-A for the complete shelf life. 

Evaluation by PEC Firm has submitted following documents; 

¶ The firm has submitted real time and accelerated 

stability study data according to zone IV-A of 03 

batches for 02 years signed by QC Director with 

following details; Accelerated stability study data 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html


Minutes of 292nd Meeting of Registration Board (1-2nd October, 2019)                                          | 53  

also submitted. 

¶ Batch number 170604 

(Mfg. date: June 2017, Exp. Date: June, 2020) 

¶ Batch number 170605 

(Mfg. date: June 2017, Exp. Date: June 2020) 

¶ Batch number 170606 

(Mfg. Date: June 2017, Exp. Date: June 2020) 

¶ The firm has provided USFDA reference which 

could not be verified. 

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

authorities which were adopted by Registration Board in 275th meeting. 

99.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Shanxi PUDE Pharmaceutical Co., Ltd., First 

Pharmaceutical Zone, Economic & Development Zone of 

Datong, Shanxi, China  

Name and address of marketing 

authorization holder 

M/s Shanxi PUDE Pharmaceutical Co., Ltd., First 

Pharmaceutical Zone, Economic & Development Zone of 

Datong, Shanxi, China  

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China 

Name of exporting country China 

Brand Name +Dosage Form + Strength CALCIUM FOLINATE injection 100mg 

Freeze dried cake for solution for IV injection (Lyophilized 

Powder) 

Composition Each vial contains: 

Calcium folinateé. 100mg 

Finished Product Specification BP 

Pharmacological Group Anti dot to folic acid antagonist/Detoxifying agent for 

antineoplastic treatment 

Shelf life 2 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 385      Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-    Dated 15/03/2017 

Demanded Price As per SRO 

Pack size    1Ĭ1ôs 

International availability Calcium folinate powder for solution 100mg/vial by M/s 

Mylan, ANSM France Approved 

Me-too status  Calcium flogen 100mg injection by M/s Genetech 

(IMPORTED  from China ) (Reg # 059269) 

Detail of certificates attached Original Legalized CoPP (certificate No. 20150008) issued 

by Shanxi Food and Drug Administration valid till 

31/08/2017 confirms the free of the product in exporting 

country. The facilities and operation conform to GMP as 

recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has applied for registration with generic name.         

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was issued 

to submit stability study data conducted according to the 

conditions of zone IV-A. In response to the letter firm 

has submitted stability data sheet specifying stability 

conditions as 30 ± 2oc and 65 ± 5%RH with same 

results at each time point. 



Minutes of 292nd Meeting of Registration Board (1-2nd October, 2019)                                          | 54  

Previous Decision(M-274): The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oc and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 30 

± 2oc and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true. 

¶ Detail of diluent to be used for reconstitution.  

¶ Evidence of approval of the product in reference regulatory authorities in the same 

strength/volume/dosage form. 

¶ Submission of original, legalized and valid CoPP. 

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since the 

data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in 

assay values of initially submitted stability data (at 25 

± 2oc and 60 ± 5%RH) and the stability data submitted 

after issuance of letter (at 30 ± 2oc and 65 ± 5%RH). 

Since this ambiguity shows that the revised data (at 30 

± 2oc and 65 ± 5%RH) is not true. 

Firm has submitted stability study data 

sheets duly signed by the authorized 

personnel of manufacturer of 3 batches 

conducted as per the conditions of zone 

IV -A. The data submitted is only for 6 

months. The firm has NOT submitted any 

clarification regarding already submitted 

stability data sheets having same values at 

both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation 

and administration of the applied 

formulation.  

Evidence of approval status of the product in reference 

regulatory authorities in the applied strength. 

Firm has not submitted any reference 

Submission of original, legalized and valid CoPP Firm has submitted new CoPP which is 

valid till 26-02-2020. 
 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.   

Shortcomings Response by the firm 

Clarifythe formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. is 

in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_7

82171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Firm has submitted evidence of USFDA which 

could not be verified 

Variation in address mentioned on DSL and 

Form 5A. Clarify 

Firm has submitted revised Form 5A 

Long term stability data of at least one year is 

required for grant of 2 years shelf life whereas 

you have provided data of 6 months with 

results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th Deferred for following submissions: 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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meeting of 

Registration Board 
¶ Evidence of approval of applied formulation in reference regulatory 

authorities / agencies which were adopted by the Registration Board in its 

275th meeting 

¶ Real time stability study data of 3 batches as per zone IV-A for the 

complete shelf life. 

Evaluation by PEC 

Firm has submitted following documents; 

1. The firm has submitted the evidience of approval of the product in Austria 

but it could not be verified. 

Leucoverin Injection by M/s Wyeth Lederle Pharma GMBH, Austria. 

2. Real Time stability studies according to the conditions of zone IV-A for 2 

years signed by Director QC of following batches; Accelerated stability study 

data also submitted.  

¶ 170501 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

¶ 170502 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

¶ 170503 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

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

authorities which were adopted by Registration Board in 275th meeting. 

100.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Shanxi PUDE Pharmaceutical Co., Ltd., First 

Pharmaceutical Zone, Economic & Development Zone of 

Datong, Shanxi, China  

Name and address of marketing 

authorization holder 

M/s Shanxi PUDE Pharmaceutical Co., Ltd., First 

Pharmaceutical Zone, Economic & Development Zone of 

Datong, Shanxi, China  

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China 

Name of exporting country China 

Brand Name +Dosage Form + Strength CALCIUM FOLINATE injection 300mg 

Freeze Dried cake for solution for IV injection (Lyophilized 

Powder ) 

Composition Each vial contains: 

Calcium folinateé. 300mg 

Finished Product Specification BP 

Pharmacological Group Anti dot to folic acid antagonist 

Shelf life 3 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 387      Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-    Dated 15/03/2017 

Demanded Price As per SRO 

Pack size    1Ĭ1ôs 

International availability Could not be confirmed  

(Approved as lyophilized powder for injection 200mg/Vial 

& 350mg/Vial) 

Me-too status  Could not be confirmed 

Detail of certificates attached Original Legalized CoPP (certificate No. 20150009) issued 

by Shanxi Food and Drug Administration valid till 

15/09/2017 confirms the free of the product in exporting 

country. The facilities and operation conform to GMP as 

recommended by WHO. 
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Remarks of the Evaluator. ¶ The firm has applied for registration with generic name.         

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was issued 

to submit stability study data conducted according to the 

conditions of zone IV-A. In response to the letter firm 

has submitted stability data sheet specifying stability 

conditions as 30 ± 2oc and 65 ± 5%RH with same 

results at each time point. 

Decision: The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oc and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 30 

± 2oc and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true 

¶ Detail of diluent to be used for reconstitution.  

¶ Evidence of approval of the product in reference regulatory authorities in the same 

strength/volume/dosage form. 

¶ Submission of original legalized and valid CoPP. 

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since the 

data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in 

assay values of initially submitted stability data (at 

25 ± 2oc and 60 ± 5%RH) and the stability data 

submitted after issuance of letter (at 30 ± 2oc and 65 

± 5%RH). Since this ambiguity shows that the 

revised data (at 30 ± 2oc and 65 ± 5%RH) is not true. 

Firm has submitted stability study data sheets 

duly signed by the authorized personnel of 

manufacturer of 3 batches conducted as per 

the conditions of zone IV-A. The data 

submitted is only for 6 months. The firm has 

NOT submitted any clarification regarding 

already submitted stability data sheets having 

same values at both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation and 

administration of the applied formulation.  

Evidence of approval status of the product in 

reference regulatory authorities in the applied 

strength. 

Firm has not submitted any reference 

Submission of original, legalized and valid CoPP Firm has submitted new CoPP which is valid 

till 26-02-2020. 
 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP (AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.  

Shortcomings Response by the firm 

Clarifythe formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. is 

in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_7

82171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Firm has submitted evidence of USFDA which 

could not be verified. 

Variation in address mentioned on DSL and Firm has submitted revised Form 5A 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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Form 5A. Clarify 

Long term stability data of at least one year is 

required for grant of 2 years shelf life whereas 

you have provided data of 6 months with 

results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th 

meeting of 

Registration Board 

Deferred for following submissions: 

¶ Evidence of approval of applied formulation in reference regulatory 

authorities / agencies which were adopted by the Registration Board in its 

275th meeting 

¶ Real time stability study data of 3 batches as per zone IV-A for the 

complete shelf life. 

Evaluation by PEC Firm has submitted following documents; 

1. The firm has submitted the evidence of approval of the product in Austria 

but it could not be verified. 

Leucoverin Injection by M/s Wyeth Lederle Pharma GMBH, Austria. 

2. Real Time stability studies according to the conditions of zone IV-A for 2 

years signed by Director QC of following batches; Accelerated stability study 

data also submitted. 

¶ 170504 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

¶ 170505 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

¶ 170506 

(Mfg date; May, 2017 & Exp. Date: May, 2020) 

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

authorities which were adopted by Registration Board in 275th meeting. 

101.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China 

Name and address of marketing 

authorization holder 

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Industry 

Garden, Jining High & New Technology Industries 

Development Zone, Jining, Shandong Province China 

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China 

Name of exporting country China 

Brand Name +Dosage Form + Strength Docetaxel injection 20mg 

Freeze dried cake for solution for injection (Lyophilized 

powder) 

Composition Each Vial (0.5ml) Contains: 

Docetaxeléé.20mg 

Finished Product Specification USP (Monograph is present for sterile solution) 

Pharmacological Group Antineoplastic 

Shelf life 2 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 390    Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-  Dated 15/03/2017 

Demanded Price As per SRO 

Pack size   1Ĭ1ôs 

International availability DOCEFREZ lyophilized powder for injection (20mg/vial of 

1ml, 80mg/vial of 4ml) by Ms/ Sun Pharmaceutical Ind. Ltd, 
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USFDA Approved. 

Me-too status  Docet 20mg/0.5ml injection by M/s Helix Pharma 

(IMPORTED) (Reg # 072507) 

Detail of certificates attached Original legalized CoPP (certificate No. 151100B0/62248) 

issued by Jining Food and Drug Administration on 

14/12/2015 confirms the free sale of the product in 

exporting country. The facilities and operations conform to 

GMP as recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has applied for registration with generic 

name. 

¶ The product is approved in USFDA as powder for 

injection in 1ml vial while the firm has applied with 

for powder for injection in 0.5ml vial. 1ml of the 

solvent is required for reconstitution. (Ref USFDA) 

and 2mg/0.5ml injection is approved in Health Canada 

as Solution for injection. 

¶ The firm has claimed USP specifications while the 

product is not present in USP/BP. 

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was 

issued to submit stability study data conducted 

according to the conditions of zone IV-A. In response 

to the letter firm has submitted stability data sheet 

specifying stability conditions as 30 ± 2oc and 65 ± 

5%RH with same results at each time point. 

Previous Decision (M-274): The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oC and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 

30 ± 2oC and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oC and 

65 ± 5%RH) is not true 

¶ Detail of diluent to be used for reconstitution.  

¶ Evidence of approval of the product in reference regulatory authorities in the same 

strength/volume. 

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since the 

data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in 

assay values of initially submitted stability data 

(at 25 ± 2oc and 60 ± 5%RH) and the stability 

data submitted after issuance of letter (at 30 ± 2oc 

and 65 ± 5%RH). Since this ambiguity shows 

that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true. 

Firm has again submitted stability data with 

protocol having condition 30 ± 2oC and 65 ± 

5%RH and stability data with condition 25 ± 2oC 

and 60 ± 5%RH. This data has been 

verified/stamped by Cisen Pharmaceuticals. The 

firm has NOT submitted any clarification 

regarding already submitted stability data sheets 

having same values at both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation and 

administration of the applied formulation.  

Evidence of approval of the product inreference 

regulatory authorities in the same strength / 

volume 

Docetaxel   Actavis   20mg/0.5ml   concentrate   

and   solvent   for   solution   for   infusion 

MHRA Approved.  
 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.  

Shortcomings Response by the firm 

The protocols of stability mentions conditions 

30 ± 2oC and 65 ± 5%RH whereas the 

stability data mentions the condition 25 ± 2oC 

Firm has submitted long term stability of 3 batches 

1604051231, 1604051232, 1604051233. The 

batches were manufactured in April 2018 and the 
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and 60 ± 5%RH. The data is same as 

submitted before  

firm has submitted stability data till 36 months 

which should have been completed in April 2021 

but the stability data sheets contains values for the 

time points which are yet to come.  

Clarifythe formulation whether lyophilized 

powder or concentrate 

Concentrate 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement of 

Shandong province food and drug administration, 

shandong province food and drug administration 

authorize the city level food and drug administration 

to issue CoPP. Since the manufacturer M/s Cisen 

Pharmaceutical Co. Ltd. is in Shandong province, 

therefore the city level Jinning food and drug 

administration is authorized to issue CoPP. Firm has 

also submitted following link but it could not be 

accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_78

2171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Docetaxel   Actavis   20mg/0.5ml   concentrate   and   

solvent   for   solution   for   infusionMHRA 

Approved.  

Firm has claimed USP specification but 

impurity and endotoxin specification of USP 

are more stringent than provided 

specification. 

Firm has submitted that their docetaxel injection is 

according to CFDA standard, but the inner 

controlled parameter of impurity and endotoxin is 

more strict than USP standard. The firm has also 

compared USP standard limits with their inner 

controlled standards.  
 

Decision of 289th 

meeting of 

Registration Board 

Registration Board deferred the case for following submission: 

¶ Clarification of the stability study data sheets which contains the results of 3 

years stability study data for batches manufactured in April 2018.  

¶ Submission of original signed stability study data sheets along with 

complete results for long term stability of 3 batches 1604051231, 

1604051232 and 1604051233 which were manufactured in April 2018. 

Evaluation by PEC Firm has submitted following documents 

ü The firm has submitted that the stability of below mentioned batches was 

started from 11th April 2017, 13th April 2017 and 16th April 2017 of batch 

numbers 1604051231, 1604051232 and 164051233 respectively. 24 

months study have been completed and submitted for consideration. 

Remaining 12 months study data will be provided after completion of 

period.  

ü The firm has submitted 24 months stability data signed by QC Director 

of following batches; Accelerated stability study data also submitted. 

ü Batch Number 1604051231 

(Mfg. Date: 10th April 2017,  Exp. Date: 10th April 2020) 

ü Batch Number 1604051232 

(Mfg. Date: 12th April 2017,  Exp. Date: 12th April 2020) 

ü Batch Number 1604051233 

(Mfg. Date: 15th April 2017,  Exp. Date: 15th April 2020) 

Decision: Registration Board approved the case as per policy for inspection of manufacturer 

abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus it 

needs onsite verification and thus advised the inspection panel to verify and report the submitted 

stability data for applied product. 

102.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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Name and address of manufacturer M/s Cisen Pharmaceutical Co. Ltd., Tongji Tech-Industry 

Garden, Jining High & New Technology Ind. Development 

Zone, Jining, Shandong Province, China. 

Name and address of marketing 

authorization holder 

M/s Cisen Pharmaceutical Co. Ltd., Tongji Tech-Industry 

Garden, Jining High & New Technology Ind. Development 

Zone, Jining, Shandong Province, China. (as per CoPp and 

Sole agency agreement) 

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China (as per sole agency agreement) 

Name of exporting country China 

Brand Name +Dosage Form + Strength Oxaliplatin for injections 50mg  

Freeze dried cake for solution for IV injections (lyophilized)  

Composition Each Vial Contains: 

Oxaliplatiné.. 50mg 

Finished Product Specification In House 

Pharmacological Group Antineoplastic 

Shelf life 3 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 383    Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-  Dated 15/03/2017 

Demanded Price As per SRO 

Pack size   1Ĭ1ôs (7ml glass vial) 

International availability ELOXATIN for injection (50mg  100mg) by M/s SANOFI 

AVENTIS US, USFDA approved 

Me-too status  Celdach 50 injection by Hakimsons (Reg # 72565) 64 

Detail of certificates attached Original Legalized CoPP (certificate No. 151100B0 /47076) 

issued by Jining Food and Drug Administration on 

16/09/2015 is attached which confirms the free sale of the 

product in exporting country. The facilities and operations 

conform to GMP as recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has claimed In House manufacturing 

specifications while the product is available in USP. As 

per USP the product contains Oxaliplatin and Lactose 

monohydrate while according to formulation provided 

by the firm the product contains Oxaliplatin and 

Mannitol. 

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was issued 

to submit stability study data conducted according to the 

conditions of zone IV-A. In response to the letter, firm 

has submitted stability data sheet specifying stability 

conditions as 30 ± 2oc and 65 ± 5%RH with same results 

at each time point. 

Previous Decision(M-274): The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oc and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 30 

± 2oc and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true. 

¶ Detail of diluent to be used for reconstitution.  

¶ Clarification regarding formulation since USP specifies the formulation containing Oxaliplatin 

with Lactose monohydrate while submitted formulation by you contains Oxaliplatin and 

Mannitol. 

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since Firm has submitted stability study data sheets duly 
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the data/assay values in the stability studies 

are unjustifiable/irrational as there is no 

difference in assay values of initially 

submitted stability data (at 25 ± 2oc and 60 ± 

5%RH) and the stability data submitted after 

issuance of letter (at 30 ± 2oc and 65 ± 

5%RH). Since this ambiguity shows that the 

revised data (at 30 ± 2oc and 65 ± 5%RH) is 

not true. 

signed by the authorized personnel of manufacturer 

of 3 batches 170610, 170611, 170612 conducted as 

per the conditions of zone IV-A. The data 

submitted is only for 6 months. Additionally the 

impurities identified at various time points exceeds 

the limit identified in acceptance criteria i.e. NMT 

0.2%. The firm has NOT submitted any 

clarification regarding already submitted stability 

data sheets having same values at both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation and 

administration of the applied formulation.  

Clarification regarding formulation since USP 

specifies the formulation containing 

Oxaliplatin with Lactose monohydrate while 

submitted formulation by you contains 

Oxaliplatin and Mannitol 

Firm has submitted that their principle 

manufacturer has informed that China FDA does 

not approve lactose as excipient of lyophilized 

powder instead they accept mannitol because it 

provides more stability.  
 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.   

Shortcomings Response by the firm 

Clarifythe formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. is 

in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_7

82171.html 

Evidence of approval of applied formulation 

in reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Eloxatin Injection 50mg by M/s Sanofi Aventis Inc 

USA. (USFDA Approved) 

According to the specification of related 

substances any individual impurity specs in 

NMT 0.2%. However the results are greater 

than 0.2% i.e. out of specs, clarification is 

required. 

Firm has submitted specifications of oxaliplatin and 

comparison of its specs with USP and inner control 

standards but the firm has NOT submitted 

justification of their results outside the acceptance 

criteria.  

Long term stability data of at least one year is 

required for grant of 2 years shelf life whereas 

you have provided data of 6 months with 

results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th 

meeting of 

Registration Board 

Deferred for following submissions: 

¶ Real time stability study data of 3 batches as per zone IV-A for the complete 

shelf life. 

¶ Scientific justification for out of specification impurities (i.e. results greater 

than 0.2%) while the acceptance criteria was NLT 0.2%. 

Evaluation by PEC Firm has submitted following documents: 

Real Time and accelerated stability study data according to the conditions of 

zone IV-A for 2 years of following batches; Accelerated stability study data also 

submitted. 

¶ 12021800201 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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(Mfg date; June, 2017 & Exp. Date: June, 2020) 

¶ 12021800202 

(Mfg date; June, 2017 & Exp. Date: June, 2020) 

¶ 12021800203 

(Mfg date; June, 2017 & Exp. Date: June, 2020) 

The data is of different batches than the previously submitted batches and the 

impurity results of these batches are within limits. 

Decision: Registration Board approved the case as per policy for inspection of manufacturer 

abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus it 

needs onsite verification and thus advised the inspection panel to verify and report the submitted 

stability data for applied product. 

103.  Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road Near 

World Map, Karachi, Pakistan 

Detail of DSL  Address: Mehran International, Plot No. JM 25/1 S.T. 

Homes shop No. 4/4-A, Jamshed quarter, Karachi. 

Validity: 16/01/2019 

Name and address of manufacturer M/s Cisen Pharmaceutical Co. Ltd., Tongji Tech-Industry 

Garden, Jining High & New Technology Ind. Development 

Zone, Jining, Shandong Province, China. 

Name and address of marketing 

authorization holder 

M/s Cisen Pharmaceutical Co. Ltd., Tongji Tech-Industry 

Garden, Jining High & New Technology Ind. Development 

Zone, Jining, Shandong Province, China. (as per CoPP and 

Sole agency agreement) 

Exporting agent for Pakistan: 

M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R. 

China (as per Sole Agency Agreement) 

Name of exporting country China 

Brand Name +Dosage Form + Strength OXALIPLATIN for injections 100mg 

Freeze dried cake for solution for IV injections (lyophilized) 

Composition Each Vial Contains: 

Oxaliplatiné.. 100mg 

Finished Product Specification In House 

Pharmacological Group Antineoplastic 

Shelf life 3 years 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy. No. 398    Dated 16/03/2017 

Fee including differential fee Rs. 100,000/-  Dated 15/03/2017 

Demanded Price As per SRO 

Pack size   1Ĭ1ôs 

International availability ELOXATIN for injection (50mg  100mg) by M/s SANOFI 

AVENTIS US, USFDA approved 

Me-too status  Celdach 50 injection by Hakimsons (Reg # 72564) 

Detail of certificates attached Original Legalized CoPP (certificate No. 151100B0/47077) 

issued by Jining Food and Drug Administration on 

16/09/2015 is attached which confirms the free sale of the 

product in exporting country. The facilities and operations 

conform to GMP as recommended by WHO. 

Remarks of the Evaluator. ¶ The firm has claimed In House manufacturing 

specifications while the product is available in USP. As 

per USP the product contains Oxaliplatin and Lactose 

monohydrate while according to formulation provided 

by the firm the product contains Oxaliplatin and 

Manitol. 

¶ Firm has initially submitted real-time stability data 

conducted at 25 ± 2oc and 65 ± 5%RH, letter was issued 

to submit stability study data conducted according to the 

conditions of zone IV-A. In response to the letter firm 
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has submitted stability data sheet specifying stability 

conditions as 30 ± 2oc and 65 ± 5%RH with same 

results at each time point. 

Previous Decision(M-274): The Registration Board deferred the cases for; 

¶ Submission of clarification regarding since the data/assay values in the stability studies are 

unjustifiable/irrational as there is no difference in assay values of initially submitted stability 

data (at 25 ± 2oc and 60 ± 5%RH) and the stability data submitted after issuance of letter (at 30 

± 2oc and 65 ± 5%RH). Since this ambiguity shows that the revised data (at 30 ± 2oc and 65 ± 

5%RH) is not true. 

¶ Detail of diluent to be used for reconstitution.  

¶ Clarification regarding formulation since USP specifies the formulation containing Oxaliplatin 

with Lactose monohydrate while submitted formulation by you contains Oxaliplatin and 

Mannitol. 

Evaluation by PEC: 

Shortcomings Response by the firm 

Submission of clarification regarding since 

the data/assay values in the stability studies 

are unjustifiable/irrational as there is no 

difference in assay values of initially 

submitted stability data (at 25 ± 2oc and 60 ± 

5%RH) and the stability data submitted after 

issuance of letter (at 30 ± 2oc and 65 ± 

5%RH). Since this ambiguity shows that the 

revised data (at 30 ± 2oc and 65 ± 5%RH) is 

not true. 

Firm has submitted stability study data sheets duly 

signed by the authorized personnel of manufacturer 

of 3 batches 170613, 170614, 170615 conducted as 

per the conditions of zone IV-A. The data 

submitted is only for 6 months. Additionally the 

impurities identified at various time points exceeds 

the limit identified in acceptance criteria i.e. NMT 

0.2%. The firm has NOT submitted any 

clarification regarding already submitted stability 

data sheets having same values at both conditions.  

Detail of diluent to be used for reconstitution.  Firm has submitted details of preparation and 

administration of the applied formulation.  

Clarification regarding formulation since USP 

specifies the formulation containing 

Oxaliplatin with Lactose monohydrate while 

submitted formulation by you contains 

Oxaliplatin and Mannitol 

Firm has submitted that their principle 

manufacturer has informed that China FDA does 

not approve lactose as excipient of lyophilized 

powder instead they accept mannitol because it 

provides more stability.  
 

After the evaluation of the response, another letter of shortcoming No. F.1-1/2017/PEC-DRAP(AD 

PEC-V) was issued by dated 23-11-2018. Now the response of the firm against that letter is also 

received.   

Shortcomings Response by the firm 

Clarify the formulation whether Freeze dried 

cake or lyophilized powder 

Lyophilized powder 

The certifying authority for CoPP is Jinning 

Food and Drug Administration which is not a 

state or provincial certifying authority. 

Firm has submitted that ñas per the announcement 

of Shandong province food and drug 

administration, shandong province food and drug 

administration authorize the city level food and 

drug administration to issue CoPP. Since the 

manufacturer M/s Cisen Pharmaceutical Co. Ltd. 

is in Shandong province, therefore the city level 

Jinning food and drug administration is authorized 

to issue CoPP. Firm has also submitted following 

link but it could not be accessed  

http://www.sfda.gov.cn/art/2017/12/20/art_8045_

782171.html 

Evidence of approval of applied formulation in 

reference regulatory authorities which were 

approved by Registration Board in its 275th 

meeting 

Eloxatin Injection 100mg by M/s Sanofi Aventis 

Inc USA. (USFDA Approved) 

According to the specification of related 

substances any individual impurity specs in 

NMT 0.2%. However the results are greater 

than 0.2% i.e. out of specs, clarification is 

Firm has submitted specifications of oxaliplatin 

and comparison of its specs with USP and inner 

control standards but the firm has NOT submitted 

justification of their results outside the acceptance 

http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
http://www.sfda.gov.cn/art/2017/12/20/art_8045_782171.html
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required. criteria.  

Long term stability data of at least one year is 

required for grant of 2 years shelf life whereas 

you have provided data of 6 months with 

results of related substances out of 

specification. 

Firm has submitted accelerated stability study 

stability data of 3 batches for one year instead of 

long term stability study data till claimed shelf life  

 

Decision of 289th 

meeting of 

Registration Board 

Deferred for following submissions: 

¶ Real time stability study data of 3 batches as per zone IV-A for the complete 

shelf life. 

¶ Scientific justification for out of specification impurities (i.e. results greater 

than 0.2%) while the acceptance criteria was NLT 0.2%. 

Evaluation by PEC Firm has submitted following documents: 

Real Time stability studies according to the conditions of zone IV-A for 2 years 

of following batches; Accelerated stability study data also submitted. 

¶ 12021800204  

(Mfg date; June, 2017 & Exp. Date: June, 2020) 

¶ 12021800205 

(Mfg date; June, 2017 & Exp. Date: June, 2020) 

¶ 12021800206 

(Mfg date; June, 2017 & Exp. Date: June, 2020) 

The data is of different batches than the previously submitted batches and the 

impurity results of these batches are within limits. 

Decision: Registration Board approved the case as per policy for inspection of manufacturer 

abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus it 

needs onsite verification and thus advised the inspection panel to verify and report the submitted 

stability data for applied product. 

104.  Name and address of manufacturer / 

Applicant 

M/s Delta Pharma Pvt Ltd. Plot. No. 9, Nowshera Industrial 

Estate, Risalpur, Kpk, Pakistan 

Brand Name +Dosage Form +Strength Excip 250mg/5ml Dry Powder Suspension 

Composition Each 5ml Contains: 

Ciprofloxacin as Ciprofloxacin HCLé250mg 

Diary No. Date of R& I & fee Dy. No 39937: 04-12-2018  PKR 20,000/- : 04-12-2018 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 60ml: As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Ciproxin 250mg/5ml granules and solvent for oral suspension 

by Bayer (MHRA Approved) 

Me-too status  Novidat Dry Powder for Suspension by Sami Pharma 

GMP status  Firm is granted additional sections Oral liquid (general) and 

dry suspension (general) section on the basis of inspection 

dated 12-10-2018 

Remarks of the Evaluator. ¶ Justify the formulation containing ciprofloxacin as 

hydrochloride since the reference formulation approved by 

MHRA contains ciprofloxacin base. 

¶ Provide source of granules of ciprofloxacin since 

granulation process is not mentioned in method of 

manufacturing. 

Decision of 287th meeting of RB Deferred for revision of formulation as per reference product 

along with submission of requisite fee for change of 

formulation 

Evaluation by PEC ¶ Source of pellets: Vision Pharmaceuticals 

¶ Firm has revised formulation as per reference product along 

with submission of 5,000 fee dated 07-02-2019. The revised 

formulation submitted by the firm is as: 

Each 5ml Contains: 

Ciprofloxacin é250mg 
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Decision of 288th meeting of RB Deferred for further deliberation upon the salt form of API, in 

view of reference product. 

Decision: Approved with following label claim: 

Each 5ml after reconstitution Contains: 

Ciprofloxacin ééééé.250mg 

105.  Name and address of manufacturer / 

Applicant 

M/s Delta Pharma Pvt Ltd. Plot. No. 9, Nowshera Industrial 

Estate, Risalpur, Kpk, Pakistan 

Brand Name +Dosage Form +Strength Excip 125mg/5ml Dry Powder 

Composition Each 5ml Contains: 

Ciprofloxacin as Ciprofloxacin HCLé125mg 

Diary No. Date of R& I & fee Dy. No 39934: 04-12-2018  PKR 20,000/- : 04-12-2018 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification USP 

Pack size &  Demanded Price 60ml: As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Approved by Registration Board based on quantitative 

composition mentioned in SmPC of 250mg dry suspension 

Me-too status  Nafcin 125mg Suspension by Global Pharma 

GMP status  Firm is granted additional sections Oral liquid (general) and 

dry suspension (general) section on the basis of inspection 

dated 12-10-2018 

Remarks of the Evaluator. ¶ Justify the formulation containing ciprofloxacin as 

hydrochloride since the reference formulation approved by 

MHRA contains ciprofloxacin base. 

¶ Provide source of granules of ciprofloxacin since 

granulation process is not mentioned in method of 

manufacturing. 

Decision of 287th meeting of RB Deferred for revision of formulation as per reference product 

along with submission of requisite fee for change of 

formulation 

Evaluation by PEC ¶ Source of pellets: Vision Pharmaceuticals 

¶ Firm has revised formulation as per reference product along 

with submission of 5,000 fee dated 07-02-2019. The revised 

formulation submitted by the firm is as: 

Each 5ml Contains: 

Ciprofloxacin é125mg 

Decision of 288th meeting of RB Deferred for further deliberation upon the salt form of API, in 

view of reference product. 

Decision: Approved with following label claim 

Each 5ml after reconstitution Contains: 

Ciprofloxacin ééééé.250mg 

 

Case No. 02 Registration Applications of Drugs for which Stability Study Data is 

Submitted 
 

a. New Cases 

Sr. 

No. 

 

Name & Address of 

Manufacturer / 

Applicant  

Brand Name 

(Proprietary Name + 

Dosage Form + Strength), 

Composition, 

Pharmacological Group, 

Finished Product 

Specification 

Type of Form, 

Initial Diary & Date, 

Fee (including 

differential fee), 

Demanded Price / 

Pack size 

International 

Availability / Local 

Availability  

 

GMP Inspection Report 

Date & Remarks 

106.  M/s Martin Dow 

Limited, Plot No. 37, 

Sector 19, Korangi 

Industrial Area 

Amlidy Tablet 25mg 

Each film coated tablet 

contains: 

Tenofovir alfenamide (as 

Form 5D 

03-09-2018 

PKR 50,000/- 

(31-08-2018) 

Vemlidy Tablet by 

Gilead Sciences (USFDA 

Approved) 
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Karachi. 

 

fumarate)é.éé...25mg 

(Anti-viral) 

 29-01-2018. GMP rated 

as GOOD. 

Evaluation by PEC: 

Firm has submitted accelerated and real time stability data of 6 months as per the requirement of 

Registration Board.  

STABILITY STUDY DATA  

Drug  Amlidy Tablet 25mg 

Name of Manufacturer  M/s Martin Dow Limited, Plot No. 37, Sector 19, Korangi Industrial Area 

Karachi. 

Manufacturer of API  M/s. Shanghai Desano Chemical Pharmaceutical Co. Ltd. No. 417 Binhai 

Road, Laogang Town Pudong New Area Shanghai China. 

API Lot No. DBH251-B15A-180702 

Description of Pack  

(Container closure system) 

Yellow color round biconvex film coated tablet plain on both sides in Alu-

Alu blister pack 

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 1, 2, 3, 4, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. NPD-T-374-P NPD-T-359-L NPD-T-388-P 

Batch Size  2500 Tablet 2500 Tablet 2500 Tablet 

Manufacturing Date 23-10-2018 12-10-2018 25-10-2018 

Date of Initiation 30-10-2018 30-10-2018 30-10-2018 

No. of Batches  03 

Date of Submission Dy.# 6507 dated 20-05-2019 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

# Documents To Be Provided Status 

1. COA of API  Yes 

2. Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

Firm has submitted copy of GMP certificate issued by 

Shanghai Food and Drug Administration  

 

3. Protocols followed for conduction of stability 

study and details of tests.  
Yes 

4. Data of 03 batches will be supported by 

attested respective documents like 

chromatograms, laboratory reports, data sheets 

etc.  

Yes 

5. Documents confirming import of API etc.  Firm has submitted ADC attested invoice which is not 

clear 

6. All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

7. Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

8. Commitment to follow Drug Specification 

Rules, 1978. 
Yes 
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REMARKS OF EVALUATOR  

Shortcomings Response by the firm 

GMP certificate of the API manufacturer issued by 

relevant (i.e. provincial or federal) regulatory 

authority of China, since the submitted GMP has 

been issued by Shanghai Food and Drug 

Administration which is a district authority and does 

not have mandate to issue GMP certificate as per 

Chapter I General Provisions; Article 5 of 

Regulations for Implementation of the Drug 

Administration Law of the Peopleôs Republic of 

China. 

Firm has submitted GMP certificate No. 

SH20170046 issued by China Food and Drug 

Administration which is valid till 03-12-2022. 

Submit clear invoice attested by ADC in which the 

date of clearance along with signature / stamp is 

readable, since the submitted invoice is not clear. 

Firm has submitted copy of commercial invoice 

which is cleared by ADC on 17-8-2018 specifying 

import of 0.47Kg tenofovir 

Provide detailed method of testing / analysis of 

finished product. 

Firm has submitted copy of testing method and 

analysis of finished drug. 

Justify the acceptance criteria of dissolution test i.e. 

NLT 80% in 30 minutes without defining the time 

and value of ñQò since the value of Q at level S1 is 

defined between 75 to 80 in various guidance 

documents of EDQM, FDA guidance documents and 

USP and the overall acceptance criteria for level S1 

is set as Q+5. The FDA guidance ñDissolution 

Testing and Acceptance Criteria for Immediate-

Release Solid Oral Dosage Form Drug Products 

Containing High Solubility Drug Substancesò 

specifies under the heading DISSOLUTION 

ACCEPTANCE CRITERIA that for immediate 

release solid oral drug products containing a high 

solubility drug substance, the dissolution criterion is 

Q=80% in 30 minutes. Furthermore, USFDA 

chemistry review for the innovator product ñVemlidy 

Tabletò specifies that the acceptance criteria for 

dissolution test is NLT (Q+5) in 15 minutes. 

Firm has submitted commitment to revise the 

specification to NLT 80% (Q=75%) in 15 minutes. 

Firm has further submitted that they have tested the 

product at 9th month stability time point and the 

results are satisfactory in 15 minutes.  

¶ The dissolution results as per revised specification 

(i.e. NLT 80% in 15 minutes) at 9th month time 

point cannot be applied on 6 months real time and 

accelerated stability study data as per previous 

specifications i.e. NLT 80% in 30 minutes. 

¶ Firm has initiated stability studies on 10-2018 and 

the letter of shortcoming for difference in 

specifications was issued on 19-08-2019 (10 

months after initiation of stability studies) and the 

firm has in its reply dated 28-08-2019 submitted 

that they have tested dissolution at 9th month time 

point.  

Specify the exact storage conditions at which the API 

was kept after import in August 2018 till the 

manufacturing of batches in October 2018. 

Firm has submitted that the storage condition 

recommended by its manufacturer is 2-8 degree and 

the firm has kept the material under the same 

conditions at MDL warehouse with continuous 

temperature monitoring. 
 

Decision: Deferred for following: 

¶ Scientific justification how the stability study data at 9th month conducted as per revised dissolution 

specification [ i.e. NLT 80% in 15 minutes] with values close to acceptance criteria can be 

representative of whole 6 months stability conducted at accelerated and real time conditions with 

dissolution specifications different from innovator product [i.e. NLT 80% in 30 minutes]. 

Sr. 

No. 

 

Name & Address of 

Manufacturer / 

Applicant  

Brand Name 

(Proprietary Name + 

Dosage Form + Strength), 

Composition, 

Pharmacological Group, 

Finished Product 

Specification 

Type of Form, 

Initial Diary & Date, 

Fee (including 

differential fee), 

Demanded Price / 

Pack size 

International 

Availability / Local 

Availability  

 

GMP Inspection Report 

Date & Remarks 

107.  M/s S.J & G. Fazul 

Ellahie (Pvt) Ltd. 

E/46, S.I.T.E 

Karachi.  

 

Berica Tablet 120mg 

Each film coated tablet 

contains: 

Etoricoxib éé120mg 

(Anti-viral) 

Form 5D 

Dy No. 6671 

19-6-2017 

PKR 50,000/- 

(19-06-2017) 

Acoxxel Tablet (MHRA 

Approved) 
 

GMP inspection report 

conducted on 20-04-2018 
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 & 24-04-2018, 

concluding satisfactory 

level of GMP 

compliance. 

Evaluation by PEC: 

Firm has submitted accelerated and real time stability data of 6 months as per the requirement of 

Registration Board.  

STABILITY STUDY DATA  

Drug  Berica Tablet 120mg 

Name of Manufacturer  M/s S.J & G. Fazul Ellahie (Pvt) Ltd. E/46, S.I.T.E Karachi. 

Manufacturer of API  Glenmark Pharmaceutical Ltd, India. 

API Lot No. ACE00616 

Description of Pack  

(Container closure system) 
Single unit carton containing tablets in Alu-Alu blister pack 

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. TR-065-17 TR-064-17 TR-063-17 

Batch Size  1500 Tablet 1500 Tablet 1500 Tablet 

Manufacturing Date 03-2017 03-2017 03-2017 

Date of Initiation 15-4-2017 15-4-2017 15-4-2017 

No. of Batches  03 

Date of Submission Dy.# 7560 dated 29-05-2019 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

# Documents To Be Provided Status 

1. COA of API  Yes 

2. Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

Firm has submitted copy of GMP certificate issued by 

Food and Drug Administration Gujrat State India 

which is valid till 18-8-2019.  

 

3. Protocols followed for conduction of stability 

study and details of tests.  
Yes 

4. Data of 03 batches will be supported by 

attested respective documents like 

chromatograms, laboratory reports, data sheets 

etc.  

Yes 

5. Documents confirming import of API etc.  Firm has submitted ADC attested invoice dated 18-5-

2016 specifying import of 100 Kg etoricoxib  

6. All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

7. Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

8. Commitment to follow Drug Specification 

Rules, 1978. 
Yes 
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REMARKS OF EVALUATOR  

Shortcomings Response by the firm 

Specify the manufacturer of API along with its 

address since the submitted GMP certificate is of 

Glenmark life sciences, while the COA and invoice 

specify Glenmark Pharmaceuticals. Further 

evidence is required for import of material from 

that particular source (along with address) since the 

submitted invoice do not contain address of API 

manufacturer. 

Firm has submitted that the API was manufactured at 

the site Plot No. 141-143, 165-165, 170-172, 

Chandramouli Sahakari Audyogik Vashat Maryadit, 

Pune-Hydrerabad Highway, Mohol District Solapur.  

Firm has submitted a letter from Glenmark stating 

that Glenmark has re-organized itself by creating a 

wholly owned subsidiary for its API business to 

Glenmark Life Sciences. The agreement for this 

transfer was executed on 9th October 2018 and 

effective date for transfer was 1st December 2018. 

The wholy owned subsidiary for API business is 

now known as Glenmark Life Sciences Limited. 

Glenmark Life Sciences will be the API 

manufacturer of all APIôs from 1st December 2018 in 

place of Glenmark Pharmaceuticals. The API 

manufacturing sites at Ankleshwar, Dahej, 

Kurkumbh and Mhol will be transferred to Glenmark 

Life Sciences. 

 

The letter for re-organization of business was signed 

on 31st October 2018 and the re-organization was 

conducted from 1st December 2018. While the API 

was imported on 18-5-2016. 

Provide scientific rational / justification for assay of 

finished product using UV method since the 

reference / innovator product has used HPLC 

method for assay of finished product. 

Firm has submitted that ñWe used UV method for 

testing as it was already available for our registered 

product Berica Tablet 60mg. Although at 24 monthsô 

time point we have compared our results with HPLC 

method and found satisfactory results. This HPLC 

method will be validated and used before 

commercialization. 

Justify the acceptance criteria of dissolution test i.e. 

NLT 75% without defining the time and value of 

ñQò since the value of Q at level S1 is defined 

between 75 to 80 in various guidance documents of 

EDQM, FDA guidance documents and USP and the 

overall acceptance criteria for level S1 is set as 

Q+5. The FDA guidance ñDissolution Testing and 

Acceptance Criteria for Immediate-Release Solid 

Oral Dosage Form Drug Products Containing High 

Solubility Drug Substancesò specifies under the 

heading DISSOLUTION ACCEPTANCE 

CRITERIA  that for immediate release solid oral 

drug products containing a high solubility drug 

substance, the dissolution criterion is Q=80% in 30 

minutes. 

Firm has submitted that this molecule belongs to 

BCS class-II which have low solubility and high 

permeability therefore the limit of Q = 70% in 45 

minutes was used (NLT 75%) which is Q+5. All our 

dissolution results are far higher than acceptance 

criteria. 

 

Decision: Deferred for following: 

¶ Clarification for the address of API manufacturer since the submitted GMP certificate is of 

Glenmark life sciences, while the COA and invoice specify Glenmark Pharmaceuticals. 
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Sr. 

No. 

 

Name & Address of 

Manufacturer / 

Applicant  

Brand Name 

(Proprietary Name + 

Dosage Form + Strength), 

Composition, 

Pharmacological Group, 

Finished Product 

Specification 

Type of Form, 

Initial Diary & Date, 

Fee (including 

differential fee), 

Demanded Price / 

Pack size 

International 

Availability / Local 

Availability  

 

GMP Inspection Report 

Date & Remarks 

108.  M/s S.J & G. Fazul 

Ellahie (Pvt) Ltd. 

E/46, S.I.T.E 

Karachi.  

 

Berica Tablet 90mg 

Each film coated tablet 

contains: 

Etoricoxib éé90mg 

(Anti-viral) 

Form 5D 

Dy No. 6672:  

19-6-2017 

PKR 50,000/- 

(19-06-2017) 

 

Acoxxel Tablet (MHRA 

Approved) 

GMP inspection report 

conducted on 20-04-2018 

& 24-04-2018, 

concluding satisfactory 

level of GMP 

compliance. 

Evaluation by PEC:  Firm has submitted accelerated and real time stability data of 6 months as per the 

requirement of Registration Board.  

STABILITY STUDY DATA  

Drug  Berica Tablet 90mg 

Name of Manufacturer  M/s S.J & G. Fazul Ellahie (Pvt) Ltd. E/46, S.I.T.E Karachi. 

Manufacturer of API  Glenmark Pharmaceutical Ltd, India. 

API Lot No. ACE00616 

Description of Pack  

(Container closure system) 
Single unit carton containing tablets in Alu-Alu blister pack 

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months                           Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months)           Real Time: 0, 3, 6 (Months) 

Batch No. TR-062-17 TR-061-17 TR-060-17 

Batch Size  1500 Tablet 1500 Tablet 1500 Tablet 

Manufacturing Date 03-2017 03-2017 03-2017 

Date of Initiation 15-4-2017 15-4-2017 15-4-2017 

No. of Batches  03 

Date of Submission Dy.# 7561 dated 29-05-2019 

DOCUMENTS / DATA PROVIDED BY THE APPL ICANT  

# Documents To Be Provided Status 

1. COA of API  Yes 

2. Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

Firm has submitted copy of GMP certificate issued by 

Food and Drug Administration Gujrat State India 

which is valid till 18-8-2019.  

 

3. Protocols followed for conduction of stability 

study and details of tests.  
Yes 

4. Data of 03 batches will be supported by 

attested respective documents like 

chromatograms, laboratory reports, data sheets 

etc.  

Yes 

5. Documents confirming import of API etc.  Firm has submitted ADC attested invoice dated 18-5-

2016 specifying import of 100 Kg etoricoxib 
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6. All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

7. Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

8. Commitment to follow Drug Specification 

Rules, 1978. 
Yes 

REMARKS OF EVALUATOR  

Shortcomings Response by the firm 

Specify the manufacturer of API along with its 

address since the submitted GMP certificate is of 

Glenmark life sciences, while the COA and invoice 

specify Glenmark Pharmaceuticals. Further 

evidence is required for import of material from 

that particular source (along with address) since the 

submitted invoice do not contain address of API 

manufacturer. 

Firm has submitted that the API was manufactured at 

the site Plot No. 141-143, 165-165, 170-172, 

Chandramouli Sahakari Audyogik Vashat Maryadit, 

Pune-Hydrerabad Highway, Mohol District Solapur.  

Firm has submitted a letter from Glenmark stating 

that Glenmark has re-organized itself by creating a 

wholly owned subsidiary for its API business to 

Glenmark Life Sciences. The agreement for this 

transfer was executed on 9th October 2018 and 

effective date for transfer was 1st December 2018. 

The wholy owned subsidiary for API business is 

now known as Glenmark Life Sciences Limited. 

Glenmark Life Sciences will be the API 

manufacturer of all APIôs from 1st December 2018 in 

place of Glenmark Pharmaceuticals. The API 

manufacturing sites at Ankleshwar, Dahej, 

Kurkumbh and Mhol will be transferred to Glenmark 

Life Sciences. 
 

The letter for re-organization of business was signed 

on 31st October 2018 and the re-organization was 

conducted from 1st December 2018. While the API 

was imported on 18-5-2016. 

Provide scientific rational / justification for assay of 

finished product using UV method since the 

reference / innovator product has used HPLC 

method for assay of finished product. 

Firm has submitted that ñWe used UV method for 

testing as it was already available for our registered 

product Berica Tablet 60mg. Although at 24 monthsô 

time point we have compared our results with HPLC 

method and found satisfactory results. This HPLC 

method will be validated and used before 

commercialization. 

Justify the acceptance criteria of dissolution test i.e. 

NLT 75% without defining the time and value of 

ñQò since the value of Q at level S1 is defined 

between 75 to 80 in various guidance documents of 

EDQM, FDA guidance documents and USP and the 

overall acceptance criteria for level S1 is set as 

Q+5. The FDA guidance ñDissolution Testing and 

Acceptance Criteria for Immediate-Release Solid 

Oral Dosage Form Drug Products Containing High 

Solubility Drug Substancesò specifies under the 

heading DISSOLUTION ACCEPTANCE 

CRITERIA  that for immediate release solid oral 

drug products containing a high solubility drug 

substance, the dissolution criterion is Q=80% in 30 

minutes. 

Firm has submitted that this molecule belongs to 

BCS class-II which have low solubility and high 

permeability therefore the limit of Q = 70% in 45 

minutes was used (NLT 75%) which is Q+5. All our 

dissolution results are far higher than acceptance 

criteria. 

 

Decision: Deferred for following: 

¶ Clarification for the address of API manufacturer since the submitted GMP certificate is of 

Glenmark life sciences, while the COA and invoice specify Glenmark Pharmaceuticals. 
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Sr. 

No. 

 

Name & Address of 

Manufacturer / 

Applicant 

Brand Name 

(Proprietary Name + 

Dosage Form + 

Strength), Composition, 

Pharmacological Group, 

Finished Product 

Specification 

Type of Form, 

Initial Diary & Date, 

Fee (including 

differential fee), 

Demanded Price / 

Pack size 

International Availability 

/ Local Availability  

 

GMP Inspection Report 

Date & Remarks 

109.  M/s CCL 

Pharmaceuticals 

(Pvt) Ltd. 62 Quaid-

e-Azam Industrial 

Estate Kot Lakhpat 

Lahore.  

Vemteno Tablet 25mg 

Each film coated tablet 

contains: 

Tenofovir alfenamide (as 

fumarate) é.25mg 

(Anti-viral) 

Form 5 

27-02-2019 

PKR 20,000/- 

(27-02-2019) 

 

Vemlidy Tablet by Gilead 

Sciences (USFDA 

Approved) 

GMP inspection report 

conducted on 20-04-2018 

& 24-04-2018, concluding 

satisfactory level of GMP 

compliance. 

Evaluation by PEC: Firm has submitted accelerated and real time stability data of 6 months as per the 

requirement of Registration Board.  

STABILITY STUDY DATA  

Drug  Vemteno Tablet 25mg 

Name of Manufacturer  M/s CCL Pharmaceuticals (Pvt) Ltd. 62 Quaid-e-Azam Industrial Estate Kot 

Lakhpat Lahore.  

Manufacturer of API  Cipla Ltd. at plot D-22, MIDC Industrial Area Kurkumbh Village, Taluka 

Daund District Pune Mahrashtra India 

API Lot No. LDP170006 

Description of Pack  

(Container closure system) 

Pink round biconvex shape film coated tablet packed in Alu-Alu in bleach 

board with leaflet 

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 

Accelerated: 40°C ± 2°C / 75% ± 5%RH 

Time Period  Real time: 6 months                        Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months)         Real Time: 0, 3, 6 (Months) 

Batch No. T2/17 T3/17 T4/17 

Batch Size  1500 Tablet 1500 Tablet 1500 Tablet 

Manufacturing Date 07-2017 08-2017 07-2017 

Date of Initiation 08-2017 08-2017 08-2017 

No. of Batches  03 

Date of Submission Dy.# 7194 dated 25-05-2019 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

# Documents To Be Provided Status 

1. COA of API  Yes 

2. Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

Firm has submitted copy of GMP certificate issued by 

Government of Karnataka, Drugs Control Department 

dated 21-02-2019. 

 

3. Protocols followed for conduction of stability 

study and details of tests.  
Yes 

4. Data of 03 batches will be supported by 

attested respective documents like 

chromatograms, laboratory reports, data sheets 

etc.  

Yes 
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5. Documents confirming import of API etc.  Firm has submitted ADC attested invoice dated 24-

02-2017 specifying import of 0.21Kg tenofovir 

alafenamide fumarate. The exact manufacturing site 

of the API manufacturer is not mentioned in the 

submitted invoice. 

6. All provided documents will be attested (name, 

sign and stamp) for ensuring authenticity of 

data / documents.  

Yes 

7. Commitment to continue real time stability 

study till assigned shelf life of the product.  
Yes 

8. Commitment to follow Drug Specification 

Rules, 1978. 
Yes 

REMARKS OF EVALUATOR  

Shortcomings Response by the firm 

Justify the acceptance criteria of dissolution test i.e. 

NLT 70% Q after 30 minutes since the value of ñQò 

since the value of Q at level S1 is defined between 

75 to 80 in various guidance documents of EDQM, 

FDA guidance documents and USP and the overall 

acceptance criteria for level S1 is set as Q+5. The 

FDA guidance ñDissolution Testing and 

Acceptance Criteria for Immediate-Release Solid 

Oral Dosage Form Drug Products Containing High 

Solubility Drug Substancesò specifies under the 

heading DISSOLUTION ACCEPTANCE 

CRITERIA that for immediate release solid oral 

drug products containing a high solubility drug 

substance (as defined herein), the dissolution 

criterion is Q=80% in 30 minutes. Furthermore, 

USFDA chemistry review for the innovator product 

ñVemlidy Tabletò specifies that the acceptance 

criteria for dissolution test is NLT (Q+5) in 15 

minutes. 

Firm has submitted that as per CDP performed their 

results show more than 85% release in 15 minutes in 

Acetate Buffer pH 4.5. 

Initially we have used parameters taken from 

USFDA dissolution methods but after your good self 

highlighted the document of chemistry review, 

which suggests sampling time of 15 minutes. It is 

acknowledge & commit to revise product test 

method with revised sampling time and Q value 

which can be verified during on-site inspection. 

 

Dissolution 

Specifications of the 

firm  

Dissolution 

Specifications of 

innovator product 

NLT 70% (Q) after 30 

minutes 

NLT 80%(Q) after 15 

minutes 
 

Firm has performed complete stability studies as per 

the specification which is different from innovator 

product. Further the dissolution testing during CDP 

studies or at 9th month interval cannot be used to 

predict the product quality profile in terms of 

dissolution studies during 6 months accelerated 

study as well as during real time studies. 

Specify the exact storage conditions at which the 

API was kept after ADC clearance in February 

2017 till the manufacturing of batches in July and 

August 2017.   

Firm has submitted that they have kept the material 

at 2-8 degree which is the recommended storage 

condition for this drug. 

The submitted GMP certificate is of Cipla Limited 

Old Madras Road Virgonagar Post Bangalore (No. 

NB-110/78), while as per certificate of analysis the 

manufacturing site of API is Cipla Ltd. Plot D-22, 

MIDC Industrial Area, Kurkumbh Village, Taluka 

ï Daund, District Pune, Mahrashtra. Clarify the 

exact manufacturing site and submit the GMP 

certificate. 

Firm has submitted that the exact manufacturing site 

is Cipla Ltd. at plot D-22, MIDC Industrial Area 

Kurkumbh Village, Taluka Daund District Pune 

Mahrashtra India. The GMP certificate of said site 

can be verified during on-site inspection.  

The firm has not submitted GMP certificate of 

the API manufacturer. 

Firm has performed 3rd month testing of batch T4-17 on 16-11-2017 which is 15 days earlier than 3 

months period. Firm has submitted that as per their protocols they can test the product within 1 month of due 

date. 

Decision: Deferred for following: 

¶ Scientific justification how the CDP studies or stability study data at 9th month conducted as per 

revised dissolution specification [ i.e. NLT 80% (Q) in 15 minutes] with values close to acceptance 
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criteria can be representative of whole 6 months stability conducted at accelerated and real time 

conditions with dissolution specifications different from innovator product [i.e. NLT 70% (Q) after 

30 minutes]. 

¶ Submission of valid GMP certificate from API manufacturer.  

 

 

Agenda of Evaluator PEC-IV  

Case No. 01: Registration Applications for Local Manufacturing of (Human) Drugs. 
 

a. New cases 

110.  
 

Name and address of manufacturer / 

Applicant 

M/s Bloom Pharmaceuticals Pvt Ltd. Plot # 30, Phase I & II, 

Industrial Estate, Hattar, Pakistan 

Brand Name +Dosage Form + Strength Blucid-H Cream 

Composition Each Gram Contains: 

Fusidic Acidéé20mg 

Hydrocortisone Acetateé.é10mg 

Diary No. Date of R& I & fee  Dy.No. 17088 dated 09-05-2018  Rs.20,000/- 09-05-2018 

Pharmacological Group  Antibiotic, Corticosteroid 

Type of Form Form 5 

Finished product Specifications Manufacturerôs specification  

Pack size & Demanded Price 5gram, 15grams; As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Fucidin H Cream (UK MHRA Approved) 

Me-too status (with strength and  

dosage form)  

Melas H Cream of M/s Atco Laboratories 

GMP status     ñCetificate of Good manufacturing practices based on 

inspection conducted on 19-07-2019ò 

Remarks of the Evaluator Strength on  form 5  Fusidic Acidéé20mg 

Hydrocortisone Acetateé.é10mg while on            covering 

letter and challan form Fusidic Acidéé10mg 

Hydrocortisone Acetateé.éééééé.05mg. 

Reply that strength on challan form & covering letter was 

due to clerical mistake.  

We undertake on stamp paper of Rs: 100/- that challan form  

Depositer Slip No. 0718283) will not be misused and will be  

used as registration fee of Blucid-H cream (Fusidic  

Acidéé20mg , Hydrocortisone Acetateé.é10mg) only 

Decision: Approved with innovatorôs specification. 

111.  Name and address of manufacturer / 

Applicant 

M/s Farm Aid Group. 

Plot # 3/2, Phase I & II, Hattar Industrial Estate, Haripur 

Brand Name +Dosage Form + Strength Orlis 120mg Capsule 

Composition Each Hard Gelatin Capsule Contains: 

Orilstat IR Pellets Eq. to Orlistaté..é120mg 

Diary No. Date of R& I & fee  Dy.No. 17069 dated 09-05-2018  Rs.20,000/- 08-05-2018 

Pharmacological Group  Lipase inhibitor 

Type of Form  Form 5 

Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

Beacita 120mg Capsules of ( MHRA approved) 

Me-too status  Orlisat 120mg Capsules by M/s  Merck Sharp & Dhome,  

GMP status  Last GMP inspection conducted on 07-09-2017 and report 

concludes that Overall the firm was working under 

satisfactory level of GMP.ò 

Remarks of the Evaluator Source of pellets: Vision 

Decision: The Registration Board deferred for further deliberation upon stability data 

requirement for orlistat pellets. 

http://www.mhra.gov.uk/spc-pil/?prodName=BEACITA%20120MG%20CAPSULES%20%20HARD&subsName=&pageID=ThirdLevel&searchTerm=Orlistat#retainDisplay
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112.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. Plot 39, Sector 15, 

Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

Brand Name +Dosage Form + Strength Arfacobol 500mcg Injection 

Composition Each ml Contains: 

Mecobalaminé500mcg 

Diary No. Date of R& I & fee  Dy.No.  17056 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group     Co-enzyme-type vitamin B12 

Type of Form  Form 5  

Finished product Specification  Manufactureôs specification 

Pack size & Demanded Price  5ml x 5ôs  ; As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 PMDA approved 

Me-too status  Wycomin 500 mcg Injection by  Wnsfeild Pharmaceutical, 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 

rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 

conducted 31-07-2018.and report concludes that overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 

¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved with innovatorôs specification. 

113.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. 

Plot 39, Sector 15, Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

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

Composition Each 5ml Contains: 

Iron  as Iron (III)-hydroxide sucrose 

complexééé..100mg 

Diary No. Date of R& I & fee  Dy.No.  17057 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group   Iron replacement product 

Type of Form  Form 5  

Finished product Specification  USP 

Pack size & Demanded Price  5ml x 5ôs  ; As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Venofer 100mg/5ml Injection of MHRA approved 

Me-too status  
Bisleri 100mg/5ml Injection of M/S Sami Pharma 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 

rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 

conducted 31-07-2018.and report concludes that Overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 
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¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved. 

114.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. 

Plot 39, Sector 15, Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

Brand Name +Dosage Form + Strength Water For Injection 5ml Ampoule 

Composition Each 5ml Contains: 

Water for Injectioné5ml 

Diary No. Date of R& I & fee  Dy.No.  17058 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group  Diluent/Vehicle 

Type of Form  Form 5  

Finished product Specification  USP 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 MHRA approved 

Me-too status  Aqua-Nor Injection by  M/s  Nortech Pharmaceuticals, 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 

rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 

conducted 31-07-2018.and report concludes that Overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 

¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved. 

115.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. 

Plot 39, Sector 15, Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

Brand Name +Dosage Form + Strength Smaz 40mg Injection 

Composition Each Vial Contains: 

Esomeprazole Sodium Eq. to Esomeprazoleéé..40mg 

Diary No. Date of R& I & fee  Dy.No.  17053 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group  Proton Pump Inhibitor 

Type of Form  Form 5 

Finished product Specification  Manufactureôs specification 

Pack size & Demanded Price  1ôs ; As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Nexium IV injection of (USFDA approved) 

Me-too status  Esold Injection of M/s Weather Folds Pharmaceutical 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 

rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 
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conducted 31-07-2018.and report concludes that Overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 

¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved with innovatorôs specification. 

116.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. 

Plot 39, Sector 15, Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

Brand Name +Dosage Form + Strength Adazone 2g/Vial Injection IV 

Composition Each Vial of Dry Subsatnce Contains: 

Ceftriaxone Sodium Eq. to Ceftriaxoneé2g 

Diary No. Date of R& I & fee  Dy.No.  17054 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group  Cephalosporin 

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 

Ceftriaxone of MHRA approved 

 

Me-too status  Triax 2gm Injection  of  M/s. Wilshire Laboratories 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 

rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 

conducted 31-07-2018.and report concludes that Overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 

¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved. 

117.  Name and address of manufacturer / 

Applicant 

M/s Adamjee Pharmaceuticals Pvt Ltd. 

Plot 39, Sector 15, Korangi Industrial Area, Karachi 

Contract manufactured by: M/s Safe Pharmaceuticals Pvt 

Ltd. Plot No. C.I-20, Sector 6-B, Industrial Area, North 

Karachi 

Brand Name +Dosage Form + Strength Bonfit 5mg/ml Injection 

Composition Each ml Contains: 

Cholecalciferolééé5mg 

Diary No. Date of R& I & fee  Dy.No.  17055 dated 08-05-2018  Rs.50,000/- 08-05-2018 

Pharmacological Group  Vitamin D analogue 

Type of Form  Form 5 

Finished product Specification    BP Specôs 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Vitamin D3 Good 200,000 IU / 1 ml IM solution for  

injection of ( ANSM France approved) 

Me-too status  Calciferol Injection M/s  Global Pharmaceuticals 

GMP status  Last GMP inspection M/s Adamjee Pharmaceuticals 

conducted on 20-08-2019 and report concludes that based on 

the stated observations their current compliance level is 
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rated as Good.ò 

                                   &  

Last GMP inspection of M/s Safe Pharmaceuticals 

conducted 31-07-2018.and report concludes that Overall the 

firm was working under GOOD level of GMP compliance. 

Remarks of the Evaluator ¶ Contract manufacturing agreement attached 

¶ Number of sections of applicant approved by 

licensing Board: 08 

¶ Number of products already registered/approved on 

contract manufacturing in the name of applicant:09 

Decision: Approved. 

118.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav 160mg/5mg Tablet 

Composition Each Film Coated Tablet Contains: 

Amlodipine (as Besylate)é5mg 

Valsartané160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier; dated :30-12-2014 

Pharmacological Group  Calcium antagonist/Angiotensin II 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 

 Exforge Of  ( USFDA Approved) 

 

Me-too status  Co-Valzaar 5mg/160mg Tablet by M/s Vision Pharma 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

119.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav 160mg/10mg Tablet 

Composition Each Film Coated Tablet Contains: 

Amlodipine (as Besylate)é10mg 

Valsartané160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier; dated :30-12-2014 

Pharmacological Group  Calcium antagonist/Angiotensin II 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 

 Exforge Of  ( USFDA Approved) 

 

Me-too status  Co-Valzaar 10mg/160mg Tablet by M/s Vision Pharma 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

120.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Valarb-Diu  80mg/12.5mg Tablet 

Composition Each Film Coated Tablet Contains: 

Valsartanéé.80mg 

Hydrochlorothiazide éé12.5mg 
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Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier; dated :30-12-2014 

Pharmacological Group  Thiazide Diuretic /Angiotensin II 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 

Co-Diovan Of  ( MHRA Approved) 

 

Me-too status  Co-Diovan Of M/S Novartis Pharma 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 
 

121.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Valarb-Diu  160mg/25mg Tablet 

Composition Each Film Coated Tablet Contains: 

Valsartanéé.160mg 

Hydrochlorothiazide éé25mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier; dated :30-12-2014 

Pharmacological Group  Thiazide Diuretic /Angiotensin II 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 

Co-Diovan Of  ( MHRA Approved) 

 

Me-too status  Co-Diovan Of M/S Novartis Pharma 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board.  
 

122.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav-D  5mg/12.5mg/160 Tablet 

Composition Each film-coated tablet contains: 

Amlodipine as (Besylate) (USP)ééé5mg 

Hydrochlorothiazide(USP)éééé....12.5mg 

Valsartan(USP) éééééééé...160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :30-12-2014 

Pharmacological Group  Anti-hypertension 

Type of Form  Form-5 

Finished product Specification  USP 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Exforge HCT 10/160/12.5 by Novartis (USFDA) 

 

Me-too status  Exforge HCT By Novartis (Reg. No. 069548) 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 
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123.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav-D  10mg/12.5mg/160 Tablet 

Composition Each film-coated tablet contains: 

Amlodipine as (Besylate) (USP)ééé10mg 

Hydrochlorothiazide(USP)éééé....12.5mg 

Valsartan(USP) éééééééé...160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :30-12-2014 

Pharmacological Group  Anti-hypertension 

Type of Form  Form-5 

Finished product Specification  USP 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Exforge HCT 10/160/12.5 by Novartis (USFDA) 

 

Me-too status  
Exforge HCT By Novartis (Reg. No. 069548) 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

124.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav-D  10mg/25mg/160 Tablet 

Composition Each film-coated tablet contains: 

Amlodipine as (Besylate) (USP)ééé10mg 

Hydrochlorothiazide(USP)éééé....25mg 

Valsartan(USP) éééééééé...160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :30-12-2014 

Pharmacological Group  Anti-hypertension 

Type of Form  Form-5 

Finished product Specification  USP 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Exforge HCT 10/160/25 by Novartis (USFDA) 

 

Me-too status  Exforge HCT By Novartis (Reg. No. 069551) 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

125.  Name and address of manufacturer / 

Applicant 

M/s Noa Hemis Pharmaceuticals, Plot No. 154, Sector-23, 

Korangi Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Aslav-D  10mg/25mg/320 Tablet 

Composition Each film-coated tablet contains: 

Amlodipine as (Besylate) (USP)ééé10mg 

Hydrochlorothiazide(USP)éééé....25mg 

Valsartan(USP) éééééééé...320mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :30-12-2014 

Pharmacological Group  Anti-hypertension 

Type of Form  Form-5 

Finished product Specification  USP 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Exforge HCT 10/160/25 by Novartis (USFDA) 
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Me-too status  Exforge HCT By Novartis (Reg. No. 069552) 

GMP status  Last GMP inspection   conducted on 20-03-2018 and report 

concludes that  considered to be operating at an acceptable 

level of compliance to the CGMP 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

126.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Locame 4mg Tablet 

Composition Each film coated tablet contains: 

Lornoxicamé4mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :24-05-2017 

Pharmacological Group  NSAID 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price  1 x 10ôs, 1 x 20ôs, 1 x 30ôs: As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Xefo 4 mg tablet (EMA approved) 
 

Me-too status  Lorfix 4mg Tablet   of  M/s  AGP 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. Registration Board further decided that 

verification of fee challan may be done as per decision of 285th meeting of Registration Board. 

127.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Locame 8mg Tablet 

Composition Each film coated tablet contains: 

Lornoxicamééééééé..8mg 
Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :24-05-2017 

Pharmacological Group  NSAID 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price  1 x 10ôs, 1 x 20ôs, 1 x 30ôs: As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

       Xefo 8 mg tablet (EMA approved) 
 

Me-too status  Lorfix 8mg Tablet   of  M/s  AGP 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. Registration Board further decided that 

verification of fee challan may be done as per decision of 285th meeting of Registration Board. 

128.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Amlove 5mg/160mg Tablet 

Composition Each Film Coated Tablet Contains: 

Amlodipine (as Besylate)é5mg 

Valsartané160mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier; dated :08 -11-2017 

Pharmacological Group  Calcium antagonist/Angiotensin II antagonist 

Type of Form  Form 5  

Finished product Specification  USP 

Pack size & Demanded Price  2 x 7ôs & 2 x 14ôs:  As  per SRO 

Approval status of product in   Exforge Of  ( USFDA Approved) 
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Reference Regulatory Authorities  

Me-too status  Co-Valzaar 5mg/160mg Tablet by M/s Vision Pharma 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

129.  Name and address of manufacturer / 

Applicant  

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi, 

Pakistan. 

Brand Name +Dosage Form + Strength Paxtan CR 25mg Tablet 

Composition Each enteric , film coated Tablet Contains: 

Paroxetine HCl eq to Paroxetineéé.é25mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :25-05-2017 

Pharmacological Group  Selective serotonin-reuptake inhibitors 
Type of Form  Form 5 

Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

PAXIL CR of (USFDA approved) 

Me-too status  Panox CR Tablet 25 mg  M/s  Regal Pharmaceuticals,  

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

130.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Tryit 50mg Tablet 

Composition Each film coated Tablet Contains: 

Itopride as HCLé50mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated : 24-05-2017 

Pharmacological Group  Prokinetics 

Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price  1 x 10ôs , 1 x 20ôs, 1 x 30ôs; As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Ganaton of M/s Abbott Laboratories (PMDA) Japan  

Approved 

Me-too status  
Itop 50mg Tablet by M/s Nexus.  

 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. Registration Board further decided that 

verification of fee challan may be done as per decision of 285th meeting of Registration Board. 

131.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Quiq XR 200mg Tablet 

Composition Each Extended release Film Coated Tablet Contains: 

Quetiapine Fumarate eq. to Quetiapineéé.200mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :12-06-2017 

Pharmacological Group  Antipsychotic Drugs 
Type of Form  Form 5 
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Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

       SEROQUEL XR (of USFDA approved) 
 

Me-too status  Pine XR Tablet of  M/s. Werrick Pharmaceuticals 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

132.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Linco 500mg Capsule 

Composition Each Capsule contains: 

Lincomycin  HCl eq to Lincomyciné.é500mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :21-04-2016 

Pharmacological Group  Antibiotics 

Type of Form  Form-5 

Finished Product Specification  USP 

Pack size & Demanded Price  1 x 12ós, 1 x100ôs : As  per SRO 

Approval status of product in  

Reference Regulatory Authorities. 

Lincocine 500 mg Capsule by M/s Pfizer Holding France  

(ANSM approved) 

Me-too status  F-Linco 500mg capsule by M/s Fresh Pharmaceuticals 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved. Registration Board further decided that verification of fee challan may be 

done as per decision of 285th meeting of Registration Board. 

133.  Name and address of manufacturer / 

Applicant 

M/s Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi.. 

Brand Name +Dosage Form + Strength Fosil 3gm Sachet 

Composition Each Sachet  contains: 

Fosfomycin Trometamol eq to Fosfomycinéé3gm 

Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :13-07-2017 

Pharmacological Group  Antibiotic 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

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

Approval status of product in  

Reference Regulatory Authorities 
Monuril Sachet  (MHRA Approved) 

Me-too status  Fosib 3gm Sachet by M/s Ciba Pharma (Reg.#081515) 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. Registration Board further decided that 

verification of fee challan may be done as per decision of 285th meeting of Registration Board. 

134.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Medivorxin 2.5mg Tablet 

Composition Each film coated Tablet Contains: 

Rivaroxabanéé2.5mg 

Diary No. Date of R& I & fee  Dy.No. 32240 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  Anticoagulant 
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Type of Form  Form 5  

Finished product Specification  Manufacturer,s specification 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Xarelto  2.5mg tablet Of ( USFDA Approved) 

Me-too status  Xarelto  2.5mg Tablet Of  M/S  Bayer   

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. 

135.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Medivorxin 10mg Tablet 

Composition Each film coated Tablet Contains: 

Rivaroxabanéé10mg 

Diary No. Date of R& I & fee  Dy.No. 32241 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  Anticoagulant 

Type of Form  Form 5  

Finished product Specification  Manufacturer,s specification 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Xarelto  10mg tablet Of ( USFDA Approved) 

Me-too status  Xarelto  10mg Tablet Of  M/S  Bayer   

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification.  

136.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Medivorxin 15mg Tablet 

Composition Each film coated Tablet Contains: 

Rivaroxabanéé15mg 

Diary No. Date of R& I & fee  Dy.No. 32242 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  Anticoagulant 

Type of Form  Form 5  

Finished product Specification  Manufacturer,s specification 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Xarelto  15mg tablet Of ( USFDA Approved) 

Me-too status  Xarelto  15mg Tablet Of  M/S  Bayer   

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. 

137.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Medivorxin 20mg Tablet 

Composition Each film coated Tablet Contains: 

Rivaroxabanéé20mg 

Diary No. Date of R& I & fee  Dy.No. 32243 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  Anticoagulant 

Type of Form  Form 5  

Finished product Specification  Manufacturer,s specification 
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Pack size & Demanded Price   As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Xarelto  20mg tablet Of ( USFDA Approved) 

Me-too status  Xarelto  20mg Tablet Of  M/S  Bayer   

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. 

138.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Noxi-Med 4mg Tablet 

Composition Each film coated Tablet Contains: 

Lornoxicamééé4mg 
Diary No. Date of R& I & fee  Dy.No. 32235 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  NSAID 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

 Xefo 4 mg tablet (EMA approved) 
 

Me-too status  Lorfix 4mg Tablet   of  M/s  AGP 

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. 

139.  Name and address of manufacturer / 

Applicant 

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

Sector 24, Korangi Industrial Area, Karchi, Pakistan 

Brand Name +Dosage Form + Strength Noxi-Med 8mg Tablet 

Composition Each film coated Tablet Contains: 

Lornoxicamééé8mg 

Diary No. Date of R& I & fee  Dy.No. 32236 dated 27-09-2018  Rs.20,000/- 27-09-2018 

Pharmacological Group  NSAID 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price   As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

       Xefo 8 mg tablet (EMA approved) 
 

Me-too status  Lorfix 8mg Tablet   of  M/s  AGP 

GMP status  Last GMP inspection   conducted on 15-12-2017 and report 

concludes was considered to be operating at acceptable level 

of compliance with GMP guidelines 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. 

140.  Name and address of manufacturer / 

Applicant 

M/s Hudson Pharma Private Limited. Site-Plot No. D-93, 

North Western Industrial Zone, Port Qasim Authority, 

Karachi. 

Brand Name +Dosage Form + Strength Xantra 500mg Injection 

Composition Each 5ml Contains: 

Tranexamic Acidé500mg 

Diary No. Date of R& I & fee  Dy.No. 32067 dated 26-09-2018  Rs.20,000/- 26-09-2018 

Pharmacological Group  Antifibrinolytic  

Type of Form  Form 5 

Finished product Specification  BP 

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

Approval status of product in  TGA approved 
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Reference Regulatory Authorities  

Me-too status  Dravix 250mg/5ml Injection of Getz Pharma Karachi 

GMP status  Last GMP inspection   conducted on 11/12/17 and report 

concludes at the time of inspection found at acceptable level 

Remarks of the Evaluator  

Decision: Approved. 

141.  Name and address of manufacturer / 

Applicant 

M/s High-Q Pharmaceuticals 

Plot No. 224, Sector 23 Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Atasart 4mg Tablet 

Composition Each tablet Contains: 

Candesartan cilexetilé.é4mg 

Diary No. Date of R& I & fee  Dy.No. 15717 dated 20-09-2017  Rs.20,000/- 20-09-2017 

Pharmacological Group  Angiotensin II Receptor Antagonist 

Type of Form  Form 5 

Finished product Specification  USP 

Pack size & Demanded Price  10ôs, 14ôs,  x 20ôs, 28ôs & 30ôs: As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

ATACAND of USFDA approved 
 

Me-too status  
Canex 4mg Tablets  of Wellborne Pharmachem and  

Biologicals, 

GMP status  Last GMP inspection   conducted on 10/04/18 and report 

concludes firm was considered to be operating at an 

acceptable level of compliance with good manufacturing 

practices for Pharma products.ò 

Remarks of the Evaluator  

Decision: Approved. 

142.  Name and address of manufacturer / 

Applicant 

M/s High-Q Pharmaceuticals 

Plot No. 224, Sector 23 Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Atasart 8mg Tablet 

Composition Each tablet Contains: 

Candesartan cilexetilé8mg 

Diary No. Date of R& I & fee  Dy.No. Duplicate dossier: Rs.20,000/- Dated 20-9-2017 

(Duplicate dossier) 

Pharmacological Group  Angiotensin II Receptor Antagonist 

Type of Form  Form 5 

Finished product Specification  USP 

Pack size & Demanded Price  10ôs, 14ôs,  x 20ôs, 28ôs & 30ôs: As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

ATACAND of USFDA approved 
 

Me-too status  
Canex 8mg Tablets  of Wellborne Pharmachem and  

Biologicals, 

GMP status  Last GMP inspection   conducted on 10/04/18 and report 

concludes firm was considered to be operating at an 

acceptable level of compliance with good 

manufacturing practices for Pharma products.ò 

Remarks of the Evaluator  

Decision: Approved. 

143.  Name and address of manufacturer / 

Applicant 

M/s High-Q Pharmaceuticals 

Plot No. 224, Sector 23 Korangi Industrial Area, Karachi. 

Brand Name +Dosage Form + Strength Atasart Plus 16mg/12.5mg Tablet 

Composition Each tablet Contains: 

Candesartan cilexetilé16mg 

Hydrochlorothiazideéé..12.5mg 
Diary No. Date of R& I & fee  Dy.No. 15755 dated 20-09-2017  Rs.20,000/- 20-09-2017 

Pharmacological Group  Antihypertensive drug 

Type of Form  Form 5 

Finished product Specification  USP 
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Pack size & Demanded Price  10ôs, 14ôs,  x 20ôs, 28ôs & 30ôs: As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

ATACAND HCT  of USFDA approved 
 

Me-too status  Prosartan-Du 16/12.5 of Helix Pharma 

GMP status  Last GMP inspection   conducted on 10/04/18 and report 

concludes firm was considered to be operating at an 

acceptable level of compliance with good 

manufacturing practices for Pharma products.ò 

Remarks of the Evaluator  

Decision: Approved. 

144.  Name and address of manufacturer / 

Applicant 

M/s Weather Folds Pharmaceuticals. 

Plot # 69, Phase-II, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Monti-F 10mg Tablet 

Composition Each Film Coated Tablet Contains: 

Montelukast as Sodiumé10mg  
Diary No. Date of R& I & fee  Dy.No. 1069 dated 08-01-2018 Rs. 20,000/- 08-01-2018 

Pharmacological Group  Anti-asthmatic 

Type of Form  Form 5 

Finished product Specification  USP 

Pack size & Demanded Price  As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Singulair Of (MHRA Approved) 

Me-too status  Mecost 10mg Tablet M/s   Sigma 

GMP status  Last GMP inspection   conducted on 15-09-2017 and report 

concludes firm was Overall the firm was GMP Compliant as 

per DRAP Guidelines.ò 

Remarks of the Evaluator  

Decision: Approved. 

145.  Name and address of manufacturer / 

Applicant 

M/s Weather Folds Pharmaceuticals. 

Plot # 69, Phase-II, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Thiza 500mg Tablet 

Composition Each Film Coated Tablet Contains: 

Azithromycin as Dihydrateé500mg 
Diary No. Date of R& I & fee  Dy.No. 1064 dated 08-01-2018 Rs. 20,000/- 08-01-2018 

Pharmacological Group  Antibiotic (Macrolide) 

Type of Form  Form 5 

Finished product Specification  USP 

Pack size & Demanded Price   As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Azithromycin tablet  of (MHRA approved) 

Me-too status  Azic 500mg Tablet  by M/s  NabiQasim 

GMP status  Last GMP inspection   conducted on 15-09-2017 and report 

concludes firm was Overall the firm was GMP Compliant as 

per DRAP Guidelines.ò 

Remarks of the Evaluator  

Decision: Approved.  

146.  Name and address of manufacturer / 

Applicant 

M/s Weather Folds Pharmaceuticals. 

Plot # 69, Phase-II, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength W-Bast 10mg Tablet 

Composition Each Film Coated Tablet Contains: 

Ebastineé10mg 
Diary No. Date of R& I & fee  Dy.No. 1066 dated 08-01-2018 Rs. 20,000/- 08-01-2018 

Pharmacological Group  Antihistamine 

Type of Form  Form 5  

Finished product Specification  JP  

Pack size & Demanded Price  As  per SRO 

Approval status of product in  EBASTINE ARROW 10 mg film-coated tablets 
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Reference Regulatory Authorities ANSM Approved 

Me-too status  Atmos Tablets 10mg of M/s  Scotmann Pharmaceuticals 

GMP status  Last GMP inspection   conducted on 15-09-2017 and report 

concludes firm was Overall the firm was GMP Compliant as 

per DRAP Guidelines.ò 

Remarks of the Evaluator  

Decision: Approved. 

147.  Name and address of manufacturer / 

Applicant 

M/S Sigma Pharma International (Pvt) Ltd. Plot # E-50 

North Western  Industrial Zone,Bin Qasim, Karachi. 

Brand Name +Dosage Form + Strength Erdes 225mg Sachet 

Composition Each Sachet contains: 

Erdosteinaé.225mg 
Diary No. Date of R& I & fee  Dy.No. Duplicate Dossier: dated :24-05-2017 

Pharmacological Group  Mucolytic agent 
Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

Pack size & Demanded Price  5ôs : As  per SRO 

Approval status of product in  

Reference Regulatory Authorities 

AIFA , Italy approved 
 

Me-too status  Dostin Sachets 225mg of M/s Brookes Pharmaceutical 

GMP status  Last GMP inspection   conducted on 15-09-2017and report 

concludes On the basis of observation made by the panel it 

is concluded that firm has acceptable level of GMP. 

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification. Registration Board further decided that 

verification of fee challan may be done as per decision of 285th meeting of Registration Board. 

148.  Name and address of manufacturer / 

Applicant 

M/s Hudson Pharma (Pvt.) Ltd. Site-Plot No. D-93, North 

Western Industrial Zone, Port Qasim Authority, Karachi 

Brand Name +Dosage Form + Strength Xantra 250mg Injection 

Composition Each 5ml Contains: 

Tranexamic Acidéé250mg 

Diary No. Date of R& I & fee  Dy.No. 32066 dated 26-09-2018  Rs.20,000/- 26-09-2018 

Pharmacological Group  Antifibrinolytic  

Type of Form  Form-5 

Finished product Specification  BP 

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

Approval status of product in  

Reference Regulatory Authorities 

PMDA approved 

Me-too status  Dravix 250mg/5ml Injection of Getz Pharma Karachi 

GMP status  Last GMP inspection   conducted on 11/12/17 and report 

concludes at the time of inspection found at acceptable level 

Remarks of the Evaluator  

Decision: Approved. 

 

b. Deferred cases 

149.  Name and address of manufacturer / 

Applicant 

M/s Pharmasol (Pvt) Ltd.  Plot No. 549, Sundar  

Industrial Estate, Raiwind Road, Lahore. 

Brand Name +Dosage Form + Strength Neurosol Injection 

Composition Each 3ml contains: 

Thiamine Hydrochloride(USP)..é100mg 

Pyridoxine Hydrochloride(USP)é..100mg 

Cyanocobalamin (USP)éé1000mcg 

Diary No. Date of R& I & fee  Diary No: 23918 dated 11-07-2018  Rs.20,000/-  

Dated 10-07-2018 

Pharmacological Group B-complex vitamin 

Type of Form Form-5 

Finished product Specifications Manufacturer specifications 
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Pack size & Demanded Price 1ôs, 25ôs / As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Neurobion Injection by M/s Merck (Germany) Merck  

KgaA, 

Me-too status (strength & dosage form) Neurobion Injection by Merck (Reg. No. 001485) 

GMP status        Last GMP inspection  conducted on 29-05-2017, 30-05-

2017 & 13-07-2017, 03-04-2017 and report concludes that  

panel recommends the grant of drug manufacturing license. 

Previous remarks of the Evaluator. Initially firm applied 

Thiamine Hydrochloride(USP)..é100mg 

Pyridoxine Hydrochloride(USP)é..100mg 

Cyanocobalamin (USP)éé100mcg  

Now firm correct the formulation  

Thiamine Hydrochloride(USP)..é100mg 

Pyridoxine Hydrochloride(USP)é..100mg 

          Cyanocobalamin (USP)éé1000mcg 

With submission of fee Rs: 5000/- Challan No# 0778957 

Dated: 28-08-2019 

Previous decision(s) Deferred for following reasons: 

Deferred for submission of fee for revision of  

formulation.(M-291) 

Evaluation by PEC Firm suibmitted Remaing fee of RS: 15000/-  through 

Challan No: 0725177 dated: 23-09-2019 

Decision: Approved with innovatorôs specification. 

 

Case no. 02 Registration applications of newly granted DML or New section (Human)   

a. New DML  

150.  Name and address of manufacturer / 

Applicant 

M/s Dew-Max Pharmaceutical Pvt Ltd. Plot No.6, Street # 

SS-4, National Industrial Zone, Rawat, Islamabad, Pakistan 

Brand Name +Dosage Form + Strength Hi-Gyl 200mg/5ml Oral Suspension 

Composition Each 5ml of Suspension Contains: 

Metronidazole Benzoate Eq. to Metronidazoleé200mg 

Diary No. Date of R& I & fee  Dy.No. 8934 dated 28-02-2019  Rs.50,000/- 27-02-2019 

Pharmacological Group  Antiprotozoal/Antiinfective/Antiamebic  

Type of Form  Form 5 

Finished product Specification  BP 

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

Approval status of product in  

Reference Regulatory Authorities 

MHRA approved 

 

Me-too status  Mogel 200mg Suspension of M/s Metro Pharmaceuticals 

GMP status  DML issued on 3-12-2018 

Remarks of the Evaluator  

Decision: Approved. 

Name and address of manufacturer / 

Applicant  

M/s Dew-Max Pharmaceutical Pvt Ltd. 

Plot No.6, Street # SS-4, National Industrial Zone, 

Rawat, Islamabad, Pakistan 

Brand Name +Dosage Form + Strength CO-Fylin Liquid Syrup 

Composition Each 5ml of Liquid Syrup Contains: 

Acefylline Piperazineé45mg 

Diphenhydramine HCLé8mg 

Diary No. Date of R& I & fee  Dy.No 40558 dated 06-12-2018 Rs.20,000/- 05-12-2018 

Pharmacological Group  Antihistamine / xanthines 

Type of Form  Form 5 

Finished product Specification  Innovators Specification 

Pack size & Demanded Price  As per SRO 

Approval status of product in  

Reference Regulatory Authorities 

Could not be confirmed 
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Me-too status  
Acefyl cough Syrup by Nabiqasim 

GMP status  DML issued on 3-12-2018 

Remarks of the Evaluator Evidence in RRA 

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

authorities/agencies which were adopted by the Registration Board in its 275th  meeting(M-287) 

Response of firm: Ther firm has submitted for withdrawal of this application and in leiu of that has 

requested to consider the above preseneted application of ñHi-Gyl 200mg/5ml Oral Suspensionò 

against the priority quota of new of DML 

Decision: Registration Board acceded with firmôs request and decided to reject the  application of 

ñCO-Fylin Liquid Syrupò and in leiu of that considered the application of ñHi-Gyl 200mg/5ml 

Oral Suspensionò 

 
 

Case no. 03 Registration Applications of Categories to be Considered on Priority . 

a. Local manufacturing applications of priority categories defined by Registration Board 

in its 257th meeting 

151.  Name and address of manufacturer / 

Applicant 

M/s Navegal Laboratories. 

41/1-A2, Phase-1, Industrial Estate, Hattar 

Brand Name +Dosage Form + Strength Evrilus 5mg Tablet 

Composition Eact tablet contains: 

Everolimusé..5mg 

Diary No. Date of R& I & fee  Dy.No. 41416 dated 07-12-2018  Rs.20,000/- 07-12-2018 

Pharmacological Group  Anti-neoplastic agent 

Type of Form  Form 5 

Finished product Specification  Manufacturerôs specification 

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

Approval status of product in  

Reference Regulatory Authorities 

  Afinitor 5mg Tablets of (USFDA approved) 

Me-too status  Afinitor 5mg Tablets Of M/S Novartis Pharma 

GMP status  Last GMP inspection  conducted on 11-03-2017 and report 

concludes that  of GMPwas satisfactory  

Remarks of the Evaluator  

Decision: Approved with innovatorôs specification.  

152.  Name and address of manufacturer / 

Applicant 

M/s Safe Pharmaceuticals Pvt Ltd. 

Plot No. C.I-20, Sector 6-B, Industrial Area, North Karachi 

Brand Name +Dosage Form + Strength Leluno 20mg Tablet 

Composition Each film coated  Tablet Contains: 

Leflunomideé20mg 

Diary No. Date of R& I & fee  Dy.No. 41958 dated 07-12-2018  Rs.20,000/- 07-12-2018 

Pharmacological Group  Immunosuppressant/ Sodium channel inactivator 

Type of Form  Form 5 

Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

Arava 20 mg  of (MHRA approved) 

Me-too status  Opus Tablets 20mg by M/s Scotmann Pharmaceutical 

GMP status  Last GMP inspection  conducted on 31-07-2018and report 

concludes that  GOOD level of GMP compliance. 

Remarks of the Evaluator The firm change formulation from ñuncoated tabletò  to  

ñfilm coatedò without submission of fee. 

Decision: Deferred for submission of fee for revision of formulation 

153.  Name and address of manufacturer / 

Applicant 

M/s Safe Pharmaceuticals Pvt Ltd. 

Plot No. C.I-20, Sector 6-B, Industrial Area, North Karachi 

Brand Name +Dosage Form + Strength Raiba 400mg Capsule 
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Composition Each Capsule Contains: 

Ribaviriné400mg 

Diary No. Date of R& I & fee  Dy.No. 41977 dated 07-12-2018  Rs.20,000/- 07-12-2018 

Pharmacological Group  Anti viral 

Type of Form  Form 5 

Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

  Not found 

Me-too status  Ribuvir 400mg Capsule of M/s Martin Dow 

GMP status  Last GMP inspection conducted on 31-07-2018and report 

concludes that  GOOD level of GMP compliance. 

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

regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 275th 

meeting. 

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

authorities / agencies which were adopted by the Registration Board in its 275th meeting. 

154.  Name and address of manufacturer / 

Applicant 

M/s Medera Pharmaceuticals Pvt Ltd, Plot #2, Street #4, 

National Industrial Zone, Rawat, islamabad 

Brand Name +Dosage Form + Strength Rhomed 20mg Tablet 

Composition Each film coated Tablet Contains: 

Leflunomideé20mg 

Diary No. Date of R& I & fee  Dy.No. 41444 dated 07-12-2018  Rs.20,000/- 07-12-2018 

Pharmacological Group  Immunosuppressant 

Type of Form  Form 5 

Finished product Specification  USP 

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

Approval status of product in  

Reference Regulatory Authorities 

         Arava 20 mg  of (MHRA approved) 

Me-too status  Opus Tablets 20mg by M/s Scotmann Pharmaceutical 

GMP status  Last GMP inspection conducted on 07-11-2018 and report 

concludes that overall GMP compliance is found Good of 

today. 

Remarks of the Evaluator  

Decision: Registration Board approved registration of product in general manufacturing areas 

with condition that manufacturer shall provi de safety and protective measures for workers and 

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

 
 

Case no. 04 Registration Applications of Import Cases. 

a. Deferred Cases 

i. Human 

155.  Name and address of Applicant M/s Al-Qasim Enterprises, Flat# 4, Minhas Plaza, Second 

floor, Munawar Colony, Adiala Road Rawalpindi, (Pakistan)      

 

Head office: 55 Block B, Faisal town Lahore, Pakistan      

Detail of Drug Sale License Address Flat# 4, Minhas Plaza, Second floor, Munawar 

Colony, Adiala Road Rawalpindi, (Pakistan)           

Validity :  19/01/2019  

Status:  to stock, sale and distribute drugs  

Name and address of manufacturer M/s ERIOCHEM, S.A. 

Ruta 12- Km 452 

3107 Colonia Avellaneda- Entre Rios Argentina 

Name and address of marketing 

authorization holder 

M/s TAARANG, S.A 

Balmes, 84- 4o ï 2a  08008 Barcelona  

Espana/Spain 
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Name of exporting country Argentina (Spain) 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy No : 12534      Dated : 05/04/2018 

Fee including differential fee Rs : 1,00,000       Dated : 04/05/2018 

Brand Name +Dosage Form + 

Strength 

Pemetrexed 500mg Powder for Concentrate for infusion 

(Presentation of 50ml vial)  

Composition Vial contains : 

Active Ingredients 

Pemetrexed (as  disodium)éééééé..500mg 

Other ingredients 

Mannitolééé....500mg 

Hydochloric Acid Concentratedéééé..PH 7.2 (q.s.)  

Sodium Hydroxide (E-524)ééé. PH 7.2 (q.s.) 

Finished Product Specification Inhouse Specifications 

Pharmacological Group Anticance, Antifolate agent 

Shelf life 36 months 

Demanded Price     Rs; 69,000/- per Vial 

Pack size   1ôs (50ml)  

International availability ALMITA of USFDA Approved 

Me-too status  Alimta 500mg Injectable Of Eli Lilly 

Detail of certificates attached Valid and Legalized CoPP 

Certificate No: 2017/03376  

Certified by:  AGNCIA ESPANOLA DEL MEDICAMENTO 

Y PRODUCTOS SANITARIOS 

C/ Campezo no  1 ï edif 8  

28022 Madrid  

Espana/Spain 

Issued on : 21/12/2017 

Free sale: Free sale of the product in exporting country.: No  

GMP certificate  
GMP inspection conducted by Spainish agency on 12-04-2016 

GMP certificate No : ES/113HV/16  

Signed dated: 27-07-2016 

Valid for 3 years 

Sole Contract Agreement  

11-10-2017  

Remarks of the Evaluator. ¶ COPP show no free sale in license holding country.  

¶ Firm reply: There is an existing usage patent that 

prevents Pemetrexed medicinal products from being 

marketed in EU countries, however after the expiry of 

the pateent the product may be launched in the market. 

Previous Decision. (M-285) Deferred for evidence of free sale status. 

Remarks of the Evaluator. Applicant submitted new COPP from Argentina (manufacturer 

of product). 

Name mentioned in COPP is MARTEXEL Lyophilized 

powder for Injection  and also written  product will be 

marketed in Pakistan under the name of Pemetrexed 500mg 

powder for concentrate for solution for infusion. 

 At earlier COPP provided by spain shows license holder  

M/s TAARANG, S.A 

Balmes, 84- 4o ï 2a  08008 Barcelona  

Espana/Spain  

While now COPP from Argentina shows license holder  

M/s ERIOCHEM, S.A. 

Ruta 12- Km 452 (3107) Colonia Avellaneda- Departmento 

Parana Entre Rios Republic Argentina 

COPP by Argentina (Manufacturer) 
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Certificate No:  

Certified by:  INAME- Instituto Nacional de Medcamentos- 

National Institute of Drugs 

Avenida Caseros 2161 

Ciudad autonoma de Buenos Aires- Republica Argentina  

Issued on : 31/01/2019 (Valid for 12 months) 

Free sale: Free sale of the product in Argentina.: Yes  

Previous Decision(M-291) Deferr for further deliberation (M-291) 

Decision: Registration Board deferred the case for following: 

i. Sole Agency agreement with marketing authorization holder. 

ii. Submission of Rs: 5000/- fee for change of marketing authorization holder. 

156.  Name and address of Applicant M/s Al-Qasim Enterprises, Flat# 4, Minhas Plaza, Second 

floor, Munawar Colony, Adiala Road Rawalpindi, (Pakistan)       

 

Head office: 55 Block B, Faisal town Lahore, Pakistan       

Detail of Drug Sale License Address Flat# 4, Minhas Plaza, Second floor, Munawar 

Colony, Adiala Road Rawalpindi, (Pakistan)           

Validity :  19/01/2019  

Status:  to stock, sale and distribute drugs  

Name and address of manufacturer M/s ERIOCHEM, S.A. 

Ruta 12- Km 452 

3107 Colonia Avellaneda- Entre Rios Argentina 

Name and address of marketing 

authorization holder 

M/s TAARANG, S.A 

Balmes, 84- 4o ï 2a  08008 Barcelona  

Espana/Spain 

Name of exporting country Argentina (Spain) 

Type of Form Form 5-A 

Diary No. & Date of R& I  Dy No : 12533      Dated : 05/04/2018 

Fee including differential fee Rs : 1,00,000       Dated : 04/05/2018 

Brand Name +Dosage Form + 

Strength 

Pemetrexed 100mg Powder for Concentrate for infusion 

(Presentation of 10ml vial)  

Composition Vial contains : 

Active Ingredients 

Pemetrexed (as disodium)éééééé..100mg 

Other ingredients 

Mannitolééé....100mg 

Hydochloric Acid Concentratedéééé..PH 7.2 (q.s.)  

Sodium Hydroxide (E-524)ééé. PH 7.2 (q.s.) 

Finished Product Specification Inhouse Specifications 

Pharmacological Group Anticance, Antifolate agent 

Shelf life 36 months 

Demanded Price     Rs; 17,900/- per Vial 

Pack size   1ôs (10ml)  

International availability ALMITA of USFDA Approved 

Me-too status  Alimta 100mg Injectable Of Eli Lilly 

Detail of certificates attached Valid and Legalized CoPP 

Certificate No: 2017/03375  

Certified by:  AGNCIA ESPANOLA DEL MEDICAMENTO 

Y PRODUCTOS SANITARIOS 

C/ Campezo no  1 ï edif 8  

28022 Madrid  

Espana/Spain 

Issued on : 21/12/2017 

Free sale: Free sale of the product in exporting country.: No  

GMP certificate  
GMP inspection conducted by Spainish agency on 12-04-2016 
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GMP certificate No : ES/113HV/16  

Signed dated: 27-07-2016 

Valid for 3 years 

Sole Contract Agreement  

11-10-2017  

Remarks of the Evaluator. ¶ COPP shows no free sale in license holding country. 

¶  Firm reply: There is an existing usage patent that prevents 

Pemetrexed medicinal products from being marketed in 

EU countries, however after the expiry of the patent the 

product may be launched in the market. 

Previous Decision.(M-285) Deferred for evidence of free sale status. 

Remarks of the Evaluator. Applicant submitted new COPP from Argentina (manufacturer 

of product). 

Name mentioned in COPP is MARTEXEL Lyophilized 

powder for Injection and also written product will be marketed 

in Pakistan under the name of Pemetrexed 100mg powder for 

concentrate for solution for infusion. 

 At earlier COPP provided by spain shows license holder  

M/s TAARANG, S.A 

Balmes, 84- 4o ï 2a  08008 Barcelona  

Espana/Spain  

While now COPP from Argentina shows license holder  

M/s ERIOCHEM, S.A. 

Ruta 12- Km 452 (3107) Colonia Avellaneda- Departmento 

Parana Entre Rios Republic Argentina 

COPP by Argentina (Manufacturer) 

Certificate No:  

Certified by:  INAME- Instituto Nacional de Medcamentos- 

National Institute of Drugs 

Avenida Caseros 2161 

Ciudad autonoma de Buenos Aires- Republica Argentina  

Issued on : 31/01/2019 (Valid for 12 months) 

Free sale: Free sale of the product in Argentina.: No  

 

M/s ERIOCHEM, S.A. 

Ruta 12- Km 452 

3107 Colonia Avellaneda- Entre Rios Argentina: 

Informs that the reason why Pemetrexe 100mg is not 

commercialized in Argentina is because there is not medical 

prescription for this strength, only pemetrexed 500mg is used 

for treatment in the territory. 

Previous Decision(M-291) Defer for further deliberation (M-291) 

Decision: Registration Board deferred the case for following: 

i. Evidence of free sale status. 

ii. Sole Agency agreement with marketing authorization holder. 

iii.  Submission of Rs: 5000/- fee for change of marketing authorization holder. 
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Case No. 05: Registration Applications of Drugs for which Stability Study Data is 

Submitted. 

a. Verification of stability study data 

Sr. 

No. 

 

Name & 

Address of 

Manufacturer / 

Applicant  

Brand Name 

(Proprietary Name + 

Dosage Form + Strength), 

Composition, 

Pharmacological Group, 

Finished Product 

Specification 

Type of Form, 

Initial Diary & 

Date, Fee 

(including 

differential 

fee), 

Demanded 

Price / Pack 

size 

International 

Availability / Local 

Availability  

 

GMP Inspection 

Report Date & 

Remarks 

Previous DRB 

Decision / 

Remarks 

(if any) 

157.  M/s. Scilife 

Pharma Private 

Limited. Plot # 

FD ï 57/58- 

2,Korangi Creek 

Industrial Park 

(KCIP) Karachi. 

Umblica 7.1% Gel 

Each 10gm tube of gel 

contains: 

Chlorhexidine digluconate 

7.1% w/w eq. to 

Chlorhexidine 

é4% w/w 

 

Antiseptics and 

disinfectants  

 

(USP 

specifications) 

 

Form 5 

Dy.No. 

Duplicate 

Doassier;  

Rs 20000/- 

(photocopy of 

challan) 

  

  5, 10, 15, & 

20g Collapsible 

tube 

  As per SRO  

Not available in 

reference SRAs, 

However available in 

WHO Model List of 

Essential Medicines 

for Children and 

Nepal, Nigeria 

 

Last inspection 

conducted on 10-07-

2018.and report 

concludes that GMP 

compliance level is 

rated as GOOD.ò 

 

STABILITY STUDY DATA  

Drug  Umblica 7.1% Gel 

Name of Manufacturer  M/s. Scilife Pharma Private Limited. Plot # FD ï 57/58- 2,Korangi Creek Industrial 

Park (KCIP) Karachi 

Manufacturer of API  Cadila pharmaceuticals Ltd Gujrat India 

API Lot No. 17CG020 

Description of Pack  
(Container closure system) 

Aluminium Collasible tubes  

Stability Storage 

Condition  

Real time : 30°C ± 2°C / 75% ± 5% RH 

Accelerated: 40°C ± 2°C / 75% ± 5% RH 

Time Period  Real time: 6 months            

Accelerated:  6 months 

Frequency  Accelerated: 0, 3,,6 (month) 

Real Time: 0,3 ,6, 9  (month) 

Batch No. 084B18 085B18 086B18 

Batch Size  150 Tubes                                                                                                                                                                 150 Tubes                                                                                                                                                                 150 Tubes                                                                                                                                                                 

Manufacturing Date 24-05-2018 24-05-2018 24-05-2018 

Date of Initiation 28-05- 2018 28-05- 2018 28-05- 2018 

No. of Batches  3 

Date of Submission 08-04-2019 (Dy. No. 2958) 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

Sr. Documents To Be Provided Status 

1.  COA of API  Copy of COA by Cadila pharmaceuticals Ltd Gujrat India 

Limited is submitted. 



Minutes of 292nd Meeting of Registration Board (1-2nd October, 2019)                                          | 96  

2.  Approval of API by regulatory authority of 

country of origin or GMP certificate of API 

manufacturer issued by regulatory authority of 

country of origin.  

Copy of GMP Certificate No. 18101065 by Food & 

Drugs control Adminstration Gujrat state, India. Valid till 

18-10-2021.. 

3.  Protocols followed for conduction of stability 

study and details of tests.  

Yes 

4.  Data of 03 batches will be supported by 

attested respective documents like 

chromatograms, laboratory reports, data sheets 

etc.  

Yes 

5.  Documents confirming import of API etc.  Copy of Commercial Invoice No CPL/BD/403/17-18   

Dated: 13-11-2017 is submitted attested by ADC 

(Karachi) dated ;27-11-2017. 

6.  All provided documents will be attested 

(name, sign and stamp) for ensuring 

authenticity of data / documents.  

Yes 

7.  Commitment to continue real time stability 

study till assigned shelf life of the product.  

Yes 

8.  Commitment to follow Drug Specification 

Rules, 1978. 

Yes 

REMARKS OF EVALUATOR  

 

¶ Initial testing of all 3 batches has been conducted as per BP specification while further testing on other 

time points has been done as per USP specifications 

¶ The panel may be requested to verify initial testing of all three batches as per BP specification as claimed 

by the firm. 

Report on Investigation of Authenticity / Genuineness of data submitted for registration of Umblica 7.1% 

Gel (Chlorhexidine digluconate) by M/s. Scilife Pharma (Pvt). Ltd., Karachi. 

Reference No:   F.3-11/2017-PEC (Pt) dated 28th August, 2019. 

Investigation Date and Time:  19th September, 2019 (Morning). 

Investigation Site: Factory premises of M/s. Scilife Pharma (Pvt). Ltd., Korangi Creek, 

Industrial State, Karachi.  

 

Background: 

Chairman Registration Board considered the applications of M/s. Scilife Pharma (Pvt). Ltd., Korangi 

Creeck, Industrial State, Karachi for registration of Umblica 7.1% Gel (Chlorhexidine digluconate) and 

constituted a three-member panel to investigate the authenticity / genuineness of data (import of raw material and 

stability data). Panel was advised to conduct inspection of the firm and to submit report for further consideration.  

 

Composition of Panel:    

1. Dr. Rafeeq Alam Khan, Dean Faculty of Pharmacy, Ziauddin University, Karachi. (Member Registration 

Board). 

2. Dr. Saif ur Rehman Khattak, Director, CDL, DRAP, Karachi. 

3. Ms. Sanam Kauser, Assistant Director, CDL, DRAP, Karachi. 

 

Scope of investigation: 

Investigation of the authenticity / genuineness of data (import of raw material and stability data), 

manufacturing of stability batches and stability studies on these batches. 

 

Tools for Investigation: 

The investigation was conducted by using a structured questionnaire of DRAP. For objective evidence 

physical inspection of the facilities for manufacturing and quality control, material used and retained, personnel 

involved, ongoing studies, printed data and integrity and security of data in respective databases were also audited. 

The details of investigation may be summarized as under: 



Minutes of 292nd Meeting of Registration Board (1-2nd October, 2019)                                          | 97  

UMBLICA 7.1% GEL  

Q. No. Question Observation by panel 

1.  Do you have documents confirming 

the import of API? 

Firm imported Chlorhexidine gluconate solution 20% (W/V)2.0 

Kg from M/s Cadila Pharmaceutical India, Taken approval 27-

11-2017 Invoice No CPL/BD/403/17-18 having batch number 

ñ17CG020ò  

2.  What was the rationale behind 

selecting the particular manufacturer 

of API? 

There is proper vendor evaluation form being implemented by 

the firm. The parameters included in this form are, DMF status, 

GMP certificate, Stability data, provision of reference standard 

of API and impurities standards etc. The firm has evaluated on 

this criteria and has been selected accordingly.  

3.  Do you have documents confirming 

the import of reference standard and 

impurity standards? 

The firm has reference standard and impurity standard imported 

from the manufacturer. 

 

4.  Do you have certificate of Analysis 

of the API, reference standards and 

impurity standards? 

The firm has certificates of analysis of API, reference standard 

and impurity standards.  

5.  Do you have any approval of API or 

GMP certificate of API 

manufacturer issued by regulatory 

authority of country of origin? 

Firm has valid GMP certificate of chlorhexidine gluconate 

solution issued by regulatory authority of their respective 

country of origin. 

 

6.  Do you use API manufacturer 

method of testing? 

The Firm has used compendial method for API. 

7.  Do you have stability studies reports 

on API? 

Firm has stability studies reports on API provided by the 

manufacturer 

8.  If yes, whether the stability testing 

has been performed as per SIM 

method and degradation products 

have been quantified?  

Stability testing has been performed as per SIM method and 

Related impurities have been quantified by the API 

manufacturer.  

9.  Do you have method for quantifying 

the impurities in the API? 

The firm has method for quantifying the impurities in the API. 

10.  Do you have some remaining 

quantities of the API, its reference 

standard and impurities standards? 

The firm has remaining quantities of API, reference standards 

and impurities standards.  

11.  Have you used pharmaceutical grade 

excipients? 

The firm has used pharmaceutical grade excipients. 

12.  Do you have documents confirming 

the import of the used excipients?  

The firm has purchased all the excipients from the local market 

although they have certificate of analysis for all the excipients 

available with them.  

13.  Do you have test reports and other 

records on the excipients used?  

The firm has test reports and other records on the excipients 

used. 

14.  Do you have written and authorized 

protocols for the development of the 

product? 

The firm has written and authorized protocol for the 

development of the product Chlorhexidine gluconate gel 7.1% 

w/w 

15.  Have you performed Drug-

excipients compatibility studies? 

The firm has not performed Drug-excipients compatibility 

studies as their formulation is similar to that of the reference 

product formulation (Kawach Gel, Lomus pharmaceutical 

Nepal) WHO approved product. 

16.  Have you performed comparative 

studies?  

Not performed 

 

17.  Do you have product development 

(R&D) section 

The firm has well equipped exclusive product development 

(R&D) section.  

18.  Do you have necessary equipmentôs The firm has used some equipmentôs of product development 
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available in product development 

section for development of the 

product? 

area and some of commercial area for the production of stability 

batches of Umblica 7.1% Gel. 

19.  Are the equipments in product 

development section qualified? 

The equipment in both area are qualified. 

20.  Do you have proper maintenance / 

calibration / re-qualification program 

for the equipment used in PD 

section? 

The firm has proper maintenance / calibration / re-qualification 

program for the equipment used in PD section. 

21.  Do you have qualified staff in 

product development section with 

proper knowledge and training in 

product development? 

The firm has a team of 3 pharmacists and 4 chemist, 1 

biotechnologist with a machine operator in product 

development section with suitable knowledge and training in 

product development. 

22.  Have you manufactured three 

stability batches for the stability 

studies of the product as required? 

The firm has manufactured three stability batches of 

Chlorhexidine Gluconate 7.1% with batch numbers, 084B18, 

085B18 and 086B18 each of 150 tubes. Product filled in 

aluminum collapsible tubes.   

23.  Do you have any criteria for fixing 

the batch size of stability batches? 

The criteria for fixing the batch size of stability batches, as 

informed by the firm, was based on the quantity required for 

stability study (i.e. number of tubes per testing frequency and 

number of testing frequencies / intervals) and minimum 

working 

Capacity of the equipment. 

24.  Do you have complete record of 

production of stability batches? 

Firm has complete record of production of stability batches. 

25.  Do you have protocols for stability 

testing of stability batches? 

The firm has detailed protocol for stability testing of stability 

batches. 

26.  Do you have developed and 

validated the method for testing of 

stability batches? 

The Firm has verified the compendial method (USP method) 

which has been used for stability testing from third months and 

onward.  

27.  Do you have method transfer studies 

in case when the method of testing 

being used by your firm is given by 

any other lab? 

Verification of Pharmacopoeial method (USP) has been 

perfomed.  

28.  Do you have documents confirming 

the qualification of equipments / 

instruments being used in the test 

and analysis of API and the finished 

drug? 

The firm has proper documents confirming the qualification of 

equipment / instruments being used in the test and analysis of 

API and the finished drug. 

29.  Do your method of analysis stability 

indicating?  

The firm has used BP method for initial (zero time) testing 

while USP method for onward stability testing of the stability 

batches. Both the methods are stability indicating however, the 

firm has established stability indicating nature of the USP 

method (forced degradation studies) only. Proper spiking 

studies have also been used to support the verification of the 

method.  

30.  Do your HPLC software is 21CFR 

compliant? 

The HPLC software is 21CFR Compliant as per record of the 

firm. Audit trail was active on all HPLC systems used 

throughout stability study. Individual user log in and IDs were 

available. 

31.  Can you show Audit Trail reports on 

product testing? 

Audit trail reports were available and randomly checked. 

32.  Do you have some remaining 

quantities of degradation products 

The firm has remaining quantities of stability batches. 
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and stability batches? 

33.  Do you have stability batches kept 

on stability testing? 

The firm has completed the accelerated stability testing on the 

three stability batches however the real time stability testing is 

in progress on all the three stability batches. Currently 12 

months study has been completed. First three commercial 

batches will be kept on stability.  

34.  Do you have valid calibration status 

for the equipmentôs used in 

production and analysis?  

The Firm has valid calibration status for the equipment used in 

production and analysis of the product. 

35.  Do proper and continuous 

monitoring and control are available 

for stability chamber?  

Continuous power supply and monitoring are available for 

stability chambers.   

36.  Do related manufacturing area, 

equipmentôs, personnel and utilities 

be rated as GMP compliant? 

The related manufacturing area, equipmentôs, personnel and 

utilities be rated as GMP compliant.  

37.  Any Remarks of PEC: 
The panel may be requested to 

verify initial testing of all three 

batches has been conducted as per 

BP specification while further 

testing on another time points has 

been done as per USP specification. 

The firm has used BP method for initial (zero time) testing 

while USP method for onward stability testing of the stability 

batches. Both the methods are stability indicating however, the 

firm has established stability indicating nature of the USP 

method (forced degradation studies) only. Proper spiking 

studies have also been used to support the verification of the 

method. 
 

Conclusion and Recommendations: 

1. On the basis of risk-based approach the genuineness / authenticity of stability data submitted by the firm 

for registration of Umblica 7.1% Gel (Chlorhexidine digluconate) is verifiable to satisfactory level. 

2. Registration of the product ñUmblica 7.1% Gelò is recommended in the name of the manufacturer.  

 

Decision: Registration Board decided to approve registration of Umblica 7.1% Gel with change of 

brand name & with Innovatorôs specifications by M/s. Scilife Pharma Private Limited. 

Manufacturer will place first three production batches of the product on long term stability 

studies throughout proposed shelf life and on accelerated studies for six months. 

 

 

b. Exemption from onsite verification of stability data 

158.  Name and address of manufacturer / 

Applicant 

M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi 

Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Agranil 60 mg 

Composition Each film coated tablet contains: 

Ticagreloré 60 mg 

Diary No. Date of R& I & fee Dy.No 8185 dated 12-06-2098 Rs. 50,000/- Duplicate Dossier 

Pharmacological Group Anti-coagulant 

Type of Form Form 5 

Finished product Specifications Manufacturers specification 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulator Authorities 

BRILINTA  of  Astrazenica USFDA Approved. 

GMP status Last inspection was conducted on 12-09-2018 for renewal / 

grant of GMP Certificate and the report concludes Good 

compliance of GMP. 

Remarks of the Evaluator4 
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STABILITY STUDY DATA  

Drug Agranil 60 mg tablet 

Name of Manufacturer M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi Industrial Area,Karachi 

Manufacturer of API Nantong Chanyoo Pharmatech Co., Ltd, China, address: No.2, 

Tonghai Si Ro ad, Yangkou chemical industrial park, Rudong coastal 

economic developme nt zone, Nantong Jiangsu province 226407, PR china 

API Lot No. RD-TG-201712111/RD-TG-201806261 

Description of Pack 

(Container closure system) 
Alu-PVC blister 

Stability Storage Condition Real time : 30°C ± 2° C / 65% ± 5% RH 

Accelerated: 40°C ± 2°C / 75% ± 5% RH 

Time Period Real time: 9 months 

Accelerated:6  months 

Frequency Accelerated: 0,1,2,3,4,6 ( month) 

Real Time: 0,3,6,9 (month) 

Batch No. PD01/18 PD02/18 PD03/18 

Batch Size 2252 Tablets 2252 Tablets 2252 Tablets 

Manufacturing Date 05-2018 05-2018 05-2018 

Date of Initiation 16-05-2018 16-05-2018 16-05-2018 

No. of Batches 03 

Date of Submission 01-04-2019 (2311) 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

Sr. 

No. 

Documents To Be Provided Status 

1.  COA of API. Copy of COA (Batch# RD-TG-201712111) from 

M/S Nantong Chanyoo Pharmatech Co., Ltd, China 

is submitted. 

2.  Approval of API by regulatory authority of country 

of origin or GMP certificate of API manufacturer 

issued by regulatory authority of country of origin. 

Copy of GMP certificate issued to M/s Nantong 

Chanyoo Pharmatech Co., Ltd, China, address: 

No.2, Tonghai Si Road, Yangkou chemical 

industrial park, Rudong coastal economic 

development zone, Nantong Jiangsu province 

226407, PR china. Issued by Nantong Food and 

drug administration. Valid up to 7-9-2020. 

3.  Protocols followed for conduction of stability study 

and details of tests. 
Yes 

4.  Data of 03 batches will be supported by attested 

respective documents like chromatograms, 

laboratory reports, data sheets etc. 

Yes 

5.  Documents confirming import of API etc. Copy of commercial invoice (invoice No. 

CY118070, dated: 08-03-2018)  has been 

submitted, manufacturer is Nantong 

Chanyoo Pharmatech Co., Ltd, China, address: 

No.2, Tonghai Si Road, Yangkou chemical 

industrial park, Rudong coastal economic 

development zone, Nantong Jiangsu province china 

attested by ADC DRAP Karachi dated 20-03-2018. 

6.  All provided documents will be attested (name, sign 

and stamp) for ensuring authenticity of data / 

documents. 

Yes 
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7.  Commitment to continue real time stability study till 

assigned shelf life of the product. 
Yes 

8.  Commitment to follow Drug Specification Rules, 

1978. 

Yes 

REMARKS OF EVALUATOR  

 

REQUEST OF EXEMPTION FROM ON SITE INSPECTION  

The firm has requested for Exemption from On-site Investigation of their submitted stability data and provided the 

following documents in conjunction with the checklist approved by the Registration Board in its 278th Meeting: 

Administrative Portion  

1.  Reference of last onsite panel 

inspection for instant dosage form 

conducted during last two years. 

Registration Board approved Basovir 400 mg tablet and Vesoft 

400/100mg Tablets in its 279 & 284 Meeting. 

¶ Date of Inspection: 16-02-2018 & 12-7-2018. 

¶ The HPLC is 21CFR Compliant. 

¶ Audit trail on the testing were available 

2.  Documents for the procurement of 

API with approval from DRAP (in 

case of import). 

The firm has submitted photocopies of ADC (Karachi) attested Form 

6 dated 20-03-2018, Copy of commercial invoice (invoice No. 

CY118070, dated: 08-03-2018)  has been submitted, manufacturer is 

Nantong Chanyoo Pharmatech Co., Ltd, China, address: No.2, 

Tonghai Si Road, Yangkou chemical industrial park, Rudong coastal 

economic development zone, Nantong Jiangsu province china 

attested by ADC DRAP Karachi dated 20-03-2018. 

3.  Documents for the procurement of 

reference standard and impurity 

standards. 

Firm have certificate of analysis of API, working standard, and 

Impurities, all provided by Nantong Chanyoo, China. 

The firm has clarified that the reference standard and impurity 

standards are provided free of cost along with the APIsô consignment 

and not separately by Nantong Chanyoo. 

4.  Approval of API/ DML/GMP 

certificate of API manufacturer 

issued by regulatory authority of 

country of origin. 

The firm has submitted GMP of M/s Nantong Chanyoo Pharmatech 

Co, Ltd China issued by Nantong food and Drug Adminstration. This 

certificate is valid until 07- 09, 2020. 

5.  Mechanism for Vendor pre-

qualification 

The firm has submitted copy of vender evaluation questionnaire for 

vender pre-qualification along with filled questionnaire from both 

APIs manufacturers. 

6.  Certificate of analysis of the API, 

reference standards and impurity 

standards 

The firm has submitted 

COA of API: Batch No. RD-TG-201712111 

COA of Reference Standard: Batch No. WTG01-1409901 

COA of Impurities: 

TGE: Batch No. WTG02-140901 

TGD1: Batch No. WTG03-140901 

TGD2: Batch No. WTG04-140901 

TG-16: Batch No. WTG05-140901 

De-ethoxyl of TG: Batch No. WTG06-1409901 

Acetyl TG: Batch No. WTG07-1409901 

7.  Documents for the procurement of 

excipients used in product 

development? 

The firm has submitted copy of vender evaluation questionnaire for 

vender pre-qualification along with filled questionnaire from both 

APIs manufacturers. 

8.  List of qualified staff involved in 

product development with relevant 

experience. 

The firm has submitted photocopy of List of qualified 

staff involved in product development 

Production Data 

9.  Authorized Protocols/SOP for the 

development & stability testing of 

trial batches. 

The firm has submitted photocopy of Development Protocol for 

manufacturing 
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10.  Complete batch manufacturing 

record of three stability batches. 

The firm has submitted copy of Trial batch 

manufacturing record. 

Details are as under: 

Agranil 60 mg Tablet 

Batch No. Bach size Mfg. Started 

PD01/18 2252 tablets 05-2018 

PD02/18 2252 tablets 05-2018 

PD03/18 2252 tablets 05-2018 
 

11.  Record of remaining quantities of 

stability 

batches. 

The firm has submitted reconciliation sheet mentioning remaining 

quantity of three trial batches. 

The detail is as under: 
Batch No. Batch yeild Stability samples Qty used Remaining Qty 

in Chamber 

Retain 

sample 

PD01/

18 

2100 

Tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

1400 

PD02/

18 

2150 

Tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

1450 

PD03/

18 

2000 

tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

1300 

 

QA / QC DATA  

12.  Record of Digital data logger for temperature and 

humidity monitoring of stability chambers (real 

time and accelerated) 

Firm has submitted photocopies of data logger record 

for Accelerated stability chamber from 16-05-2018 to 

16-11-2018 and for Real Time stability chamber 

starting from 16-05-2018 to 16-05-2018 

13.  Method used for analysis of API along with COA. The firm has submitted photocopy of method used for 

analysis of APIs along with COA. 

14.  Method used for analysis of FPP & complete 

record of testing of stability batches (i.e. 

chromatograms, lab reports, raw data sheets etc.) 

The firm has submitted photocopy of Finished Product 

Specifications and Testing Method of Complete 

record of testing of stability batches (i.e. 

chromatograms, lab reports, raw data sheets etc.) are 

submitted with 06 & 09 months stability data 

Accelerated & Real Time respectively. 

15.  Reports of stability studies of API from 

manufacturer. 

Ticagrelor: The firm has submitted copy of 

accelerated, 06 Months (40°C ± 2°C & 75±5%RH) 

& long term, 06 Months (30°C ± 2°C & 60±5%RH) 

stability study reports of 03 batches. 

16.  Analysis reports for excipients used. The firm has submitted copy of COAs for the 

excipients used in the applied formulation. 

17.  Drug-excipients compatibility studies. The firm has submitted Drug-excipients compatibility 

studies. 

18.  Record of comparative dissolution data. Firm has submitted Comparative dissolution study of 

their product with Innovatorôs Brand ñBrilintaò. 

The details are as follows: 

Feature Reference 

product 

Product 

High-Q 

of 

Brand name Brilinta 60mg 

tablet 

Agranil 60mg 

tablet 

 

Batch No. PS06489 PD01/18  

 

Comparative dissolution studies have been performed 

in following mediums: 

1. Ph 1.2 HCl buffer 

2. Ph 4.5 Acetate buffer 

3. Ph 6.8 Phosphate buffer 
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19.  Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing. 

Submitted Audi trail could not be verified. 

Remarks of Evaluator: 

 

S.

no 

Deficiencies/Shortcomings Reply by Firm 

¶  Which polymorphic form of ticagrelor is 

used in stability batches. 

The product manufactured by us according to the synthetic 

route presented in the dossier is characterized as 

crystalline form II 

¶  Submitt Commercial invoices for 

excipients 

Submitted 

¶  Authorized Protocols/SOP for the product 

development 

Submitted 

¶  As per documents product developed 

from API batch no: RD-TG-201712111 

having quanity of 1kg as per commercial 

invoice. However batch no: RD-TG-

2018062 of API tested having quantity of 

3 kg as per commercial invoice. 

Furthermore API testing have been 

performed after production of stability 

batches. Clarification is needed 

COA of API  by High Q batch no: RD-TG-201712111 

submitted with testing date 18-04-2018. 

¶  Stability studies of API according to Zone 

ïIV-A is required 

6 month real time stability data submitted As per  Stability 

studies of API according to Zone ïIV-A submitted, initial 

testing done at july, 2018 while 3rd month testing done at 

Feb, 2019 

Stament from Nantong Chanyoo Pharmatec co., Ltd 

ñSince the stability study requires 3 batches of API , we 

did not arrange the stability study immediately after 

completion of the initial analysis of each batch. After 3 

batches of API are collected and the stability study plan 

has been confirmed, the substances have been I into the 

stability study box. Before that, all the batches were stored 

in the warehouse in accordance with the storage 

conditions.ò 

¶  Evidence of procurement of reference 

product Briliant 

Submitted 

¶  Submit complete auditrail for Assay, 

dissolution,                comparative 

dissolution & method validation as 

submitted auditrail could not be verified 

Submitted Audi trail could not be verified. 

¶  Value of Q in dissolution at 75 minute is 

NLT 70%. Please justify 

Stability report mentioning correct specifications for 

dissolution as ñNLT 80% (Q) in 75 minutesò 
 

Decision: Registration Board deferred for clarification of following points:  

¶ Audit trail repo rts of the analysis performed on HPLC during stability studies. 

¶ Valid GMP certificate of the API manufacturer i.e., M/s Nantong Chanyoo Pharmatech Co, Ltd. 

China, issued by relevant provincial or state regulatory authority. 

¶ Clarification of applied dissolution limits, since reference product specify the acceptance criteria of 

dissolution test as ñShall comply with requirements of USP for Q at 45 minutes and at 60 minutes. 

159. Name and address of manufacturer / 

Applicant 

M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi 

Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Agranil 90 mg 

Composition Each film coated tablet contains: 

Ticagreloré 90 mg 
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Diary No. Date of R& I & fee Dy.No 8184 dated 12-06-2098 Rs. 50,000/-  

Duplicate Dossier 

Pharmacological Group Anti-coagulant 

Type of Form Form 5 

Finished product Specifications Manufacturers specification 

Pack size & Demanded Price As per SRO 

Approval status of product in 

Reference Regulator Authorities 

BRILINTA of Astrazenica USFDA Approved. 

GMP status Last inspection was conducted on 12-09-2018 for renewal 

/ grant of GMP Certificate and the report concludes 

Good compliance of GMP. 

Remarks of the Evaluator4  

STABILITY STUDY DATA  

Drug Agranil 90 mg tablet 

Name of Manufacturer M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi Industrial Area,Karachi 

Manufacturer of API Nantong Chanyoo Pharmatech Co., Ltd, China, address: No.2, Tonghai Si Ro 

ad, Yangkou chemical industrial park, Rudong coastal economic developme 

nt zone, Nantong Jiangsu province 226407, PR china 

API Lot No. RD-TG-201712111 

Description of Pack 

(Container closure system) 
Alu-PVC blister 

Stability Storage Condition Real time : 30°C ± 2° C / 65% ± 5% RH 

Accelerated: 40°C ± 2°C / 75% ± 5% RH 

Time Period Real time: 9 months                           Accelerated:6  months 

Frequency Accelerated: 0,1,2,3,4,6 ( month)     Real Time: 0,3,6,9 (month) 

Batch No. PD01/18 PD02/18 PD03/18 

Batch Size 1408 Tablets 1408 Tablets 1408 Tablets 

Manufacturing Date 05-2018 05-2018 05-2018 

Date of Initiation 23-05-2018 23-05-2018 23-05-2018 

No. of Batches 03 

Date of Submission 01-04-2019 (2312) 

DOCUMENTS / DATA PROVIDED BY THE APPLICANT  

Sr.# Documents To Be Provided Status 

1.  COA of API. Copy of COA (Batch# RD-TG-201712111) from 

M/S Nantong Chanyoo Pharmatech Co., Ltd, 

China is submitted. 

2.  Approval of API by regulatory authority of country 

of origin or GMP certificate of API manufacturer 

issued by regulatory authority of country of origin. 

Copy of GMP certificate issued to M/s Nantong 

Chanyoo Pharmatech Co., Ltd, China, address: 

No.2, Tonghai Si Road, Yangkou chemical 

industrial park, Rudong coastal economic 

development zone, Nantong Jiangsu province 

226407, PR china. Issued by Nantong Food and 

drug administration. Valid up to 7-9-2020. 

3.  Protocols followed for conduction of stability  study 

and details of tests. 
Yes 

4.  Data of 03 batches will be supported by attested 

respective documents like chromatograms, 

laboratory reports, data sheets etc. 

Yes 
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5.  Documents confirming import of API etc. Copy of commercial invoice (invoice No. 

CY118070, dated: 08-03-2018)  has been 

submitted, manufacturer is Nantong 

Chanyoo Pharmatech Co., Ltd, China, address: 

No.2, Tonghai Si Road, Yangkou chemical 

industrial park, Rudong coastal economic 

development zone, Nantong Jiangsu province china 

attested by ADC DRAP Karachi dated 20-03-2018. 

6.  All provided documents will be attested (name, sign 

and stamp) for ensuring authenticity of data / 

documents. 

Yes 

7.  Commitment to continue real time stability study till 

assigned shelf life of the product. 
Yes 

8.  Commitment to follow Drug Specification Rules, 

1978. 

Yes 

REMARKS OF EVALUATOR  

 

REQUEST OF EXEMPTION FROM ON SITE INSPECTION  

The firm has requested for Exemption from On-site Investigation of their submitted stability data and provided the 

following documents in conjunction with the checklist approved by the Registration Board in its 278th Meeting: 

Administrative Portion  

1.  Reference of last onsite panel 

inspection for instant dosage form 

conducted during last two years. 

Registration Board approved Basovir 400 mg tablet and Vesoft 

400/100mg Tablets in its 279 & 284 Meeting. 

¶ Date of Inspection: 16-02-2018 & 12-07-2018. 

¶ The HPLC is 21CFR Compliant. 

¶ Audit trail on the testing were available 

2.  Documents for the procurement of 

API with approval from DRAP (in 

case of import). 

The firm has submitted photocopies of ADC (Karachi) attested Form 

6 dated 20-03-2018, Copy of commercial invoice (invoice No. 

CY118070, dated: 08-03-2018)  has been submitted, manufacturer is 

Nantong Chanyoo Pharmatech Co., Ltd, China, address: No.2, 

Tonghai Si Road, Yangkou chemical industrial park, Rudong coastal 

economic development zone, Nantong Jiangsu province china 

attested by ADC DRAP Karachi dated 20-03-2018. 

3.  Documents for the procurement of 

reference standard and impurity 

standards. 

Firm have certificate of analysis of API, working standard, and 

Impurities, all provided by Nantong Chanyoo, China. 

The firm has clarified that the reference standard and impurity 

standards are provided free of cost along with the APIsô consignment 

and not separately by Nantong Chanyoo. 

4.  Approval of API/ DML/GMP 

certificate of API manufacturer 

issued by regulatory authority of 

country of origin. 

The firm has submitted GMP of M/s Nantong Chanyoo Pharmatech 

Co, Ltd China issued by Nantong food and Drug Adminstration. This 

certificate is valid until 07- 09, 2020. 

5.  Mechanism for Vendor pre-

qualification  

The firm has submitted copy of vender evaluation questionnaire for 

vender pre-qualification along with filled questionnaire from both 

APIs manufacturers. 

6.  Certificate of analysis of the API, 

reference 

standards and impurity standards 

The firm has submitted COA of API: Batch No. RD-TG-201712111 

COA of Reference Standard: Batch No. WTG01-1409901 COA of 

Impurities: 

TGE: Batch No. WTG02-140901 

TGD1: Batch No. WTG03-140901 

TGD2: Batch No. WTG04-140901 

TG-16: Batch No. WTG05-140901 

De-ethoxyl of TG: Batch No. WTG06-1409901 

Acetyl TG: Batch No. WTG07-1409901 
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7.  Documents for the procurement of 

excipients used in product 

development? 

The firm has submitted copy of vender evaluation questionnaire for 

vender pre-qualification along with filled questionnaire from both 

APIs manufacturers. 

8.  List of qualified staff involved in 

product development with relevant 

experience. 

The firm has submitted photocopy of List of qualified 

staff involved in product development 

Production Data 

9.  Authorized Protocols/SOP for the 

development & stability testing of 

trial batches. 

The firm has submitted photocopy of Development Protocol for 

manufacturing ̀

10.  Complete batch manufacturing 

record of three stability batches. 

The firm has submitted copy of Trial batch manufacturing record. 

Details are as under: 

Agranil 60 mg Tablet 

Batch No. Bach size Mfg. Started 

PD01/18 1408 tablets 05-2018 

PD02/18 1408 tablets 05-2018 

PD03/18 1408 tablets 05-2018 
 

11.  Record of remaining quantities of 

stability batches. 

The firm has submitted reconciliation sheet mentioning remaining 

quantity of three trial batches. 

The detail is as under: 
Batch 

No. 

Batch 

yeild 

Stability 

samples 

Qty 

used 

Remaining 

Qty in 

Chamber 

Retain 

sample 

PD01/

18 

1295 

Tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

595 

PD02/

18 

1267 

Tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

567 

PD03/

18 

1338 

tablets 

40Ĭ14ôs 

(560) 

290 29Ĭ14ôs 

(406) 

638 

 

QA / QC DATA  

12.  Record of Digital data logger for 

temperature and humidity 

monitoring of stability chambers 

(real time and accelerated) 

Firm has submitted photocopies of data logger record for Accelerated 

stability chamber from 16-05-2018 to 16-11-2018 and for Real Time 

stability chamber starting from 16-05-2018 to 16-05-2018 

13.  Method used for analysis of API 

along with COA. 

The firm has submitted photocopy of method used for analysis of 

APIs along with COA. 

14.  Method used for analysis of FPP & 

complete record of testing of 

stability batches (i.e. 

chromatograms, lab reports, raw 

data sheets etc.) 

The firm has submitted photocopy of Finished Product Specifications 

and Testing Method of Complete record of testing of stability 

batches (i.e. chromatograms, lab reports, raw data sheets etc.) are 

submitted with 06 & 09 months stability data Accelerated & Real 

Time respectively. 

15.  Reports of stability studies of API 

from manufacturer. 

Ticagrelor: The firm has submitted copy of accelerated, 06 Months 

(40°C ± 2°C & 75±5%RH) & long term, 06 Months (30°C ± 2°C & 

60±5%RH) stability study reports of 03 batches. 

16.  Analysis reports for excipients used. The firm has submitted copy of COAs for the excipients used in the 

applied formulation. 

17.  Drug-excipients compatibility 

studies 

The firm has submitted Drug-excipients compatibility studies. 

18.  Record of comparative dissolution 

data. 

Firm has submitted Comparative dissolution study of their 

product with Innovatorôs Brand ñBrilintaò. 

The details are as follows: 
Feature Reference product Product of High-Q 

Brand name Brilinta 90mg tablet Agranil 60mg tablet 

Batch No. PS01092 PD01/18  
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Comparative dissolution studies have been performed in following 

mediums: 

1. Ph 1.2 HCl buffer 

2. Ph 4.5 Acetate buffer 

3. Ph 6.8 Phosphate buffer 

19.  Compliance Record of HPLC 

software 21CFR & audit trail 

reports on product testing. 

Submitted Audi trail could not be verified. 

Remarks of Evaluator: 

S.no Deficiencies/Shortcomings Reply by Firm 

1.  Which polymorphic form of ticagrelor is 

used in stability batches. 

The product manufactured by us according to the synthetic 

route presented in the dossier is characterized as 

crystalline form II 

2.  Submitt Commercial invoices for 

excipients 

Submitted 

3.  Authorized Protocols/SOP for the product 

development 

Submitted. 

4.  As per documents product developed 

from API batch no: RD-TG-201712111 

having quanity of 1kg as per commercial 

invoice. However batch no: RD-TG-

2018062 of API tested having quantity of 

3 kg as per commercial invoice. 

Furthermore API testing have been 

performed after production of stability 

batches. Clarification is needed 

COA of API by High Q batch no: RD-TG-201712111 

submitted with testing date 18-04-2018. 

5.  Stability studies of API according to Zone 

ïIV-A is required 

6 month real time stability data submitted As per  Stability 

studies of API according to Zone ïIV-A submitted, initial 

testing done at july, 2018 while 3rd month testing done at 

Feb, 2019 

Stament from Nantong Chanyoo Pharmatec co., Ltd 

ñSince the stability study requires 3 batches of API , we 

did not arrange the stability study immediately after 

completion of the initial analysis of each batch. After 3 

batches of API are collected and the stability study plan 

has been confirmed, the substances have been I into the 

stability study box. Before that, all the batches were stored 

in the warehouse in accordance with the storage 

conditions.ò 

6.  Evidence of procurement of reference 

product Briliant 

Submitted 

7.  Submit complete auditrail for Assay, 

dissolution,                comparative 

dissolution & method validation as 

submitted auditrail could not be verified 

Submitted auditrail could not be verified. 

8.  Value of Q in dissolution at 75 minute is 

NLT 70% . Please justify 

Stability report mentioning correct specifications for 

dissolution as ñNLT 80% (Q) in 75 minutesò 
 

Decision: Registration Board deferred for clarification of following points: 

¶ Audit trail reports of the analysis performed on HPLC during stability studies. 

¶ Valid GMP certificate of the API manufacturer i.e., M/s Nantong Chanyoo Pharmatech Co, Ltd. 

China, issued by relevant provincial or state regulatory authority.  

¶ Clarification of applied dissolution limits, since reference product specify the acceptance criteria of 

dissolution test as ñShall comply with requirements of USP for Q at 45 minutes and at 60 minutes. 
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Agenda of Evaluator PEC-V 
 

Case No. 01: Registration Applications for Local Manufacturing of (Human) Drugs. 

a. New Cases. 

160.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee  Dy.No 22205 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name +Dosage Form + Strength Vascoval 5mg/160mg Tablet 

Composition "Each film coated tablet contains: 

Amlodipine as Besilateé5mg 

Valsartané160mg" 

Pharmacological Group C09DB01 Angiotensin II receptor blockers (ARBs) and 

calcium channel blockers 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO, Propose pack size as per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge  

USFDA Approved. 

Me-too status  081932; Amlodine Tablet 5/160 

M/s Jupiter Pharma, Rawat Islamabad 

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator. ¶ The master formulation mentions Amlodipine as 

besilate 6.95mg/Tablet whereas, the label claim is 

Amlodipine (as Besilate)é5mg. 

Decision: Deferred for revision of master formulation as per label claim i.e. Amlodipine (as 

Besilate)é5mg. 

161.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee  Dy.No 22206 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name+Dosage Form+ Strength Vascoval 10mg/160mg Tablet 

Composition "Each film coated tablet contains: 

Amlodipine as Besilateé10mg 

Valsartané160mg" 

Pharmacological Group C09DB01 Angiotensin II receptor blockers (ARBs) and 

calcium channel blockers 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per SRO, Propose pack size as per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge  

USFDA Approved. 

Me-too status  081933; Amlodine Tablet 10/160 

M/s Jupiter Pharma, Rawat Islamabad 

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator. The master formulation mentions Amlodipine as besilate 

13.90 mg/Tablet whereas, the label claim is Amlodipine 

(as Besilate)é10 mg. 

Decision: Deferred for revision of master formulation as per label claim i.e. Amlodipine (as 

Besilate)é10mg. 
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162.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee   Dy.No 22204 dated 26-06-2018  Rs.20,000/- 26-6-2018 

Brand Name+Dosage Form+ Strength Vascoval 5mg/80mg Tablet 

AMV  

Baffle 

Trammel 

Composition "Each film coated tablet contains: 

Amlodipine as Besilateé5mg 

Valsartané80mg"  

Pharmacological Group C09DB01 Angiotensin II receptor blockers (ARBs) and 

calcium channel blockers 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Exforge MHRA Approved. 

Me-too status  081931; Amlodine Tablet  

M/s Jupiter Pharma, Rawat Islamabad 

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is 

rated as Good. 

Remarks of the Evaluator. ¶ The master formulation mentions Amlodipine as 

besilate 6.95mg/Tablet whereas, the label claim 

is Amlodipine (as Besilate)é5mg. 

Decision: Deferred for revision of master formulation as per label claim i.e. Amlodipine (as 

Besilate)é5mg. 

163.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee  Dy.No 22200 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name+Dosage Form+ Strength Maxzid 4mg Tablet 

Composition "Each film coated tablet contains: 

Tizanidine HCl eq to Tizanidineé4mg" 

Pharmacological Group Muscle Relaxants, Centrally Acting Agents 

M03BX02 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Zanaflex®  

USFDA Approved. 

Me-too status  080865; "Zinzan 4mg Tablet  

"Wellborne Pharmachem and Biologicals, Hattar." 

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator. ¶ Evidence of approval of applied formulation as film 

coated tablet in reference regulatory authorities/ 

agencies which were declared/approved by the 

Registration Board in its 275th meeting. 

Decision: Deferred for evidence of approval of applied formulation as film coated tablet in 

reference regulatory authorities/agencies which were declared/approved by the Registration 

Board in its 275th meeting or revision of formulation from film coated tablet to uncoated tablet 
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with submission of requisite fee. 

164.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee   Dy.No 22199 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name+Dosage Form+ Strength Maxzid 2mg Tablet 

Composition "Each film coated tablet contains: 

Tizanidine HCl eq to Tizanidineé2mg" 

Pharmacological Group Muscle Relaxants, Centrally Acting Agents 

M03BX02 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Zanaflex®  

USFDA Approved. 

Me-too status  078514 ; Xinasia Tablets 

Med Asia Pharmaceuticals (Pvt) Ltd., Risalpur 

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator. ¶ Evidence of approval of applied formulation as film 

coated tablet in reference regulatory authorities/ 

agencies which were declared/approved by the 

Registration Board in its 275th meeting. 

Decision: Deferred for evidence of approval of applied formulation as film coated tablet in 

reference regulatory authorities/agencies which were declared/approved by the Registration 

Board in its 275th meeting or revision of formulation from film coated tablet to uncoated tablet 

with submission of requisite fee. 

165.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee   Dy.No 22195 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name+Dosage Form+ Strength Maxizole 2% topical cream w/w 

Composition "Each g  contains: 

Miconazole Nitrateé2%w/w" 

Pharmacological Group Antifungals For Topical Use 

D01AC02 Imidazole and triazole derivatives 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10g, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Miconazole 7 

USFDA Approved 

Me-too status  078895; "Bicrole Cream 2% 

"M/s Searle IV Solutions (Pvt.) Ltd, Lahore  

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator.  

Decision: Approved. 

166.  Name and address of manufacturer / 

Applicant 

"M/s Maxitech Pharma Pvt Ltd.Plot No. E-178, S.I.T.E. 

Super Highway, Phase II, Karachi" 

Diary No. Date of R& I & fee   Dy.No 22194 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Brand Name+Dosage Form+ Strength Piro 2% Cream w/w  
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Composition "Each g of cream contains: 

Mupirocin calcium eq. to  mupirociné.20mg" 

Pharmacological Group Antibiotics For Topical Use 

D06AX09 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 5g, 15g, as per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

USFDA Approved. 

Me-too status  076451; Mupream 20mg Cream M/s Sante Pvt. Karachi.  

GMP status  21-02-2019 Conclusion: 

Based on above observations and keeping in view the 

attitude of the management of the firm towards constant 

improvement their current GMP compliance level is rated 

as Good. 

Remarks of the Evaluator.  

Decision: Approved. 

167.  Name and address of manufacturer / 

Applicant 

"M/s Searle IV Solutions Pvt Ltd. 

1.5 km, Manga Raiwind Road, Lahore" 

Diary No. Date of R& I & fee  Dy.No 24439 dated 21-06-2018  Rs.20,000/- 21-06-2018 

Brand Name+Dosage Form+ Strength Nolopred 0.5%) Eye Drops 

Composition "Each 5ml ophthalmic solution contains: 

Loteprednol Etabonateé0.5%" 

Pharmacological Group Anti-inflammatory Agents 

S01BA14 Corticosteroids, plain 

Type of Form Form 5 

Finished product Specification Inhouse 

Pack size & Demanded Price 5mlx1ôs, in plastic bottle, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Lotemax Ophthalmic Suspension 

TGA Approved.  

Me-too status  081636; Lotemax 0.5% eye drops  

M/s Innvotek Pharmaceuticals (Pvt) Ltd, Islamabad 

GMP status  27-02-2018. GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. ¶ Firm has eye drops section. 

¶ Evidence of approval of applied formulation as 

ophthalmic solution in reference regulatory authorities/ 

agencies which were declared/ approved by the 

Registration Board in its 275th meeting. 

¶ Evidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) as ophthalmic 

solution along with registration number, brand name 

and name of firm. 

Decision: Deferred for the following reasons: 

Evidence of approval of applied formulation as ophthalmic solution in reference regulatory 

authorities / agencies which were declared/approved by the Registration Board in its 275th 

meeting. 

Evidence of applied formulation/drug already approved by DRAP (generic / me-too status) as 

ophthalmic solution along with registration number, brand name and name of firm. 

168.  Name and address of manufacturer / 

Applicant 

"M/s Sante Pvt Ltd. 245/2-Z, Block 6, PECHS, Karachi 

75400"  

Diary No. Date of R& I & fee  Dy.No 22189 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Duplicate 

Brand Name+Dosage Form+ Strength Brinza Ophthalmic Suspension 

"Brinzolamide 1% 

Brimonidine Tartrate 0.2%  

Composition "Each ml contains: 
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Brinzolamideé10mg 

Brimonidine Tartrate é2mg"  

Pharmacological Group Anti-glaucoma Preparations and Miotics 

Type of Form Form 5 

Finished product Specification Manufacturer Specs. 

Pack size & Demanded Price As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

SIMBRINZAÊ (brinzolamide/brimonidine tartrate 

ophthalmic suspension) 1%/0.2% 

USFDA Approved. 

Me-too status  091907; Simbrinza by Novartis 

GMP status  02-07-2019 Conclusion: 

Based on the current practices and keeping in view the 

attitude of the management towards better compliance of 

GMP their overall compliance level for the said dosage 

form is rated as Good. 

Remarks of the Evaluator. Firm has ophthalmic section. 

¶ The provided Me too couldnot be confirmed. 

Decision: Registration Board deliberated that since the referred me-too product ñSimbrinzaò 

was first approved in 268th meeting of Registration Board and Board in 240th meeting has 

already decided that stability studies data will be required for new formulation and its 

subsequent generic, hence Board deferred the case for submission of stability study data as per 

the guidelines provided in 278th meeting of Registration Board as itôs a subsequent generic. 

169.  Name and address of manufacturer / 

Applicant 

"M/s Sante Pvt Ltd. 

245/2-Z, Block 6, PECHS, Karachi 75400"  

Diary No. Date of R& I & fee  Dy.No 2218 dated 26-06-2018  Rs.20,000/- 26-06-2018 

Duplicate 

Brand Name +Dosage Form + Strength Xepat-OD 0.7% Opthalmic Solution 

Composition "Each ml contains: 

Olopatadine as Hydrochloride eq to Olopatadineé7mg" 

Pharmacological Group Decongestants And Antiallergics 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

PAZEO (olopatadine hydrochloride ophthalmic solution) 

0.7%For topical ophthalmic administration. 

USFDA Approved. 

Me-too status  Could not be confirmed in applied strength. 

GMP status  02-07-2019 Conclusion: 

Based on the current practices and keeping in view the 

attitude of the management towards better compliance of 

GMP their overall compliance level for the said dosage 

form is rated as Good. 

Remarks of the Evaluator. Firm has ophthalmic section. 

¶ Firm has submitted that stability is under process. 

Decision: Registration Board deferred the case for submission of stability study data as per the 

guidelines provided in 278th meeting of Registration Board. 

170.  Name and address of manufacturer / 

Applicant 

M/s Briell Pharmaceuticals Pvt. LTD.  

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength Clarient Drops 125mg/5ml 

Composition  Each 5ml contains: 

Clarithromycin taste masked pellets é125mg  

Diary No. Date of R& I & fee  Dy. No.17967; 12-10-2017; Rs.20,000/- (12-10-2017)   

Pharmacological Group Macrolide 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price Amber Glass  bottle, Dropper, 25 ml , As per SRO 
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Approval status of product in Reference 

Regulatory Authorities 

 MHRA Approved 

AS granules for oral suspension. 

Me-too status (with strength and dosage 

form)  

Registration Number: 026262 

Brand Name: Clara Drops Each 5ml Contains:-  

Manufacturer Name: Saydon Pharmaceutical Industries.  

GMP status  24-05-2019 Conclusion: 

The firm was evaluated for facilities like building, HVAC 

Sytem, quality control, quality assurance and production 

oerations. 

The Briell Pharma found to be operating at satisfactory 

level of GMP compliance.   

Remarks of the Evaluator Firm has the relevant section. 

Shortcomings: 

¶ Evidence of approval of applied formulation as drops in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 275th 

meeting. 

¶ Clarify whether drops are oral suspension or solution. 

¶ Clarify the composition whether enteric coated pellets 

or immediate release. 

Internationally it is approved as granules whereas, firm 

have applied for pellets. 

Decision: Deferred for submission of justification of master formulation as it does not mention 

all the requisite excipients for formulation of suspension as mentioned by innovator or revision 

of master formulation. 

171.  Name and address of manufacturer / 

Applicant 

M/s Briell Pharmaceuticals Pvt. LTD.  

538-C, Sundar Industrial Estate, Lahore 

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

Composition  Each 5ml contains: 

Ibuprofené200mg  

Diary No. Date of R& I & fee  Dy. No.17966; 12-10-2017; Rs.20,000/- (12-10-2017)   

Pharmacological Group NSAID 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price Glass  bottle,120 ml , As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

Pinofen Seven Plus 200 mg/5 ml Oral Suspension MHRA 

Approved  

Me-too status (with strength and dosage 

form)  

Registration Number: 070851 

Brand Name: Brufen Suspension DS  

Manufacturer Name: Abbott Laboratories, Karachi 

GMP status  24-05-2019 Conclusion: 

The firm was evaluated for facilities like building, HVAC 

Sytem, quality control, quality assurance and production 

oerations. 

The Briell Pharma found to be operating at satisfactory 

level of GMP compliance.   

Remarks of the Evaluator Firm has the relevant section.. 

Decision: Approved. 

172.  Name and address of manufacturer / 

Applicant 

M/s Briell Pharmaceuticals Pvt. LTD.  

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength Cvox Dry Powder Suspension 125mg 

Composition  Each 5ml contains: 

Ciprofloxacin as HClé125mg 

Diary No. Date of R& I & fee  Dy. No.17972; 12-10-2017; Rs.20,000/- (12-10-2017)   

Pharmacological Group Quinolones 

Type of Form Form-5 

Finished product Specifications Innovator 

Pack size & Demanded Price Glass bottle, 60ml , As per SRO 
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Approval status of product in Reference 

Regulatory Authorities 

Not available. 

Me-too status (with strength and dosage 

form)  

077456 ; "Ciproking 125 mg Dry powder Suspension 

"M/s Medicraft Pharmaceuticals (Pvt) Ltd., Peshawar 

GMP status  24-05-2019 Conclusion: 

The firm was evaluated for facilities like building, HVAC 

Sytem, quality control, quality assurance and production 

oerations. 

The Briell Pharma found to be operating at satisfactory 

level of GMP compliance.   

Remarks of the Evaluator ¶ Firm has the relevant section. 

¶ Taste masked micropellets obtained from Vision 

Pharmaceuticals.(in-house specifications). 

¶ Box Warning for Quinolones. 

Shortcomings: 

¶ Clarification regarding brand name whether 

CVOX or CIVOX. 

¶ The innovator product is marketed with a solvent 

containing following ingredients 

o Soya lecithin, 

o Medium chain triglycerides, 

o Strawberry flavour, 

o Sucrose, 

o Purified water. 

¶ .Registration Board Decision (M-269). 

Keeping in view the following statement written in 

Qualitative and quantitative composition ñ2.5 mL 

suspension after reconstitution (1/2 measuring spoon) 

contains 125 mg ciprofloxacinò and domestic conditions 

for difficulties in dispensing 250mg/5ml suspension for 

children under 2 years of age, Registration Board decided 

to approve the formulation of ciprofloxacin 125mg/5ml 

granules and solvent for oral suspension as per reference 

product approved by USFDA and MHRA. 

Decision: Deferred the following reasons: 

¶ Clarification regarding brand name whether CVOX or CIVOX. 

¶ Revision of formulation as per innovator product i.e. ñCiprofloxacinò, as the applied 
formulation is ñCiprofloxacin as hydrochlorideò. 

¶ Submission of details of solvent for oral suspension as per reference product as 

approved by USFDA and MHRA. 

173.  Name and address of manufacturer / 

Applicant 

M/s Briell Pharmaceuticals Pvt. LTD.  

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength Cvox Dry Powder Suspension 250mg 

Composition  Each 5ml contains: 

Ciprofloxacin as HClé250mg 

Diary No. Date of R& I & fee  Dy. No.17973; 12-10-2017; Rs.20,000/- (12-10-2017)   

Pharmacological Group Quinolones 

Type of Form Form-5 

Finished product Specifications Innovator 

Pack size & Demanded Price Glass bottle, 60ml , As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA Approved 

Ciprofloxacin Microcapsules 

Me-too status (with strength and dosage 

form)  

077457 ; "Ciproking 250 mg Dry powder Suspension 

"M/s Medicraft Pharmaceuticals (Pvt) Ltd., Peshawar." 

GMP status  24-05-2019 Conclusion: 

The firm was evaluated for facilities like building, HVAC 

Sytem, quality control, quality assurance and production 

oerations. 
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The Briell Pharma found to be operating at satisfactory 

level of GMP compliance.   

Remarks of the Evaluator Firm has the relevant section. 

Taste masked micropellets obtained from Vision 

Pharmaceuticals.(in-house specifications). 

Box Warning for Quinolones. 

Shortcomings:. 

¶ Clarification regarding brand name whether 

CVOX or CIVOX. 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which 

were declared/approved by the Registration Board 

in its 275th meeting. 

¶ Internationally the approved formulation is 

Ciprofloxacin whereas, the firm has applied for 

ciprofloxacin as hydrochloride. 

Decision: Deferred the following reasons: 

¶ Clarification regarding brand name whether CVOX or CIVOX. 

¶ Revision of formulation as per innovator product i.e. ñCiprofloxacinò, as the applied 
formulation is ñCiprofloxacin as hydrochlorideò. 

¶ Submission of details of solvent for oral suspension as per reference product as 

approved by USFDA and MHRA. 

174.  Name and address of manufacturer / 

Applicant 

M/s Briell Pharmaceuticals Pvt. LTD.  

538-C, Sundar Industrial Estate, Lahore 

Brand Name +Dosage Form + Strength Clarient XL Tablet 500mg 

Composition  Each film coated extended release tablet contains: 

Clarithromycin é500mg  

Diary No. Date of R& I & fee  Dy. No.17968; 12-10-2017; Rs.20,000/- (12-10-2017)   

Pharmacological Group Macrolide 

Type of Form Form-5 

Finished product Specifications USP 

Pack size & Demanded Price Alu-Alu, Alu-PVC, As per SRO 

Approval status of product in Reference 

Regulatory Authorities 

USFDA Approved 

Me-too status (with strength and dosage 

form)  

Registration Number: 061884 

Brand Name: Rithmo XL 500mg Tablet 

Manufacturer Name: Sami Pharmaceuticals (Pvt) Ltd  

GMP status  24-05-2019 Conclusion: 

The firm was evaluated for facilities like building, HVAC 

Sytem, quality control, quality assurance and production 

oerations. 

The Briell Pharma found to be operating at satisfactory 

level of GMP compliance.   

Remarks of the Evaluator Firm has the relevant section. 

Decision: Approved. 

175.  Name and address of manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, 

Street No. S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name+Dosage Form + Strength Fenolip Tablets 48mg 

Composition Each film coated tablet contains: 

Fenofibrateé..48mg 

Diary No. Date of R& I & fee  Dy.No 6392 dated 21-02-2018  Rs. 20,000/- Dated 19-02-

2018, 2018 &  Rs. 5,000/- Dated 19-02-2018 (15-4-2019-

revision of formulation from uncoated to film coated) 

Pharmacological Group Fibrates 

Type of Form Form-5 

Finished product Specification USP Specifications 
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Pack size & Demanded Price 10ôs, 20ôs; As per SRO 

Approval status of product in 

Reference Regulatory Authorities 

TRICOR film coated tablets 

USFDA Approved 

Me-too status  058479 

Fenoget 48mg Tablet  

M/s Getz Pharma (Pvt.) Ltd, Karachi 

GMP status  Last inspection report dated 25-10-2018 with following 

recommendations: 

ñAs the operations have not started as of yet at M/s 

Evolution Pharmaceuticals, Rawat the GMP status can 

only be ascertained upon the start of active 

pharmaceutical; however, keeping in view the facility 

inspected the firm has requisite manufacturing facility for 

manufacturing of Pharmaceuticals. 

Remarks of the Evaluator  

Decision: Approved. 

176.  Name and address of manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, 

Street No. S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name +Dosage Form + Strength Fenolip Tablets 54mg 

Composition Each film coated tablet contains: 

Fenofibrateé..54mg 

Diary No. Date of R& I & fee  Dy.No 6393 dated 21-02-2018  Rs. 20,000/- Dated 19-02-

2018, Dated 19-02-2018 (15-04-2019-revision of 

formulation from uncoated to film coated) 

Pharmacological Group Fibrates 

Type of Form Form-5 

Finished product Specification USP Specifications 

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

Approval status of product in 

Reference Regulatory Authorities 

USFDA Approved. 

Me-too status  058696; Atcofibrate 54mg Tablet   

 Each film coated tablet contains:-    

Fenofibrate (Micronized)é.54 mg           

By Atco Laboratories Limited, Karachi 

GMP status  Last inspection report dated 25-10-2018 with following 

recommendations: 

ñAs the operations have not started as of yet at M/s 

Evolution Pharmaceuticals, Rawat the GMP status can 

only be ascertained upon the start of active 

pharmaceutical; however,keeping in view the facility 

inspected the firm has requisite manufacturing facility for 

manufacturing of Pharmaceuticals. 

Remarks of the Evaluator  

Decision: Approved. 

177.  Name and address of manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, 

Street No. S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name +Dosage Form + Strength Fenolip Tablets 145mg 

Composition Each tablet contains: 

Fenofibrateé..145mg 

Diary No. Date of R& I & fee  Dy.No 6394 dated 21-02-2018  Rs. 20,000/- Dated 19-02-

2018 

Pharmacological Group Fibrates 

Type of Form Form-5 

Finished product Specification USP Specifications 

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

Approval status of product in FENOFIBRATE BIOGARAN 
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Reference Regulatory Authorities Uncoated Tablet (ANSM Approved) 

Me-too status  058480; Fenoget 145mg Tablet  

M/s Getz Pharma (Pvt.) Ltd, Karachi 

GMP status  Last inspection report dated 25-10-2018 with following 

recommendations: 

ñAs the operations have not started as of yet at M/s 

Evolution Pharmaceuticals, Rawat the GMP status can 

only be ascertained upon the start of active 

pharmaceutical; however,keeping in view the facility 

inspected the firm has requisite manufacturing facility for 

manufacturing of Pharmaceuticals. 

Remarks of the Evaluator FENOFIBRATE BIOGARAN contains 145 mg 

fenofibrate nanoparticles, whereas the firm has not applied 

the formulation as nanoparticles. 

Decision: Deferred for clarification of applied formulation as the innovator product mentions 

fenofibrate nanoparticles. 

178.  Name and address of manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, 

Street No. S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name +Dosage Form + Strength Fenolip Tablets 160mg 

Composition Each tablet contains: 

Fenofibrateé..160mg 

Diary No. Date of R& I & fee  Dy.No 6395 dated 21-02-2018  Rs. 20,000/- 19-02-2018 

Pharmacological Group Fibrates 

Type of Form Form-5 

Finished product Specification USP Specifications 

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

Approval status of product in 

Reference Regulatory Authorities 

MHRA Approved 

Uncoated tablets 

Me-too status  058697 ; Atcofibrate 160mg Tablet    

Each film coated tablet contains:- 

Fenofibrate (Micronized)é160 mg       

 M/s Atco Laboratories Limited, Karachi 

GMP status  Last inspection report dated 25-10-2018 with following 

recommendations: 

ñAs the operations have not started as of yet at M/s 

Evolution Pharmaceuticals, Rawat the GMP status can 

only be ascertained upon the start of active 

pharmaceutical; however,keeping in view the facility 

inspected the firm has requisite manufacturing facility for 

manufacturing of Pharmaceuticals. 

Remarks of the Evaluator  

Decision: Approved. 

179.  Name and address of manufacturer / 

Applicant 

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, 

Street No. S-3, RCCI, National Industrial Zone, Rawat, 

Islamabad 

Brand Name +Dosage Form + Strength Elisor Tablets 40mg 

Composition "Each tablet contains: 

Pravastatin Sodiumé40mg" 

Diary No. Date of R& I & fee  Dy.No 6384 dated 21-02-2018  Rs. 20,000/- 19-02-2018 

Pharmacological Group Statin / HMG-CoA Reductase Inhibitor 

Type of Form Form-5 

Finished product Specification USP Specifications 

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

Approval status of product in 

Reference Regulatory Authorities 

USFDA approved. 

Me-too status  032049; Pralip ï40 Tablets 

Pravastatin Sodiumé40mg M/s Hilton Pharma (Pvt) Ltd, 
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GMP status  Last inspection report dated 25-10-2018 with following 

recommendations: 

ñAs the operations have not started as of yet at M/s 

Evolution Pharmaceuticals, Rawat the GMP status can 

only be ascertained upon the start of active 

pharmaceutical; however, keeping in view the facility 

inspected the firm has requisite manufacturing facility for 

manufacturing of Pharmaceuticals. 

Remarks of the Evaluator   

Decision: Approved. 

180.  Name and address of manufacturer / 

Applicant 

M/s Wellborne Pharmachem and Biologicals, Plot no. 

51/1, 52/2, Phase I and II Industrial Estate, Hattar. 

Diary No. Date of R& I & fee  Diary No:3056, 23/01/2018, Rs: 20,000/- 22/01/2018 

Brand Name +Dosage Form + Strength Nebron Tablet 2.5mg 

Composition Each film coated tablet contains: 

Nebivolol as HClé.2.5mg 

Pharmacological Group Beta blocking agents, selective   (C07AB12) 

Type of Form Form 5 

Finished product Specification Manufacturer Spec. 

Pack size & Demanded Price 2x7ôs , Alu Alu Blister, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Bystolic  

USFDA Approved 

Me-too status  061344; Nebil 2.5mg Tablet of M/s Getz Karachi 

GMP status  07-11-2018 Conclusion: 

As per available manufacturing, quality control and 

environmental facilities provided, documentation 

reviewed, technical/qualified personnel employed and 

observations made during inspection, the firm Wellborne 

Hattar is considered to be operating under satisfactory 

level of Cgmp compliance and hence recommend for the 

grant of Cgmp certificate. 

Remarks of the Evaluator. Evidence of international availability as film coated tablet. 

The Master formulation mentions the quantity of API as 

2.888mg. 

Decision: Deferred for the following reasons: 

Evidence of approval of applied formulation as film coated tablet in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 275th 

meeting or revision of formulation from film coated tablet to uncoated tablet with submission 

of requisite fee. 

Revision of master formulation as per label claim i.e. ñNebivolol as HClé.2.5mgò as the 

master formulation mentions the quantity of API as 2.888mg. 

181.  Name and address of manufacturer / 

Applicant 

M/s Wellborne Pharmachem and Biologicals,, Plot no. 

51/1, 52/2, Phase I and II Industrial Estate, Hattar.  

Diary No. Date of R& I & fee  Diary No:3057, 23/01/2018, Rs: 20,000/- 22/01/2018 

Brand Name +Dosage Form + Strength Nebron Tablet 5mg 

Composition Each film coated tablet contains: 

Nebivolol as HClé.5mg 

Pharmacological Group Beta blocking agents, selective  (C07AB12) 

Type of Form Form 5 

Finished product Specification Manufacturer Spec. 

Pack size & Demanded Price 2x7ôs , Alu Alu Blister, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Bystolic  

USFDA Approved 

Me-too status  061345; Nebil 5mg Tablet of M/s Getz Karachi 

GMP status  07-11-2018 Conclusion: 

As per available manufacturing, quality control and 

environmental facilities provided, documentation 
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reviewed, technical/qualified personnel employed and 

observations made during inspection, the firm Wellborne 

Hattar is considered to be operating under satisfactory 

level of Cgmp compliance and hence recommend for the 

grant of Cgmp certificate. 

Remarks of the Evaluator. Evidence of international availability as film coated tablet. 

The Master formulation mentions the quantity of API as 

5.722mg. 

Decision: Deferred for the following reasons: 

Evidence of approval of applied formulation as film coated tablet in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 275th 

meeting or revision of formulation from film coated tablet to uncoated tablet with submission 

of requisite fee. 

Revision of master formulation as per label claim i.e. ñNebivolol as HClé.5mgò as the master 

formulation mentions the quantity of API as 5.722mg. 

182.  Name and address of manufacturer / 

Applicant 

M/s Wellborne Pharmachem and Biologicals,Plot no. 

51/1, 52/2, Phase I and II Industrial Estate, Hattar.  

Diary No. Date of R& I & fee  Diary No:3058, 23/01/2018, Rs: 20,000/- 22/01/2018 

Brand Name +Dosage Form + Strength Nebron Tablet 10mg 

Composition Each film coated tablet contains: 

Nebivolol as HClé.10mg 

Pharmacological Group Beta blocking agents, selective (C07AB12) 

Type of Form Form 5 

Finished product Specification Manufacturer Spec. 

Pack size & Demanded Price 2x7ôs , Alu Alu Blister, As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Bystolic  

USFDA Approved 

Me-too status  061345; Nebil 5mg Tablet of M/s Getz Karachi 

GMP status  07-11-2018 Conclusion: 

As per available manufacturing, quality control and 

environmental facilities provided, documentation 

reviewed, technical/qualified personnel employed and 

observations made during inspection, the firm Wellborne 

Hattar is considered to be operating under satisfactory 

level of Cgmp compliance and hence recommend for the 

grant of Cgmp certificate. 

Remarks of the Evaluator. Evidence of international availability as film coated tablet. 

The Master formulation mentions the quantity of API as 

11.44mg. 

Decision: Deferred for the following reasons: 

Evidence of approval of applied formulation as film coated tablet in reference regulatory 

authorities/agencies which were declared/approved by the Registration Board in its 275th 

meeting or revision of formulation from film coated tablet to uncoated tablet with submission 

of requisite fee. 

Revision of master formulation as per label claim i.e. ñNebivolol as HClé.10mgò as the master 

formulation mentions the quantity of API as 11.44mg. 

183.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee Dy.No 26712-I dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Vidamet 50mg+1000mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Vidagliptiné50mg 

Metformin as HClé1000mg" 

Pharmacological Group Combinations of oral blood glucose lowering drugs 

A10BD08 

Type of Form Form 5 

Finished product Specification Manufacturer Specs. 
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Pack size & Demanded Price 3x10ôs, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

TGA Approved. 

Me-too status  081907; Galmet 50mg/1000mg Tablet 

M/s Vision Pharmaceuticals, Kahuta Road, Islamabad. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. ¶ The applied formulation is Metformin as 

HClé1000mg whereas, internationally it is 

approved as Metformin HCl. 

Decision: Registration Board approved the formulation as "Each Film Coated Tablet 

Contains: Vidagliptiné50mg, Metformin HClé1000mg". 

184.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-I dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Vidamet 50mg+850mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Vidagliptiné50mg 

Metformin as HClé850mg" 

Pharmacological Group Combinations of oral blood glucose lowering drugs 

A10BD08 

Type of Form Form 5 

Finished product Specification Inhouse 

Pack size & Demanded Price 3x10ôs, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

GALVUMET\ 

TGA Approved 

Me-too status  081906; Galmet 50mg/850mg Tablet 

M/s Vision Pharmaceuticals, Kahuta Road, Islamabad. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. The applied formulation is Metformin as HClé850mg 

whereas, internationally it is approved as Metformin HCl. 

Decision: Registration Board approved the formulation as "Each Film Coated Tablet 

Contains: Vidagliptiné50mg, Metformin HClé850mg". 

185.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-B dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Terbimed 125mg Tablet  

Composition "Each Film Coated Tablet Contains: 

Terbinafine HCl eq. to Terbinafineé125mg" 

Pharmacological Group Antifungals for systemic use 

D01BA02 

Type of Form Form 5 

Finished product Specification USP/BP 

Pack size & Demanded Price 10ôs, as per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

LAMISIL terbinafine 125mg (uncoated tablets) 

TGA Approved. 

Me-too status  070118; "Terbizine Tablet of M/s Candid Pharma 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. Firm has applied for film coated tablet whereas; 

internationally it is available as uncoated tablet. 

Decision: Deferred for revision of formulation from film coated tablet to uncoated tablet with 

submission of requisite fee. 
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186.  

 

Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-C dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Terbimed 250mg Tablet  

Composition "Each film coated tablet Contains: 

Terbinafine as HCLé250mg" 

Pharmacological Group Antifungals for systemic use 

D01BA02 

Type of Form Form 5 

Finished product Specification USP/BP 

Pack size & Demanded Price As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

LAMISIL terbinafine 250mg  

TGA Approved. 

Me-too status  081184; Cutis 250mg Tablet  

Tabros Pharma Karachi. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. Firm has applied for film coated tablet whereas, 

internationally it is available as uncoated tablet. 

Decision: Deferred for revision of formulation from film coated tablet to uncoated tablet with 

submission of requisite fee. 

187.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-J dated 03-08-2018  Rs.20,000/- 3-08-2018 

Brand Name +Dosage Form + Strength Ondasave 8mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Ondansetron HCl Dihydrate eq. to Ondansetroné8mg" 

Pharmacological Group Antiemetics And Antinauseants 

A04AA01 Serotonin (5HT3) antagonists 

Type of Form Form 5 

Finished product Specification USP. 

Pack size & Demanded Price 1x10ôs, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

ZOFRAN Tablets, 8 mg (ondansetron HCl dihydrate 

equivalent to 8 mg of ondansetron), 

USFDA Approved. 

Me-too status  081451; Ondonx Tablet of M/s Genix Pharma Karachi. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. ¶ The master formulation mentions Ondansetron 

HCl Dihydrate é8mg whereas, label claim 

mentions Ondansetron HCl Dihydrate eq. to 

ondansetroné8mg" 

Decision: Approved. 

188.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-G dated 03-08-2018  Rs.20,000/- 3-08-2018 

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

Composition "Each 4ml Contains: 

Ondansteron HCl Dihydrateé8mg" 

Pharmacological Group Antiemetics And Antinauseants 

A04AA01 Serotonin (5HT3) antagonists 

Type of Form Form 5 

Finished product Specification USP/BP 

Pack size & Demanded Price 4 ml glass ampoule, As per SRO. 
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Approval status of product in Reference 

Regulatory Authorities. 

Firm has submitted Germany approved. 

Me-too status  081892; Doston 8mg Injection 

Each ampoule of 4ml contains:-Ondansetron 

hydrochloride equivalent to Ondansetronéé.é..8mg 

M/s Vision Pharmaceuticals, Kahuta Road, Islamabad. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. Liquid Injectable section is present. 

¶ Internationally it is approved as Each ampoule of 4ml 

contains:-Ondansetron hydrochloride equivalent to 

Ondansetron whereas, you have applied for 

Ondansteron HCl Dihydrate. 

Decision:Registration board approved the applied formulation as follow ñEach ampoule of 4ml 

contains:-Ondansetron hydrochloride equivalent to Ondansetroné8mg. 

189.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-E dated 03-08-2018  Rs.20,000/- 3-08-2018 

Brand Name +Dosage Form + Strength Ondasave 4mg/5ml Syrup 

Composition "Each 5ml of Syrup Contains: 

Ondansetron HCl eq. to Ondansetroné4mg" 

Pharmacological Group Antiemetics And Antinauseants 

A04AA01 Serotonin (5HT3) antagonists 

Type of Form Form 5 

Finished product Specification Not provided. 

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

Approval status of product in Reference 

Regulatory Authorities. 

Not provided. 

Me-too status  Couldnot be confirmed 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. ¶ Oral Liquid section is present. 

¶ Evidence of approval of applied formulation in 

reference regulatory authorities/agencies which were 

declared/approved by the Registration Board in its 

275th meeting. 

¶ Evidence of applied formulation/drug already approved 

by DRAP (generic / me-too status) along with 

registration number, brand name and name of firm. 

Decision: Deferred for the following reasons: 

¶ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status) 

along with registration number, brand name and name of firm. 

¶ Evidence of approval of applied formulation in reference regulatory authorities/agencies 

which were adopted by the Registration Board. 

190.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-A dated 03-08-2018  Rs.20,000/- 3-08-2018 

Brand Name +Dosage Form + Strength Amisave 100mg/2ml Injection (IM/IV)  

Composition "Each 2ml Contains: 

Amikacin Sulphateé100mg" 

Pharmacological Group J01GB06 

Other aminoglycosides 

Type of Form Form 5 

Finished product Specification Present in USP. 

Pack size & Demanded Price 2ml type I glass ampoule, As per SRO. 
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Approval status of product in Reference 

Regulatory Authorities. 

Could not be confirmed. 

Me-too status  081056; Ekasin 100mg Injection of M/s Epharm Karachi. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. ¶ International availability of applied formulation 

couldnôt be confirmed. 

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

authorities/agencies which were adopted by the Registration Board. 

191.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-H dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Dingo 0.5mg/ml Syrup  

Composition "Each 5ml of syrup contains: 

Desloratadineé2.5mg 

Pharmacological Group R06AX27 

Other antihistamines for systemic use 

Type of Form Form 5 

Finished product Specification Manufacturer Specs. 

Pack size & Demanded Price 120ml, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

MHRA Approved  

Oral Solution. 

Me-too status  081671; Mdisin  2.5mg Syrup  

M/s Metro Pharmaceuticals, Islamabad 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. Firm has oral liquid section. 

Decision: Deferred for the clarification of applied formulation as internationally it is approved 

as oral solution whereas, the applied formulation is syrup. 

192.  Name and address of manufacturer / 

Applicant 

"M/s Medisave Pharmaceuticals.,Plot 578-579, Sundar 

Industrial Estate, Lahore, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26712-D dated 03-08-2018  Rs.20,000/- 03-8-2018 

Brand Name +Dosage Form + Strength Medistil 10ml Injection  

Composition "Each Ampoule Contains: 

Water for Injectioné10ml" 

Pharmacological Group Diluent 

Type of Form Form 5 

Finished product Specification BP 

Pack size & Demanded Price 100s, 500s, 10cc glass ampoule. 

Approval status of product in Reference 

Regulatory Authorities. 

MHRA Approved. 

Me-too status  076482; Water for Injection 10ml By Healthtek Kar. 

GMP status  11-12-2017 & 10-01-2018. 

GMP Certificate issued on 15-03-2018. 

Remarks of the Evaluator. Firm has SVP infusion section. 

Decision: Approved with innovatorôs specification. 

193.  Name and address of manufacturer / 

Applicant 

"M/s AGP Limited.B-23, S.I.T.E. Karachi" 

Diary No. Date of R& I & fee  Dy.No 26444 dated 01-08-2018  Rs.20,000/- 31-7-2018 

Brand Name +Dosage Form + Strength Vilzamet 50/850 mg Tablet  

Composition "Each film coated tablet Contains: 

Vildagliptiné50mg 

Metformin Hydrochlorideé850mg" 

Pharmacological Group Drugs Used In Diabetes 

A10BD08 
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Type of Form Form 5 

Finished product Specification In-house 

Pack size & Demanded Price Rs. 1082.66 for 14ôs. 

Approval status of product in Reference 

Regulatory Authorities. 

GALVUMET\ 

TGA Approved 

Me-too status  081906; Galmet 50mg/850mg Tablet 

M/s Vision Pharmaceuticals, Islamabad. 

GMP status  13-05-2019 Conclusion: 

Keeping in view the overall GMP standards in the firm, 

based on the fact of above observations their overall 

compliance level was noted good. 

Remarks of the Evaluator.  

Decision: Approved with innovatorôs specification. 

194.  Name and address of manufacturer / 

Applicant 

"M/s AGP Limited.B-23, S.I.T.E. Karachi" 

Diary No. Date of R& I & fee  Dy.No 26443 dated 01-08-2018  Rs.20,000/- 31-07-2018 

Brand Name +Dosage Form + Strength Vilzamet 50/500 mg Tablet  

Composition "Each film coated Tablet Contains: 

Vildagliptiné50mg 

Metformin Hydrochlorideé500mg" 

Pharmacological Group Drugs Used In Diabetes 

A10BD08 

Type of Form Form 5 

Finished product Specification Inhouse 

Pack size & Demanded Price Rs. 1077/- for 14ôs. 

Approval status of product in Reference 

Regulatory Authorities. 

GALVUMET\ 

TGA Approved 

Me-too status  081905; Galmet 50mg/500mg Tablet 

M/s Vision Pharmaceuticals, Islamabad. 

GMP status  13-05-2019 Conclusion: 

Keeping in view the overall GMP standards in the firm, 

based on the fact of above observations their overall 

compliance level was noted good. 

Remarks of the Evaluator.  

Decision: Approved with innovatorôs specification. 

195.  Name and address of manufacturer / 

Applicant 

"M/s AGP Limited.B-23, S.I.T.E. Karachi" 

Diary No. Date of R& I & fee  Dy.No 26604 dated 02-08-2018  Rs.20,000/- 02-08-2018 

Brand Name +Dosage Form + Strength Delirep 500µg Tablet  

Composition "Each Tablet Contains: 

Roflumilasté500 Õg "  

Pharmacological Group R03DX07 

Other systemic drugs for obstructive airway diseases 

Type of Form Form 5 

Finished product Specification Manufacture Specs. 

Pack size & Demanded Price 10ôs  for Rs. 174.00/-. 

Approval status of product in Reference 

Regulatory Authorities. 

Daliresp Tablets 

USFDA Approved. 

Me-too status  NA 

GMP status  13-05-2019 Conclusion: 

Keeping in view the overall GMP standards in the firm, 

based on the fact of above observations their overall 

compliance level was noted good. 

Remarks of the Evaluator. Submission of stability studies data as per Requirements 

of Registration Board decision of 251st meeting and 278th 

meeting. 
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Decision: Registration Board deferred the case for submission of stability study data as per the 

guidelines provided in 278th meeting of Registration Board. 

196.  Name and address of manufacturer / 

Applicant 

"M/s Kaizen Pharmaceuticals Pvt Ltd. E-127-129, North 

Western Industrial Zone, Bin Qasim, Karachi" 

Diary No. Date of R& I & fee  Dy.No 26607 dated 02-08-2018  Rs.20,000/- 31-07-2018 

Brand Name +Dosage Form + Strength Lurasid 60mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Lurasidone HClé60mg" 

Pharmacological Group Antipsychotics 

N05AE05 Indole derivatives 

Type of Form Form 5 

Finished product Specification Innovator Specs. 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Latuda 

USFDA Approved 

Me-too status  NA 

GMP status  02-07-2019 Conclusion: 

The building, facilities and procedures demonstrated at the 

time of inspection found at satisfactory level of GMP 

compliance. Moreover, firm should focus on above 

mentioned observations and comply with them on priority 

basis. 

Remarks of the Evaluator. ¶ Submission of stability studies data and related 

documents as per Decision of 278th meeting of 

Registration board as the applied formulation is 

subsequent new drug generic version. 

Decision: Registration Board deferred the case for submission of stability study data as per the 

guidelines provided in 278th meeting of Registration Board. 

197.  Name and address of manufacturer / 

Applicant 

"M/s Kaizen Pharmaceuticals Pvt Ltd.  E-127-129, North 

Western Industrial Zone, Bin Qasim, Karachi" 

Diary No. Date of R& I & fee  Dy.No 26606 dated 02-08-2018  Rs.20,000/- 31-07-2018 

Brand Name +Dosage Form + Strength Lurasid 20mg Tablet 

Composition "Each Film Coated Tablet Contains: 

Lurasidone HClé20mg" 

Pharmacological Group Antipsychotics 

N05AE05 Indole derivatives 

Type of Form Form 5 

Finished product Specification Innovator Specs. 

Pack size & Demanded Price 10ôs, 20ôs, 30ôs, As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Latuda 

USFDA Approved 

Me-too status  NA 

GMP status  02-07-2019 Conclusion: 

The building, facilities and procedures demonstrated at the 

time of inspection found at satisfactory level of GMP 

compliance. Moreover, firm should focus on above 

mentioned observations and comply with them on priority 

basis. 

Remarks of the Evaluator. ¶ Submission of stability studies data and related 

documents as per Decision of 278th meeting of 

Registration board as the applied formulation is 

subsequent new drug generic version. 

Decision: Registration Board deferred the case for submission of stability study data as per the 

guidelines provided in 278th meeting of Registration Board. 
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198.  Name and address of manufacturer / 

Applicant 

"M/s Lisko Pakistan Pvt Ltd. L-10-D, Block 21, Shaheed 

Rashid Minhas Road, F.B. Industrial Area, Karachi" 

Diary No. Date of R& I & fee  Dy.No 26700 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Brand Name +Dosage Form + Strength Peroxa CR 12.5 mg Tablet  

Composition "Each enteric, film  coated, controlled release  tablet 

Contains: 

Paroxetine Hydrochloride Eq. to Paroxetineé12.5mg" 

Pharmacological Group Anti-depressants 

N06AB05 Selective serotonin reuptake inhibitors 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs, 20ôs, 28ôs, 30ôs, 42ôs, 50ôs, 60ôs, 70ôs, 80ôs, 90ôs, 

100ôs                    Rs. 500/tablet. 

Approval status of product in Reference 

Regulatory Authorities. 

Paxil CR USFDA Approved. 

Warning: Suicidal Thoughts And Behaviors 

Me-too status  081953; Panox CR Tablet 12.5 mg  

M/s Regal Pharmaceuticals, Islamabad 

GMP status  24-04-2018 Conclusion: 

ñBased on current inspection, documents reviewed it was 

noted that firm is currently working under satisfactory 

level of cGMP compliance.  

(Show cause notice revoked on 27-04-2018)ò 

Remarks of the Evaluator.  

Decision: Approved. 

199.  Name and address of manufacturer / 

Applicant 

"M/s Lisko Pakistan Pvt Ltd. L-10-D, Block 21, Shaheed 

Rashid Minhas Road, F.B. Industrial Area, Karachi" 

Diary No. Date of R& I & fee  Dy.No 26701 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Brand Name +Dosage Form + Strength Peroxa CR 25 mg Tablet  

Composition "Each enteric, film  coated, controlled release  tablet 

Contains: 

Paroxetine Hydrochloride Eq. to Paroxetineé25mg" 

Pharmacological Group Anti-depressants 

N06AB05 Selective serotonin reuptake inhibitors 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs, 20ôs, 28ôs, 30ôs, 42ôs, 50ôs, 60ôs, 70ôs, 80ôs, 90ôs, 

100ôs               Rs. 1000/tablet.  

Approval status of product in Reference 

Regulatory Authorities. 

Paxil CR USFDA Approved with boxwarning. 

Warning: Suicidal Thoughts And Behaviors 

Me-too status  081955; Panox CR Tablet 25 mg  

M/s Regal Pharmaceuticals, Islamabad 

GMP status  24-04-2018 Conclusion: 

ñBased on current inspection, documents reviewed it was 

noted that firm is currently working under satisfactory 

level of cGMP compliance.  

(Show cause notice revoked on 27-04-2018)ò 

Remarks of the Evaluator.  

Decision: Approved. 

200.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals, B-64, KDA, Scheme No. 

1, Main Karsaz Road, Karachi, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26820 dated 06-08-2018  Rs.20,000/- 06-08-2018 

Brand Name +Dosage Form + Strength Ebak 20mg Tablet  

Composition "Each Film Coated Tablet Contains: 

Ebastineé20mg"  
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Pharmacological Group R06AX22 

Other antihistamines for systemic use 

Type of Form Form 5 

Finished product Specification JP Specs. 

Pack size & Demanded Price 10s, 14ôs, As per SRO.As per leader price 

Approval status of product in Reference 

Regulatory Authorities. 

Kestine 

Netherland Approved. 

Me-too status  080844; "Lobastin Tablet 20mg 

"M/s Lowitt Pharmaceutical (Pvt) Ltd, Peshawar." 

GMP status  High-Q Pharmaceuticals Karachi. 10/04/18

 Conclusion: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the finding of 

inspection, including the observations & advises made, 

M/s High-Q Pharma is located at plot no.224, sector 23, 

Karachi was considered to be operating at an acceptable 

level of compliance with good manufacturing practices for 

Pharma products.ò 

Remarks of the Evaluator.  

Decision: Approved. 

201.  

 

Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals, B-64, KDA, Scheme No. 

1, Main Karsaz Road, Karachi, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26819 dated 06-08-2018  Rs.20,000/- 06-08-2018 

Brand Name +Dosage Form + Strength Dayline 2g IV Injection  

Composition "Each Vial Contains: 

Ceftriaxone Sodium Eq. to Ceftriaxoneé2g" 

Pharmacological Group J01DD04 

Third-generation cephalosporins 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 1ôs, As per PRC. 

Approval status of product in Reference 

Regulatory Authorities. 

Rocephin 2 g powder for solution for infusion 

EMA Approved. 

Me-too status  041429; "SPORCEF-2gm Injection 

"M/s Lowit Pharma (Pvt) Ltd., Peshawar," 

GMP status  High-Q Pharmaceuticals Karachi. 10/04/18

 Conclusion: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the finding of 

inspection, including the observations & advises made, 

M/s High-Q Pharma is located at plot no.224, sector 23, 

Karachi was considered to be operating at an acceptable 

level of compliance with good manufacturing practices for 

Pharma products.ò 

Remarks of the Evaluator.  

Decision: Approved. 

202.  Name and address of manufacturer / 

Applicant 

"M/s High-Q Pharmaceuticals, B-64, KDA, Scheme No. 

1, Main Karsaz Road, Karachi, Pakistan" 

Diary No. Date of R& I & fee  Dy.No 26821 dated 06-08-2018  Rs.50,000/- 06-08-2018 

Brand Name +Dosage Form + Strength Dayfort 2g IM/IV Injection  

Composition "Each Vial Contains: 

Ceftazidime as Pentahydrateé2g" 

Pharmacological Group J01DD02 

Third-generation cephalosporin 

Type of Form Form 5 
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Finished product Specification USP 

Pack size & Demanded Price 1ôS, As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Fortum® 2 g powder for solution for injection or infusion 

IV (MHRA Approved) 

Me-too status  Could not be confirmed. 

GMP status  10/04/18 Conclusion: 

ñBased on the areas inspected, the people met and the 

documents reviewed, and considering the finding of 

inspection, including the observations & advises made, 

M/s High-Q Pharma is located at plot no.224, sector 23, 

Karachi was considered to be operating at an acceptable 

level of compliance with good manufacturing practices for 

Pharma products.ò 

Remarks of the Evaluator. ¶ IM could not be confirmed in the applied strength. 

¶ Me too in applied strength could not be confirmed. 

Deferred for following reasons: 

¶ Evidence of applied formulation/drug already approved by DRAP (generic / me-too status) 

along with registration number, brand name and name of firm. 

¶ Evidence of approval of applied formulation in reference regulatory authorities/agencies 

which were adopted by the Registration Board. 

203.  Name and address of manufacturer / 

Applicant 

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

Ferozepur Road, Lahore. 

Brand Name +Dosage Form + Strength Fortexone Injection 250mg IM 

Cefomed 

Cefnome 

Composition Each Vial Contains: 

Ceftriaxone Sodium Eq. to Ceftriaxoneé250mg 

Diary No. Date of R& I & fee  Dy.No 26707 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Pharmacological Group J01DD04 

Third-generation cephalosporins 

Type of Form Form-5 

Finished product Specification USP Specs. 

Pack size & Demanded Price 1ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

EMA Approved. 

Me-too status  073207; "Trize Injection 250mg IM. 

M/s Lawari International, , Swat (contract manufacturing 

from M/s. Fassgen Pharmaceuticals)" 

GMP status  22-01-2019 Conclusion: 

Based on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Nova-Med Lahore. is considered to be 

operating at Good level of compliance of GMP 

requirements. 

Remarks of the Evaluator.  

Decision:  Approved. 

204.  Name and address of manufacturer / 

Applicant 

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

Ferozepur Road, Lahore. 

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

Cefomed 

Cefnome 

Composition Each Vial Contains: 

Ceftriaxone Sodium Eq. to Ceftriaxoneé500mg 

Diary No. Date of R& I & fee  Dy.No 26708 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Pharmacological Group J01DD04 

Third-generation cephalosporins 

Type of Form Form-5 
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Finished product Specification USP Specs. 

Pack size & Demanded Price 1ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Rocephin IM 500 mg 

Powder and Solvent for Solution for Injection 

MHRA Approved. 

Me-too status  073208 ; "Trize Injection 500mg IM. 

 M/s Lawari International, Saidu Sharif Swat (contract 

manufacturing from M/s. Fassgen Pharmaceuticals)" 

GMP status  22-01-2019 Conclusion: 

Based on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Nova-Med Lahore. is considered to be 

operating at Good level of compliance of GMP 

requirements. 

Remarks of the Evaluator.  

Decision:  Approved. 

205.  Name and address of manufacturer / 

Applicant 

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

Ferozepur Road, Lahore. 

Brand Name +Dosage Form + Strength Fortexone Injection 1g IM 

Cefomed 

Cefnome 

Composition Each Vial Contains: 

Sterile Ceftriaxone Sodium Eq. to Ceftriaxoneéé..1g 

Diary No. Date of R& I & fee  Dy.No 26709 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Pharmacological Group 3rd Generation Antibiotic 

Type of Form Form-5 

Finished product Specification USP Specs. 

Pack size & Demanded Price 1ôs / As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

EMA Approved. 

Me-too status  073209 ; Trize Injection 1g IM. 

"M/s Lawari International, ,Saidu Sharif Swat (contract 

manufacturing from M/s. Fassgen Pharmaceuticals)" 

GMP status  22-01-2019 Conclusion: 

Based on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Nova-Med Lahore. is considered to be 

operating at Good level of compliance of GMP 

requirements. 

Remarks of the Evaluator.  

Decision:  Approved. 

206.  Name and address of manufacturer / 

Applicant 

"M/s Getz Pharma Pvt Ltd. 

29-30/27, Korangi Industrial Area, Karachi." \ 

Diary No. Date of R& I & fee  Dy.No 26702 dated 03-08-2018  Rs.20,000/- 03-08-2018 

Brand Name +Dosage Form + Strength Lisino-H 20mg + 12.5mg Tablet 

Composition "Each Tablet Contains: 

Lisinopril Dihydrate eq. to Lisinoprilé20mg 

Hydrochlorothiazideé12.5mg" 

Pharmacological Group C09BA03 

ACE inhibitors and diuretics 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price As per PRC 

Approval status of product in Reference 

Regulatory Authorities. 

Zestoretic uncoated tablets. 

USFDA Approved with box warning. 

Me-too status  081496; Co-Zairl 20mg Tablet of M/s PPP Karachi. 
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GMP status  01-07-2019 Conclusion: 

Based on the areas inspected, the people met and the 

documents reviewed, and considering the findings of the 

inspection M/s Getz Pharma Karachi is considered to be 

operating at an acceptable level of compliance of GMP 

requirements. 

Remarks of the Evaluator.  

Decision:  Approved. 

207.  Name and address of manufacturer / 

Applicant 

M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Industrial 

Triangle, Kahuta Road, Islamabad 

Diary No. Date of R& I & fee  Diary No:41155, 06/12/2018, Rs: 20,000/- 06/12/2018 

Brand Name +Dosage Form + Strength Rivas 6mg Capsule 

Composition Each Capsule Contains: 

Rivastigmine as Hydrogen Tartrate Eq. to 

Rivastigmineé6mg 

Pharmacological Group Anti-Dementia Drugs 

Anticholinesterases (N06DA03) 

Type of Form Form 5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs, 28ôs, 60ôs, As per SRO. 

Approval status of product in Reference 

Regulatory Authorities. 

Rivastigmine Mylan 6mg hard capsules 

MHRA Approved 

Me-too status  079954; Riveme 6mg Capsule of M/s Genix Karachi. 

GMP status  19-09-2018, Grant of additional sections. 

Remarks of the Evaluator.  

Decision:  Approved. 

  

b. Deferred cases 
208.  Name and address of manufacturer / 

Applicant 

M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Industrial 

Triangle, Kahuta Road, Islamabad 

Diary No. Date of R& I & fee  Diary No:41508, 07/12/2018, Rs: 20,000/- Dated 07/12/2018 

Brand Name +Dosage Form + Strength Volden Forte 50mg Capsule 

Composition Each Capsule Contains: 

Diclofenac Sodium as Enteric Coated Pelletséé..... 50mg" 

Pharmacological Group Acetic acid derivatives and related substances 

M01AB05 

Type of Form Form 5 

Finished product Specification Inhouse 

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

Approval status of product in 

Reference Regulatory Authorities. 

DIFENE 

Ireland Approved. 

Me-too status  071688; Hegen-50 Capsules M/s Healers Pharma, Peshawar.  

GMP status  19-09-2018, Grant of additional sections. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharma 

¶ Signature of applicant missing on Form 5. 

Previous Decision (M-287): Deferred for signatures of of applicant on Form-5. 

Evaluation by PEC: 

Firm has submitted signed Form 5. 

Decision: Approved. 

209.  Name and address of manufacturer / 

Applicant 

M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Industrial 

Triangle, Kahuta Road, Islamabad 

Diary No. Date of R& I & fee  Diary No:41509, 07/12/2018, Rs: 20,000/- Dated 07/12/2018 

Brand Name +Dosage Form + Strength Volden Forte SR 100mg Capsule 

Composition Each Capsule Contains: 

Diclofenac Sodium as Sustained Release Pellets 

32%...100mg" 
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Pharmacological Group Acetic acid derivatives and related substances 

M01AB05 

Type of Form Form 5 

Finished product Specification BP 

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

Approval status of product in 

Reference Regulatory Authorities. 

Rhumalgan XL100 mg Modified-Release Capsules 

MHRA Approved 

Me-too status  069771 

Med-Diclo Capsules 

Meditech Pharmaceuticals  

15-D Industrial Estate, Jamrud Road, Peshawar 

GMP status  19-09-2018, Grant of additional sections. 

Remarks of the Evaluator. ¶ Source of pellets: Vision Pharma 

¶ Signature of applicant missing on Form 5. 

Previous Decision (M-287): Deferred for signatures of of applicant on Form-5. 

Evaluation by PEC: 

Firm has submitted signed Form 5. 

Decision: Approved. 

210.  Name and address of manufacturer / 

Applicant 

M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Industrial 

Triangle, Kahuta Road, Islamabad 

Diary No. Date of R& I & fee  Diary No:41538, 07/12/2018, Rs: 20,000/- Dated 07/12/2018 

Brand Name +Dosage Form + Strength Mebetex SR Capsule 200mg 

Composition Each Capsule Contains: 

Mebeverine HCL(SR Pellets 50%)é200mg 

Pharmacological Group Synthetic anticholinergic, esters with tertiary amino group 

A03AA04 

Type of Form Form 5 

Finished product Specification In-house  

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

Approval status of product in 

Reference Regulatory Authorities. 

Colofac MR 

MHRA Approved. 

Me-too status  080547; Mebrest-200 Capsule  

M/s Aurik Pharmaceuticals, Islamabad 

GMP status  19-09-2018, Grant of additional sections. 

Remarks of the Evaluator. ¶ Source : Vision Pharma. 

¶ Signature of applicant missing on form 5. 

Previous Decision (M-287): Deferred for signatures of of applicant on Form-5. 

Evaluation by PEC: 

Firm has submitted signed Form 5. 

Decision: Approved. 

211.  Name and address of manufacturer / 

Applicant 

M/s. Lisko Pakistan (Pvt.) Ltd.L-10-D, Block# 21, Shaheed 

Rashid Minhas Road, Federal ñBò  Industrial Area, Karachi 

Brand Name +Dosage Form + Strength Voltrex Plus tablet 75mg+200mcg 

Composition Each enteric coated tablet contains: 

Diclofenac sodiumé.75 mg 

Misoprostolééé0.2mg 

Diary No. Date of R& I & fee  Dy. No. 7982, 07-07-2017 , Rs.20,000/- (07-07-2017) 

Pharmacological Group NSAID/Prostaglandin 

Type of Form Form-5 

Finished product Specification USP 

Pack size & Demanded Price 10ôs, 14ôs, 20ôs, 28ôs, Alu Alu; Rs 60/Tablet 

Approval status of product in 

Reference Regulatory Authorities. 

USFDA Approved 

Me-too status  Registration Number: 024014 

Brand Name: Cytopan-75 Tablets  

Manufacturer Name: M/s Getz Pharma (Pvt) Ltd, Karachi 

GMP status   




