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307th meeting of Registration Board was held on 08th- 10th June, 2021 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 the following:-   

1.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

Faculty of Pharmacy, Ziauddin University, Karachi. 

 

Member 

2.  Lt. Gen.(R) Prof. Dr. Karamat Ahmed Karamat (HI-M, SI-M) 

Former Surgeon General Pakistan 

Member 

3.  Maj. Gen. (R) Dr.Tahir Mukhtar Sayed, 

Inspector General (Hospitals), Fauji Foundation, Rawalpindi 

Member 

4.  Mr. Iftikhar A.Choudhary, 

Ex-Chief Pharmacist, Punjab Unviersity, Lahore 

 

Member 

5.  Dr. Qurban Ali, Former Director General, 

National Veterinary Laboratories, Islamabad  

 

Member 

6.  Dr. Amanullah Khan, Director, 

Drugs Testing Laboratory, Quetta. Government of Balochistan 

Member 

7.  Dr. Muhammad Khalid Jawed, Director, 

Drugs Testing Laboratory,Peshawar Government of Khyber Pakhtunkhwa 

Member 

8.  Mr. Muhammad Sohail, Director, 

Drugs Testing Laboratory, Lahore Government of the Punjab 

Member 

9.  Syed Adnan Rizvi,  

Director, Drugs Testing Laboratory, Karachi. Government of Sindh 

Member 

10.  Mr. Ghulam Mujtaba, Dy. Director, Representative of IPO, Islamabad. Member 

11.  Mr. Muhammad Aslam, Deputy Draftsman-II,  

Representative of Ministry of Law & Justice, Islamabad 

Member 

12.  Dr. Noor-us-Saba, Director,  

Representative of Biological Evaluation & Research Division, DRAP 

Member 

13.  Mst. Mahvesh Ansari, Deputy Director (QC), 

Representative of QA&LT Division, DRAP 

Member 

14.  Mr. Abdullah,  

Additional Director (PE&R), DRAP. 

Member/ 

Secretary 

15.  Dr. Muhammad Akram, Dy.Animal Husbandry Commissioner, 

M/o National Food Security & Research, Islamabad 

Co-Opted 

Member 

 

Mr. Asif Jalil, Incharge PEC and respective Assistant Directors, presented the agenda 

of PE&R Division. Additional Director DBER & Assistant Directors DBER attended the 

meeting to present the agenda of Biological Evaluation & Research Division. Deputy Director, 

QA&LT was assisted by respective Assistant Directors to present the agenda of QA & LT 

Division. 

 

Mr. Jalal Ud Din Zaffar, Mr. Hamid Raza & Mr.Uzair Nagra (PPMA); Mr. Nadeem 

Alamgir & Mr. Aftab Ahmed Khan (Pharma Bureau) and Mr. Atif Iqbal & Sai fur Rehman 

(PC&DA) attended the meeting as observers.  
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Item No. I:  Confirmation of Minutes of Registration Board from 297th to 306th 

Meetings. 

297th Meeting of Registration Board. 

297th meeting of Registration Board was held on 12th, 13th, 14th & 15th January, 2021. 

Initially the partial minutes of 297th meeting of Registration Board were circulated among the 

members of Board on 18th January, 2021 for kind perusal/ consideration/ approval/comments 

(if any).  

 

Later, draft minutes of 297th meeting of Registration Board were circulated among the 

members of Registration Board on 1st March, 2021 with the request of perusal/ 

approval/comments. All members agreed with the draft minutes. However, during finalization 

of draft minutes the following typo errors were found which were corrected, accordingly; 
Cases 

mentioned @ 

Sr.No. 

Brand Name Correction Made 

78 Femidol 75mg/3ml 

Injection 

BP Specification. Previously Pharmacological group was 

mentioned as Specification 

83 Pacidex-10 D 10% IV 

Injection 1000ml 

Dextrose monohydrate 10g mentioned instead of 5gm in 

decision 

84 Pacidex-10 D 10% IV 

Injection 500ml 

-as above- 

85 Pasisal HS Brand Name corrected as Pacisal in decision 

86 Pasisal NS -as above- 

87 Pacilact-RL IV Infusion 

500ml 

Composition of Calcium chloride dehydrate corrected 

from 0.022g to 0.020g. 

1077 M-Xone 1g Injection IM Route of administration as IV was corrected according to 

initial application of firm as discussed/ deferred in 279th 

meeting of Registration Board.  

1127 Accred 100mg Tablet Formulation was corrected from enteric coated to 

sustained release tablet as per application of firm. 
 

Chairman, Registration Board approved the fair minutes of 297th meeting of 

Registration Board which were circulated among concerned divisions/sections for 

implementation. 
 

298th Meeting of Registration Board 

298th meeting of Registration Board was held on 18th January, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Director, Pharmaceutical 

Evaluation & Registration Division, DRAP. Dr.Noor-us-Saba, Director, DBE&R, Mr. Akhter 

Abbas Khan, Additional Director QA&LT Division and Mr. Abdullah, Additional Director 

(PE&R)/Secretary, Registration Board attended the meeting in-person; whereas following 

members attended the meeting via Zoom video link.  

1.   Lt. Gen. (R) Dr. Karamat Ahmed Karamat HI-M, SI-M,  

2.  Dr. Rafeeq Alam Khan, Meritorious Professor,  

3.  Maj.Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali, Ex-Director General,  

5.  Mr. Iftikhar A.Choudhar 

6.  Dr. Amanullah Khan, Director,  

7.  Syed Adnan Rizvi, Director, DTL, Government of Sindh 

8.  Mr. Zohaib Abbas Khan, Director Technical, DTL Rawalpindi 

9.  Ms. Saima Kanwal, Representative of IPO, Islamabad 
 

Prof.Brig.(R) Dr.Muzammil H.Najmi, Chairman Committee on Evaluation of Clinical 

Trials also joined the meeting via zoom link.  
 

Draft minutes of meeting were circulated among the members of Board on 18th January, 

2021 for kind perusal/consideration/ approval/comments (if any). All members agreed with the 

draft minutes. Chairman, Registration Board advised to incorporate the words that ñapproval 
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letter will be issued after grant of DSL to NIH by relevant Licensing Authorityò which was 

incorporated. Chairman, Registration Board approved the fair minutes of 298th meeting of 

Registration Board which were circulated to concerned division for implementation. 
 

299th Meeting of Registration Board 

299th meeting of Registration Board was held on 22nd January, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Director, PE&R/ Chairman 

Registration Board. Dr.Noor-us-Saba, Director, DBE&R, Mr. Akhter Abbas Khan, Additional 

Director QA&LT Division and Mr. Abdullah, Additional Director (PE&R)/Secretary, 

Registration Board attended the meeting in-person; whereas following members attended the 

meeting via Zoom video link: 

1.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat 

2.  Dr. Rafeeq Alam Khan,  

3.  Maj.Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali, 

5.  Mr. Iftikhar A.Choudhary,  

6.  Dr. Khalid Javed Director DTL Peshawar 

7.  Mr. Muzammil Waheed Director DTL Rawalpindi  

8.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 
 

Prof. Brig. (R) Dr. Muzammil H. Najmi, Chairman Committee on Evaluation of 

Clinical Trials and Mr. Shahid Malik Additional Secretary Drugs Control, Department of 

Health Punjab also joined the meeting via zoom link.  
 

The draft minutes of the meeting were circulated among the members of Board on 24th 

January, 2021 for kind perusal/consideration/ approval/ comments (if any). Chairman, 

Registration Board approved the fair minutes of 299th meeting of Registration Board which 

were circulated to concerned division for implementation. 
 

300th Meeting of Registration Board 

300th meeting of Registration Board was held on 12th February, 2021 to discuss matters 

related to Covid-19. The meeting was Chaired by Dr. Obaidullah, Director, PE&R/ Chairman 

Registration Board. Mr. Abdullah, Additional Director (PE&R)/Secretary, Registration Board 

attended in-person; whereas following members attended the meeting via Zoom video link: 

1.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat 

2.  Dr. Rafeeq Alam Khan,  

3.  Maj.Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali,  

5.  Dr. Amanullah Khan, Director DTL Quetta  

6.  Mr. Muzammil Waheed Director DTL Rawalpindi  

7.  Syed Adnan Rizvi, Director DTL Karachi  

8.  Dr. Khalid Javed, Director DTL Peshawar  

9.  Dr. Noor-us-Saba, Director, DBE&R, DRAP. 

10.  Mr. Akhter Abbas Khan, Additional Director, QA&LT, DRAP. 
 

Prof. Brig. (R) Dr. Muzammil H. Najmi, Chairman Committee on Evaluation of 

Clinical Trials also attended the meeting on special invitation to apprise the Board about 

proceeding and decision of Committee. 
 

The draft minutes of subject meeting were circulated among the members of Board on 

15th February, 2021 for kind perusal/consideration/ approval/ comments (if any). All members 

agreed with the draft minutes. Accordingly, Chairman, Registration Board approved the fair 

minutes of 300th meeting of Registration Board which were circulated to concerned division 

for implementation. 

301st Meeting of Registration Board 

301st meeting of Registration Board was held on 4th March, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Director, PE&R/ Chairman 
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Registration Board. Ch. Zeeshan Nazir, Additional Director (DBER) and Mr. Abdullah, 

Secretary Registration Board attended the meeting in-person; whereas following members 

attended the meeting via Zoom video link: 

1.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat 

2.  Dr. Rafeeq Alam Khan,  

3.  Maj.Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Mr. Iftikhar A.Choudhary,  

5.  Dr. Amanullah Khan, Director DTL Quetta  

6.  Mr. Muzammil Waheed Director DTL Rawalpindi  

7.  Syed Adnan Rizvi, Director DTL Karachi  

8.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 

9.  Dr. Noor-us-Saba, Director, DBE&R, DRAP. 

10.  Mr. Akhter Abbas Khan, Additional Director, QA&LT, DRAP. 
 

Prof. Brig. (R) Dr. Muzammil H. Najmi, Chairman Committee on Evaluation of 

Clinical Trials also attended the meeting on special invitation to apprise the Board about 

proceeding and decision of Committee. Dr. Sofia Yunus, Deputy Director, Expanded Program 

on Immunization (EPI) also attended the meeting on special invitation to apprise the Board 

about the updated status of AEFI reporting of COVID-19 vaccine. 
  

The draft minutes of subject meeting were circulated among the members of Board on 

15th February, 2021 for kind perusal/consideration/ approval/ comments (if any). All members 

agreed with the draft minutes. Accordingly, Chairman, Registration Board approved the fair 

minutes of 301st meeting of Registration Board which were circulated to concerned division 

for implementation. 
 

302nd Meeting of Registration Board 

302nd meeting of Registration Board was held on 9th March, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Chairman, Registration 

Board. Mr. Abdullah, Additional Director (PE&R)/Secretary, Registration Board, DRAP 

attended the meeting in-person; whereas following members attended the meeting via zoom 

video link: 

1.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

2.  Maj. Gen. (R) Dr. Tahir Mukhtar Sayed,  

3.  Dr. Amanullah Khan, Director, DTL, Government of Baluchistan 

4.  Mr. Muzammil Waheed, Director DTL, Rawalpindi, Govt. of Punjab 

5.  Syed Adnan Rizvi, Director, Drugs Testing Laboratory, Government of Sindh 

6.  Dr.Noor Us Saba, Director, Division of Biological Evaluation & Research Division, 

DRAP 

7.  Mr. Akhter Abbas Khan, Additional Director (QA&LT), DRAP. 
 

The draft minutes of subject meeting were circulated among the members of Board on 

10th March, 2021 for kind perusal/consideration/ approval/ comments (if any). All members 

agreed with the draft minutes. Accordingly, Chairman, Registration Board approved the fair 

minutes of 302nd meeting of Registration Board which were circulated to concerned division 

for implementation. 
 

303rd Meeting of Registration Board 

303rd meeting of Registration Board was held on 11th March, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Chairman, Registration 

Board. Mr. Abdullah, Additional Director (PE&R)/Secretary, Registration Board, DRAP 

attended the meeting in-person; whereas following members attended the meeting via zoom 

video link. 

 

1.  Lt. Gen. ® Dr. Karamat A. Karamat  

2.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

3.  Maj. Gen. (R) Dr. Tahir Mukhtar Sayed,  
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4.  Dr. Qurban Ali 

5.  Mr. Iftikhar A. Choudhary, 

6.  Dr. Amanullah Khan, Director, DTL, Government of Baluchistan 

7.  Mr. Muzammil Waheed, Director DTL, Rawalpindi, Govt. of Punjab 

8.  Syed Adnan Rizvi, Director, Drugs Testing Laboratory, Government of Sindh 

9.  Dr.Noor Us Saba, Director, Division of Biological Evaluation & Research Division 

10.  Mr. Akhter Abbas Khan, Additional Director (QA&LT), DRAP. 

11.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 
 

The draft minutes of subject meeting were circulated among the members of Board on 

11th March, 2021 for kind perusal/approval/ comments (if any). All members agreed with the 

draft minutes. The Chairman, Registration Board approved the fair minutes of 303rd meeting 

of Registration Board which were circulated to concerned division for implementation. 

 

304th Meeting of Registration Board 

304th meeting of Registration Board was held on 8th April, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Chairman, Registration Board 

and was attended by Mr. Abdullah, Additional Director (PE&R)/Secretary, Registration Board, 

DRAP. Following members attended the meeting via zoom video link: 

1.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

2.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat, HI-M, SI-M, 

3.  Maj. Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali, 

5.  Mr. Iftikhar A. Choudhary, 

6.  Dr. Amanullah Khan, Director, DTL, Government of Baluchistan 

7.  Mr. Muzammil Waheed, Director DTL, Rawalpindi, Govt. of Punjab 

8.  Syed Adnan Rizvi, Director, DTL, Government of Sindh 

9.  Dr.Noor Us Saba, Director, Division of Biological Evaluation & Research Division. 

10.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 
 

The draft minutes of subject meeting were circulated among the members of 

Registration Board on 12th April, 2021 with the request for perusal/approval /comments (if 

any). None of the members disagreed the draft minutes. Accordingly, Chairman, Registration 

Board approved the fair minutes of 304th meeting of Registration Board which were circulated 

to concerned division for implementation. 

 

305th Meeting of Registration Board 

305th meeting of Registration Board was held on 07th May, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Chairman, Registration Board 

DRAP DRAP along-with physical participation of Dr.Noor-us-Saba, Director, DBE&R and 

Mr. Abdullah, Additional Director (PE&R)/Secretary, Registration Board. Following members 

attended the meeting via zoom video link: 

1.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

2.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat, HI-M, SI-M, 

3.  Maj. Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali, Ex-Director General, 

5.  Mr. Iftikhar A. Choudhary, 

6.  Dr. Amanullah Khan, Director, DTL, Government of Baluchistan 

7.  Dr. Muhammad Khalid Jawed, Director, DTL,  Government of KPK 

8.  Mr. Muzammil Waheed, Director DTL, Rawalpindi, Govt. of Punjab 

9.  Syed Adnan Rizvi, Director, Drugs Testing Laboratory, Government of Sindh 

10.  Mr. Akhter Abbas Khan, Additional Director (QA&LT), DRAP 

11.  Muhammad Aslam, Deputy Draftsman, Representative of M/o Law & Justice 

12.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 
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The draft minutes of subject meeting were circulated among the members of 

Registration Board on 10th May, 2021 with the request for perusal/approval /comments (if any). 

None of the members disagreed the draft minutes. Accordingly, Chairman, Registration Board 

approved the fair minutes of 305th meeting of Registration Board which were circulated to 

concerned division for implementation. 

 

306th Meeting of Registration Board (Virtual Meeting). 

306th meeting of Registration Board was held on 31st May, 2021 to discuss matters 

related to Covid-19. The meeting was chaired by Dr. Obaidullah, Chairman, Registration Board 

DRAP along-with physical participation of Dr.Noor-us-Saba, Director, DBE&R and Mr. 

Abdullah, Additional Director (PE&R)/Secretary, Registration Board. Following members 

attended the meeting via zoom video link: 

1.  Dr. Rafeeq Alam Khan, Meritorious Professor, 

2.  Lt. Gen. (R) Dr. Karamat Ahmed Karamat, HI-M, SI-M, 

3.  Maj. Gen. (R) Dr. Tahir Mukhtar Sayed,  

4.  Dr. Qurban Ali, Ex-Director General, 

5.  Mr. Iftikhar A. Choudhary, 

6.  Dr. Amanullah Khan, Director, DTL, Government of Baluchistan 

7.  Dr. Muhammad Khalid Jawed, Director, DTL,  Government of KPK 

8.  Mr. Muzammil Waheed, Director DTL, Rawalpindi, Govt. of Punjab 

9.  Syed Adnan Rizvi, Director, Drugs Testing Laboratory, Government of Sindh 

10.  Mr. Akhter Abbas Khan, Additional Director (QA&LT), DRAP 

11.  Muhammad Aslam, Deputy Draftsman, Representative of M/o Law & Justice 

12.  Mr. Ghulam Mujtaba, Representative of IPO, Islamabad. 

 

The draft minutes of subject meeting were circulated among the members of 

Registration Board on 1st June, 2021 with the request for perusal/approval /comments. All 

members agreed the draft minutes via email/WhatsApp. Accordingly, Chairman, Registration 

Board approved the fair minutes of 306th meeting of Registration Board which were circulated 

to concerned division for implementation. 

 

 

Decision: Registration Board confirmed the minutes of 297th, 298th, 299th, 300th, 301st, 

302nd, 303rd, 304th, 305th and 306th meetings of Registration Board. 
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Item No. II  Division of Pharmaceutical Evaluation & Registration 

 

 

Pharmaceutical Evaluation Cell (PEC) 

 

Item No. 1: Agenda of Evaluator PEC-III  (Mr. Muhammad Haseeb Tariq) 

Item No. 2: Agenda of Evaluator PEC-IV  (Mst.Farzana Raja) 

Item No. 3: Agenda of Evaluator PEC-VII  (Mst. Sidra Khalid)  

Item No. 4: Agenda of Evaluator PEC-V (Mst. Iqra Aftab)  

Item No. 5: Agenda of Evaluator PEC-II  (Mr. Ammar Ashraf Awan)  

Item No. 6: Agenda of Evaluator PEC-IX  (Mr. Hanif Ullah)  

Item No. 7: Agenda of Evaluator PEC-XI  (Mr. Farhadullah)  

Item No. 8: Agenda of Evaluator PEC-XIII  (Mr. Shahid Nawaz) 

Item No. 9: Agenda of Evaluator PEC-XIV  (Mr. Muhammad Ahsan Hafiz) 

Item No. 10: Agenda of Evaluator PEC-I  (Mr. Farooq Aslam) 

Item No. 11: Agenda of Evaluator PEC-VI  (Mr. Muhammad Umar Latif)  

Item No. 12: Agenda of Assistant Director RRR (Mr. Syed Ajwad Bukhari) 

Item No. 13: Agenda of Assistant Director RRR (Mst. Saima Hussain) 

 

 

 

Total Cases: 2403 
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Item No. 1: Agenda of Evaluator PEC-III  
 

Case no. 01 Registration applications for local manufacturing of drugs 

a.  Deferred cases of human drugs 

1.  Name and address of manufacturer / 

Applicant 

M/s Jupiter Pharma, Plot No. 25, Street # S-6, National 

Industrial Zone, Rawat, Islamabad. 

Contract Manufactured by: M/s Bio-Labs (Pvt.) Ltd., Plot 

No. 145, Industrial Triangle, Kahuta road, Islamabad. 

Brand Name +Dosage Form + Strength Jumep Injection  

Composition Each vial contain: 

Omeprazole sodium eq. to Omeprazole ééé..40mg 

Diary No. Date of R& I & fee Dy.No 1671 dated 17-11-2017  Rs. 50,000/- 

Pharmacological Group PPI 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size & demanded price 1ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Omeprazole 40 mg Powder for Solution for Infusion by 

Sandoz (MHRA Approved) 

Me-too status  Risek Injection by Getz 

GMP status  Bio-labs pharma was issued GMP certificate based on 

inspection dated 5th and 6th December 2017 

Remarks of the Evaluator3. ¶ M/s Jupiter Pharma has 3 approved sections and have no 

product already registered for contract manufacturing.  

¶ Registration Board in its 286th meeting on the basis of 

panel inspection report for capacity assessment decided 

NOT to allow the contract manufacturing in Dry Vial 

(General) section till capacity assessment and Dry vial 

(Cephalosporin) till capacity enhancement however the 

Board allowed contract manufacturing for Infusion 

(nonantibiotic and antibiotic) & Ampoule (General) 

section. 

Decision of 288th meeting of Registration Board:  

Deferred as Registration Board in its 286th meeting on the basis of panel inspection report for capacity 

assessment decided NOT to allow the contract manufacturing in Dry Vial (General) section till capacity 

assessment and Dry vial (Cephalosporin) till capacity enhancementò 

Response by the firm: Firm has submitted that M/s Biolab will perform lyophilization process and 

Registration Board in its 293rd meeing decided as under: 

Registration Board discussed the inspection report in details. Deliberations were made on 

used and available capacity keeping in view registered product, currently applied products and future 

products. After thorough deliberation, the Board decided to allow contract manufacturing from M/s 

Bio-Labs (Pvt) Ltd. Plot No.145 Industrial Triangle, Kahuta Road, Islamabad for following sections: 

¶ Dry Suspension (Cephalosporin) 

¶ Capsule (Cephalosporin) 

¶ Dry vial injectable (Cephalosporin) 

¶ Lyophilized vial injectable (General) 

Decision: Approved with innovatorôs specification. 

2.  Name and address of manufacturer / 

Applicant 

M/s Jupiter Pharma, Plot No. 25, Street # S-6, National 

Industrial Zone, Rawat, Islamabad. 

Contract Manufactured by: M/s Bio-Labs (Pvt.) Ltd., Plot 

No. 145, Industrial Triangle, Kahuta road, Islamabad. 

Brand Name +Dosage Form + Strength Esojup Injection 

Composition Each vial contain: 

Esomeprazole (as sodium)ééé..40mg  

Diary No. Date of R& I & fee Dy.No 1668 dated 17-11-2017  Rs. 50,000/- 17-11-2017 

Pharmacological Group PPI 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size & demanded price 1ôs: As per SRO 

Approval status of product in Reference 

Regulatory Authorities. 

Nexium I.V. 40 mg Powder for solution for injection/ 

infusion by Astrazaneca (MHRA Approved) 
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Me-too status  Nexum Injection by Getz 

GMP status  Bio-labs pharma was issued GMP certificate based on 

inspection dated 5th and 6th December 2017 

Remarks of the Evaluator3. ¶ M/s Jupiter Pharma has 3 approved sections and have no 

product already registered for contract manufacturing.  

¶ Registration Board in its 286th meeting on the basis of 

panel inspection report for capacity assessment decided 

NOT to allow the contract manufacturing in Dry Vial 

(General) section till capacity assessment and Dry vial 

(Cephalosporin) till capacity enhancement however the 

Board allowed contract manufacturing for Infusion 

(nonantibiotic and antibiotic) and Ampoule (General) 

section. 

Decision of 288th meeting of Registration Board:  

Deferred as Registration Board in its 286th meeting on the basis of panel inspection report for capacity 

assessment decided NOT to allow the contract manufacturing in Dry Vial (General) section till capacity 

assessment and Dry vial (Cephalosporin) till capacity enhancementò 

Response by the firm: Firm has submitted that M/s Biolab will perform lyophilization process and 

Registration Board in its 293rd meeing decided as under: 

Registration Board discussed the inspection report in details. Deliberations were made on used and 

available capacity keeping in view registered product, currently applied products and future products. 

After thorough deliberation, the Board decided to allow contract manufacturing from M/s Bio-Labs 

(Pvt) Ltd. Plot No.145 Industrial Triangle, Kahuta Road, Islamabad for following sections: 

¶ Dry Suspension (Cephalosporin) 

¶ Capsule (Cephalosporin) 

¶ Dry vial injectable (Cephalosporin) 

¶ Lyophilized vial injectable (General) 

Decision: Approved with innovatorôs specification. 

3.  Name and address of manufacturer / 

Applicant 

Sunshine Pharmaceuticals, Emanabad. G.T. Road 

Gujranwala 

Brand Name +Dosage Form + Strength Detran SR 100mg Tablets 

Composition Each sustained release tablet contains:- 

Diclofenac Sodium é. 100mg 

Diary No. Date of R& I & fee Dy.No 2534 dated 12-10-2010   

PKR 8,000/- (12-10-2010) +PKR 12,000/- (06-01-2015) 

Pharmacological Group NSAID 

Type of Form Form 5 

Finished Product Specification USP 

Pack size & demanded price 3x10ôs: Rs.340.26 

Approval status of product in Reference 

Regulatory Authorities. 

Diclofenac sodium ER tablet by Mylan 

(USFDA Approved) 

Me-too status  Voltral SR Tablet by Sandoz 

GMP status  Last inspection report Is not provided. 

Remarks of the Evaluator3. QA division was asked to confirm the GMP status of the 

firm vide letter dated 20-6-2018. QA in its response 

informed that ñinspection was conducted on 15-6-2017, FID 

noted number of observations, firm was asked to rectify the 

observations. Firm has submitted compliance report. Letter 

to conduct panel inspection for verification of 

improvements was issued on 9-10-2017. 

Decision of 284th meeting of Registration Board: Registration Board referred the case to QA & LT 

Division to conduct GMP inspection of Firm on priority. 

Response by the firm: Firm has submitted copy of inspection report dated 20-01-2021 conducted by 

FID. The report concludes that ñBased on physical inspectionof the unit, evaluation of the document 

and discussion with the technical staff it was concluded that firm has made a lot of improvements and 

up-gradations as per GMP guidelines. Quality assurance is day to day consistent effort and in this 

regard, firm has shown their commitment to continue their consistent efforts in fuure as well to 

manufacture their registered products strictly as per GMP guidelines. 

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

Applicant 

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

Korangi Industrial Area, Karachi  

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

Road, Bikhi, District Sheikhupura 

Brand Name +Dosage Form + Strength Ondron 8mg/4ml Solution for Injection 

Composition Each 4ml ampoule contains: 

Ondansetron (as hydrochloride dehydrate)é8mg 

Diary No. Date of R& I & fee Dy No. 24936: 18-12-2017 PKR 50,000/-: 18-12-2017 

Pharmacological Group Serotonin (5HT3) antagonists 

Type of Form Form 5 

Finished Product Specification USP 

Pack size & Demanded Price 8ml x 1ôs, 8ml x 5ôs: As per SRO 

Approval status of product in 

Reference Regulatory Authorities. 

Ondansetron 2 mg/ml Solution for Injection by Generics 

UK (MHRA Approved) 

Me-too status  Zofran Injection 8mg / 4ml by GSK (Reg# 020669) 

GMP status   

Remarks of the Evaluator3. ¶ GMP inspection report within last 1 year is required     

Decision of 286th meeting of Registration Board:  

Deferred for confirmation of already approved products for contract manufacturing from the applicant 

firm. 

Response by the firm: 

Firm has submitted that they have got registration of 4 products on contract manufacturing basis: 

GMP status of M/s Surge: Last GMP inspection was conducted on 05-05-2019 and the report concludes 

good level of cGMP compliance. 

GMP status of M/s High-Q Pharmaceuticals: GMP certificate issued to M/s High-Q Pharmaceuticals 

based on inspection conducted on 15.02.2019 

Decision: Approved. 

5.  Name and address of manufacturer / 

Applicant 

M/s ISIS Pharmaceuticals & Chemical Works, Karachi 

Brand Name +Dosage Form + Strength Itop Solution 

Composition Each 100ml Contains: 

Povidone Iodineé..10gm 

Diary No. Date of R& I & fee Dy. No 809: 05-01-2018 PKR 20,000/-: 05-01-2018 

Pharmacological Group Topical antiseptic 

Type of Form Form 5 

Finished Product Specification Firm has claimed in house specification 

Pack size & Demanded Price 60ml, 100ml, 250ml, 500ml, 1000ml: Decontrolled 

Approval status of product in 

Reference Regulatory Authorities. 

N.A 

Me-too status  Could not be confirmed as veterinary drug, only available 

as human drug 

GMP status  Last inspection report dated 10-9-2018 concludes as 

ñBased on the above observations their current GMP level 

is rated as GOOD. 

Remarks of the Evaluator3. ¶ Finished product monograph is available in USP. 

¶ Firm has applied for decontrolled price, while the 

indications and dosage mentioned is for human use.  

Decision of 287th meeting of Registration Board:  

Deferred for evidenc of approval of required manufacturing facility of ñExternal preparations (Liquid) 

for Human since applied formulation is of Human category.   

Response by the firm: 

Firm has submitted that our registration application for Itop solution for human use was deferred by the 

Board and was considered as veterinary drug application and was placed under the veterinary agenda. 

However, our application was for human use. Firm has also submitted copy of form 5. 

As per details of evaluation of form 5: 

Composition: Each 100ml contains: Povidone iodineé.10gm 

RRA status: Povidone-Iodine 10% w/w alcoholic tincture (MHRA Approved) 

Me-too status: Medidine solution 10% by Mediate Pharmaceuticals. 

Pack size & Price: As per SRO 
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Firm has also submitted copy of section approval letter dated 18-05-2021 specifying Liquid External 

preparation (General) New section which was approved in 280th meeting of Central Licensing Board. 

Decision: Approved with USP specifications. 

 

b.  Deferrd cases of veterinary drugs 

6.  Name and address of manufacturer / 

Applicant 

M/s Mylab Pvt Ltd. 

Khankah Sharif Bahawalpur 

Brand Name +Dosage Form + Strength Pro-Penicilline Injection 

Composition Each Vial Contains: 

Procaine Penicilliné1500,000 IU 

Benzyl Penicilliné500,000 IU 

Streptomycin as Sulphateé2.5mg 

Diary No. Date of R& I & fee Dy. No 40586: 06-12-2018  PKR 20,000/-: 04-12-2018 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 50ml: Decontrolled 

Approval status of product in 

Reference Regulatory Authorities. 

N.A 

Me-too status  Pro-Penicillin 2.5 Injection by International Pharma  

(Reg. No.074769) 

GMP status  Last inspection report dated 13-9-2018 to 14-09-2018, panel 

recommended the renewal of DML along with grant of 

additional 7 sections.  

Remarks of the Evaluator3. ¶ Firm has submitted formulation containing Streptomycin 

as Sulphate 2.5mg while the available me-too contains 

Streptomycin as Sulphate 2.5gm.  

¶ The annexures of form 5 including recommended clinical 

use, proposed dosage, composition and master 

formulation, method of manufacturing and finished 

product specifications are not provided. 

Decision of 287th meeting of Registration Board: Deferred for evidence of applied formulation/drug 

already approved by DRAP (generic / me-too status) alongwith registration number, brand name and 

name of firm. Board further directed the firm to submit annexures of form 5 including recommended 

clinical use, proposed dosage, composition and master formulation, method of manufacturing and 

finished product specifications. 

Response of the firm: 

Firm has submitted revised master formulation as per the already available me-too / generic product 

along with Form 5 and its annexures including recommended clinical use, proposed dosage, composition 

and master formulation, method of manufacturing and finished product specifications. 
 

Firm has now revised their formulation as per the following label claim: 

Each Vial Contains: 

Procaine Penicilliné1500,000 IU 

Benzyl Penicilliné500,000 IU 

Streptomycin as Sulphateé2.5gm 
 

Firm has also submitted 20,000/- fee vide deposit slip No. 2062033 dated 26-01-2021 for revision of 

formulation  

Decision: Approved with Innovatorôs specifications and with following label claim: 

Each Vial Contains: 

Procaine Penicilliné1500,000 IU 

Benzyl Penicilliné500,000 IU 

Streptomycin as Sulphateé2.5gm 

7.  Name and address of manufacturer / 

Applicant 

M/s Mylab Pvt Ltd. 

Khankah Sharif Bahawalpur 

Brand Name +Dosage Form + Strength Mybiotic Injection 

Composition Each Vial Contains: 

Procaine Penicillinéééé.1500,000 IU 

Benzyl Penicillinééééé500,000 IU 

Streptomycin Sulphateééé150,000 IU 
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Diary No. Date of R& I & fee Dy. No 40585: 06-12-2018 PKR 20,000/-: 04-12-2018 

Pharmacological Group Antibiotic 

Type of Form Form-5 

Finished Product Specification Firm has claimed in house specification 

Pack size &  Demanded Price 50ml: Decontrolled 

Approval status of product in 

Reference Regulatory Authorities. 

N.A 

Me-too status  I-Penrit-5 Injection by International Pharma (Reg#079517) 

GMP status  Last inspection report dated 13-9-2018 to 14-09-2018, panel 

recommended the renewal of DML along with grant of 

additional 7 sections.  

Remarks of the Evaluator3. ¶ Firm has submitted formulation containing Procaine 

Penicillin 150,000 IU while the available me-too contains 

Procaine penicillin 1500,000 IU. Firm has requested to 

revise their formulation as per the available me-too and 

submitted revised Form 5 and master formulation. Firm 

has NOT submitted fee for revision in formulation.  

Decision of 287th meeting of Registration Board: Deferred for submission of fee for revision of 

formulation. 

Response of the firm: 

Firm has submitted revised master formulation as per the already available me-too / generic product 

along with Form 5 and its annexures. 
 

Firm has revised their formulation as per the following label claim: 

Each Vial Contains: 

Procaine Penicilliné1500,000 IU 

Benzyl Penicilliné500,000 IU 

Streptomycin Sulphateé5gm 

Firm has also submitted 20,000/- fee vide deposit slip No. 2062029 dated 26-01-2021 for revision of 

formulation  

Decision: Approved with Innovatorôs specifications and with following label claim: 

Each Vial Contains: 

Procaine Penicillinéééé1500,000 IU 

Benzyl Penicillinééééé500,000 IU 

Streptomycin Sulphateé.é5gm 
 

Case no. 02 Registration applications of CTD cases 

a. New cases of Import 

8.  Name, address of Applicant / Importer M/s Punjab Medical Service, Office No. 4/5 2nd Floor Jalal 

Center opposite OPD Gate Sir Gangaram Hospital Mozang 

Road Lahore. 

Details of Drug Sale License of importer License No: 05-352-0063-041061D 

Address: Office No. 4/5 2nd Floor Jalal Center opposite OPD 

Gate Sir Gangaram Hospital Mozang Road Lahore. 

Address of go-down: First floor 793-D Block C, Faisal Town 

Distt Lahore. 

Validity: 27-02-2021 

Status: License to sell drugs as a distributor 

Firm has also submitted copy of application receipt for 

renewal of DSL dated 17-02-2021 

Name and address of marketing 

authorization holder (abroad) 

Onko Ilac San ve. Tic. A.S  

Kosuyolu Cad. No. 34 34718, Kosuyolu Kadikoy / Istanbul 

Turkey. 

Name, address of manufacturer(s)  Onko Ilac Sanayi ve Ticaret A.S 

Gebze Organize Sanayi Bolgesi, 1700 Sokak, No. 1703 

Gebze, Kocaeli, Turkey 

Name of exporting country Turkey 
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Detail of certificates attached (CoPP, 

Freesale certificate, GMP certificate) 

CoPP:  

¶ Firm has submitted copy of CoPP certificate (No. 

2018/1181) dated 22-03-2018 issued by Turkish 

Medicines and Medical Devices Agency, Ministry of 

Health, Republic of Turkey for Mextu 1000mg/40mL 

IM/IV/IA/IT solution for injection and infusion. The CoPP 

specifies that the product is licensed to be placed for use 

in the exporting country but the product is not actually in 

the market in exporting country. The CoPP confirms the 

GMP status of the manufacturing site through periodic 

inspection in every 3 years. The certificate was valid till 

22-03-2020. 

¶ Firm has submitted original, legalized CoPP (No. 

2021/593) dated 22-02-2021 for Mextu 1000mg/40ml 

solution for injection and infusion. The CoPP specifies 

free sale status of the product in country of origin along 

with its availability. The CoPP also confirms the GMP 

status of the firm. 

GMP:  

¶ Firm has submitted copy of certificate of GMP compliance 

of manufacturer (No. TR/GMP/2017/188) dated 08-11-

2017 issued by Turkish Medicines and Medical Devices 

Agency, Ministry of Health, Republic of Turkey. The 

certificate was valid till May 2019. 

¶ Firm has also submitted copy of GMP certificate (No. 

TR/GMP/2021/08) along with its English translation issued 

by Turkey Pharmaceuticals and Medical Devices Agency. 

The certificate is valid till 31-12-2021.  

Details of letter of authorization / sole 

agency agreement 

Firm has submitted a copy of letter of authorization from 

General Director of Onko Ilac San ve. Tic. A.S located at 

Kosuyolu Cad. No. 34 34718, Kadikoy / Istanbul Turkey. 

According to the letter, the firm Onko Ilac San ve. Tic 

authorizes ñPunjab Medical Servicesò with registered address 

at Office No. 4/5 2nd Floor Jalal Center opposite OPD Gate 

Sir Gangaram Hospital Mozang Road Lahore to perform the 

registration procedures, sales and other similar activities 

concerning medicinal products for territory of Pakistan. The 

letter was issued on 22-03-2018 and it is valid for three years 

from date of issue. 

The appendix 1 of the letter of authorization contains 

products list containing Mextu 50mg, 500mg and 1000mg. 

Status of the applicant  δManufacturer  

 χImporter   

 δIs involved in none of the above (contract giver) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

For imported products, specify one the 

these 
 χFinished Pharmaceutical product import 

 δBuk import and local repackaging  

 δBuk import and local repackaging for export purpose only 

Dy. No. and date of submission Dy. No. 1195: 19-03-2019 

Details of fee submitted PKR 100,000/-: 19-03-2019 
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The proposed proprietary name / brand 

name  

MEXTU 1000mg/40ml IM/IV/IA/IT Solution for Injection 

and Infusion 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each ml contains: 

Methotrexateéé25mg 

Pharmaceutical form of applied drug Yellowish, clear solution filled in clear glass vial, sealed with 

rubber closure and aluminium flip off brown seal.  

Pharmacotherapeutic Group of (API) Cytostatic agent: Folic Acid analogue (L01BA01)  

Reference to Finished product 

specifications   

BP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Methotrexate 25 mg/ml solution for injection (MHRA 

Approved) 

For generic drugs (me-too status) Unitrexate 1000mg injection by Al Habib pharmaceuticals  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Name, address of drug substance 

manufacturer 

Zhejiang Hisun Pharmaceutical Co. Ltd 56 Binhai Road, 

Jiaojiang Province, China 

Module-III Drug Substance: Firm has submitted detailed drug substance data related to 

nomenclature, structure, general properties, solubilities, 

physical form, manufacturers, description of manufacturing 

process and controls, impurities, specifications, analytical 

procedures and its validation, batch analysis and justification 

of specification, reference standard, container closure system 

and stability studies of drug substance.  

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of both 

API at accelerated and real time conditions. The real time 

stability data is conducted at 25°C / 60% RH for 48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted pharmaceutical equivalence with 

Methotrexate injection manufactured by Cynamid of Great 

Britian England. 

Analytical method validation/verification 

of product 

Firm has submitted that the product was initially registered 

as an import license product and manufactured in Intas 

Pharmaceuticals India in 2014. After that they file a variation 

application for replacement of manufacturing site to Onko 

Ilac Turkey in 2015. During this variation application 

manufacturing method transfer and analytical method 

transfer studies were performed. Process validation, batch 
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analysis and stability studies were also performed. The 

application was approved from MoH in 2017.  

Container closure system of the drug 

product 

40mL Type-I clear glass vial (20R transparent glass vial) with 

20mm Chlorobuthyl grey rubber stopper and 20mm 

Aluminium flip-off purple seal 

Stability study data of drug product, shelf 

life and storage conditions 

Firm has submitted stability study data of 3 batches. The 

accelerated stability study data is conducted at 40oC ±2oC / 

75% ± 5% RH for 6 months. The real time stability study data 

is conducted at 30oC ±2oC / 65% ± 5% RH for 24 months.  

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Original, valid and legalized Certificate of 

Pharmaceutical Product (CoPP), since the submitted 

CoPP certificate was a copy and was valid till 22-3-

2020. 

Firm has submitted original, legalized CoPP (No. 

2021/593) dated 22-02-2021 for Mextu 

1000mg/40ml solution for injection and infusion. 

The CoPP specifies free sale status of the product 

in country of origin along with its availability. The 

CoPP also confirms the GMP status of the firm. 

Quality overall summary (QOS) in module 2 needs to 

be submitted as per WHO QOS - PD template or the 

template approved by Registration Board in its 293rd 

meeting. 

Firm has submitted QOS as per WHO template 

approved by Registration Board. 

Drug substance part needs to be submitted as per the 

requirement of Module 3 section 3.2.S. 

Firm has submitted drug substance part of module 

3 in section 3.2.S. 

Submit data in section 3.2.P.2.2.1. to comply the 

decision of 293rd meeting of Registration Board, 

which states that ñPharmaceutical equivalence of 

applied drug shall be established with the innovator / 

reference / comparator product and results of all the 

quality tests (mentioned in any official pharmacopoeia 

or section 3.2.P.5.1 of this application) of the 

developed formulation and the innovator / reference / 

comparator product should be submitted and 

discussed.ò 

Firm has submitted pharmaceutical equivalence 

with Methotrexate injection manufactured by 

Cynamid of Great Britian England. 

Information related to Control of Excipients as per the 

requirement of section 3.2.P.4 is not submitted. 

Firm has submitted details in controls of excipient 

section 
 

Decision: Approved as per Policy for inspection of Manufacturer abroad and verification of local 

storage facility. 

 

b. Deferred cases of import 

9.  Name, address of Applicant / Importer M/s Himmel Pharmaceuticals (Pvt) Ltd. 793-D, Block ñCò, 

Faisal Town Lahore. 

Details of Drug Sale License of importer License No: 05-352-0065-016174D 

Address: 793-D, Block C, Faisal Town District Lahore. 

Validity: 06-02-2022 

Status: License to sell drugs as a distributor 

Name and address of marketing 

authorization holder (abroad) 

AqVia GmbH Kaiser-Wilhelm-Strabe 89 20355 Hamburg 

Germany. 

Name, address of manufacturer(s)  AMW GmbH Birkerfeld 11 83627 Warngau Germany 

Name of exporting country Germany 

Detail of certificates attached (CoPP, 

Freesale certificate, GMP certificate) 

CoPP: Firm has submitted original Legalized copy of CoPP 

(Certificate#. 2678.Ph_12-43-26) issued on 04-12-2019 by 

Regierung von Oberbayern Maximilanstr 39 80538 

Munchen Deutschland. (Google translation: Government 

of upper Bavaria Maximilianstr Munich Germany. The 

CoPP confirms the free sale status of the applied product 

and GMP status of the manufacturer through periodic 
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inspections every 2 years. 

GMP: Firm has submitted Legalized copy of GMP 

(Certificate#. DE_BY_04_GMP_2018_0087) issued on 

01-08-2018 for M/s AMW GmbH Birkerfeld 11 83627 

Warngau Germany by Regierung von Oberbayern 

Maximilanstr 39 80538 Munchen Deutschland. (Google 

translation: Government of upper Bavaria Maximilianstr 

Munich Germany. 

Details of letter of authorization / sole 

agency agreement 

Firm has submitted copy of Product specific sole agency 

agreement dated 13-03-2020 from AqVida GmbH Kaiser-

Wilhelm Str-89 20355 Hamburg Germany. 

Status of the applicant  δManufacturer  

 χImporter  

 δIs involved in none of the above (contract giver) 

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No 22158 : 28-10-2019 

Details of fee submitted PKR 100,000/-: 28-10-2019 

The proposed proprietary name / brand 

name  

Leugon 11.25mg implant 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each implant contains: 

11.25mg Leuprorelin acetate corresponding to 10.72mg 

Leuprorelin 

Pharmaceutical form of applied drug Sterile cylindrical rods (diameter 1.5mm, length about 

18mm & mass about 38mg prepared by holt melt extrusion  

Pharmacotherapeutic Group of (API) Gonadotropin releasing hormone analogues: (L02AE02)  

Reference to Finished product 

specifications   

In house specs 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

Status in reference regulatory authorities Staladex 10.72 mg Implant (MHRA Approved) 

For generic drugs (me-too status) Lorelin depot 11.25mg injectable. of M/s Amgo Med, 

islamabad 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Name, address of drug substance 

manufacturer 

Bachem AG Haupstr 144 CH-4416 Bubendorf 

Switzerland. 

Module-III Drug Substance: Not submitted as per Form 5F requirements 

Stability Studies of Drug Substance 
(Conditions & duration of Stability studies) 

Not submitted 

Module-III Drug Product: Not submitted as per Form 5F requirement 

Pharmaceutical Equivalence and Not submitted. 
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Comparative Dissolution Profile 

Analytical method validation/verification 

of product 

Firm has submitted analytical method validation report for 

drug substance and drug product. 

Container closure system of the drug 

product 

Each implant is individually packed in single dose syringe 

applicator. The applicator appearing as syringe, consists of 

three main parts, the body with implant, holder unit and a 

mandarin and a needle unit. The applicator along with 

implant is packaged together with desiccant capsule in a 

sealed polyester/aluminium/ polyethylene pouch.  

Stability study data of drug product, shelf 

life and storage conditions 

Firm has only submitted real time stability study data as per 

Zone IV-A conditions 

Evaluation by PEC3: 

¶ Data of drug substance in module 3 is not submitted as per Form 5F format. 

¶ Data of drug product in module 3 is not submitted as per Form 5F format. 

¶ Data of Pharmaceutical equivalence is not submitted 

¶ Accelerated stability data of drug product is not submitted. 

Decision of 296th meeting of Registration Board:  

Deferred for submission of complete data of drug substance and drug product in Module-3 as per the 

requirements of Form 5F, further explained by Registration Board in the instant meeting. 

Response by the firm: 

Firm has submitted data in module 3. The details are as under: 

Module-III Drug Substance: Firm has submitted detailed drug substance data for both 

sources related to nomenclature, structure, general 

properties, solubilities, physical form, manufacturers, 

description of manufacturing process and controls, 

impurities, specifications, analytical procedures and its 

validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance.  

Firm has submitted open part of DMF for both sources. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability studies) 

Firm has not submitted long term stability study data of 

drug substance at -20°C and at 5°C for 60 months while 

accelerated stability study data at 25°C/60%RH and at 

40°C /75%RH for 24 months and 6 months respectively. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and Comparative 

Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

of Leugon 11.25mg implant with Staladex 11.25mg 

implant Typharm limited Norwich UK. 

Firm has submitted complete studies for drug release of 

their formulation however any comparative study against 

the innovator product is not submitted.    

Analytical method validation/verification of 

product 

Firm has submitted analytical method validation studies for 

the applied product.    

Container closure system of the drug product The implants are individually packaged in single dose 

syringe applicator, which consists of three main parts: the 

body with the implant holder unit, a mandarin and a needle 

unit.  
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The applicator containing the implant is packaged together 

with a dessicant capsule in a sealed 

polyester/aluminium/polyethylene pouch. 

Stability study data of drug product, shelf life 

and storage conditions 

Firm has submitted real time stability study data of 3 

batches conducted at 30oC ±2oC / 65% ± 5% RH for 48 

months. 

Firm has not submitted accelerated stability study data and 

have submitted justification that storage at accelerated 

condition is not possible as the implants soften at higher 

temperature and due to deformation cannot be ejected from 

the applicator. 

Evaluation by PEC3: 

As per the details of section 3.2.P.3.1 the manufacturer(s) of the product are: 

The medicinal product is manufactured, analysed and released at: 

AMW GmbH Birkerield 11 83627 Warngau Germany 

Sterilisation is performed by: 

Synergy Health Allershausen GmbH Kesselbodenstr. 7 85391 Allershausen Germany 

Or 

BBF sterilizationservice GmbH Willy-Rusch Strabe 10/1 71394 Kernen Rommelshausen Germany 

Microbiological tests are contracted to: 

Eurofins BioPharma Product Testing Munich GmbH Behringstr 6-8 82152 Planegg Germany  

or  

BBF sterilizationservice GmbH Willy-Rusch Strabe 10/1 71394 Kernen Rommelshausen Germany  

Decision: Approved with Innovatorôs specifications as per Policy for inspection of Manufacturer 

abroad and verification of local storage facility. The Board further decided that only the manufacturing 

site of drug product mentioned on CoPP will be allowed.   
 

10.  Name, address of Applicant / Importer M/s Pfizer Pakistan Limited B-2, S.I.T.E., Karachi, 

Pakistan 

Details of Drug Sale License of importer License No: DHSKDK(Drug)/-1108 

Address: B-2, S.I.T.E., Karachi. 

Address of Godown:  

12 Dockyard Road West Wharf Karachi. 

C-11-D, S.I.T.E., Karachi.   

Validity: 17-02-2020. 

Status: Drug License by way of Wholesale 

Name and address of marketing 

authorization holder (abroad) 

Hospira Australia Pty Ltd. 1-5, 7-23 and 25-39, Lexia 

Place, Mulgrave, Australia. 

Name, address of manufacturer(s)  Hospira Australia Pty Ltd. 1-5, 7-23 and 25-39, Lexia 

Place, Mulgrave, Australia. 

Name of exporting country Australia 

Detail of certificates attached (CoPP, 

Freesale certificate, GMP certificate) 

CoPP: Firm has submitted original, legalized CoPP 

certificate (No. 18/0087) dated 15-02-2018 issued by 

Therapeutic Goods Administration Australia, for 

ANZATAX Paclitaxel 100mg/16.7ml Injection Vial. The 

CoPP confirms free sale status of the product in exporting 

country as well as GMP status of the manufacturing site 

through periodic inspection not less than every two years.  

Details of letter of authorization / sole 

agency agreement 

Firm has submitted copy of letter of authorization from 

Hospira Australia Pty Ltd. 1 Lexia Place Victoria 3170 

Australia. The letter specifies that their principal place of 

business located at 1-5, 7-23, and 25-39 Lexia Place, 

Mulgrave, VIC 3170 Australia as a manufacturer and 

marketing authorization holder in country of origin 

authorize Pfizer Pakistan Limited, 12 Dockyard Road, 

West Wharf Karachi Pakistan to be the marketing 

authorization holder in Pakistan and be responsible for all 
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matters pertaining to the regulation of this product in 

Pakistan. Authorization letter was issued on 15-11-2019.   

Status of the applicant  δManufacturer  

 χImporter  

 δIs involved in none of the above (contract giver) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

For imported products, specify one the 

these 
 χFinished Pharmaceutical product import 

 δBuk import and local repackaging  

 δBuk import and local repackaging for export purpose 

only 

Dy. No. and date of submission Dy No 11863: 28-05-2020 

Details of fee submitted PKR 100,000/-: 30-01-2020 

The proposed proprietary name / brand 

name  

ANZATAX Concentrate 100mg/16.7ml Injection 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each Vial Contains: 

Paclitaxelé100mg/16.7ml 

Pharmaceutical form of applied drug Clear to pale yellow solution, free from visible particulates, 

presented in clear Type I glass vials 

Pharmacotherapeutic Group of (API) Anticancer 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Paclitaxel 6 mg/ml Concentrate for Solution for Infusion 

(MHRA Approved). 

For generic drugs (me-too status) Paclitaxel Ebewe 100mg/16.7ml by Novartis (R.#083094) 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance. 

Name, address of drug substance 

manufacturer 
¶ Python Biotech LLC 1527 Cliveden Avenue Canada-

V3M 6P7 Delta, British Colombia. 

¶ Hospira Boulder Inc. 4876 Sterling Drive Boulder, CO 

80301, USA. 

Module-III Drug Substance: Firm has submitted detailed drug substance data for both 

sources related to nomenclature, structure, general 

properties, solubilities, physical form, manufacturers, 

description of manufacturing process and controls, 

impurities, specifications, analytical procedures and its 

validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance.  

Firm has submitted open part of DMF for both sources. 
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Stability Studies of Drug Substance 
(Conditions & duration of Stability studies) 

Firm has not submitted stability study data of each drug 

substance but referred to CEP certification 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Not initially submitted    

Analytical method validation/verification 

of product 

Firm has submitted analytical method validation studies for 

the applied product.    

Container closure system of the drug 

product 

20 mL, 20 mm clear Type I glass vial with rubber stopper 

and aluminium seal 

Stability study data of drug product, shelf 

life and storage conditions 

Firm has submitted stability study data of 3 batches The 

accelerated stability study data is conducted at 40oC ±2oC / 

75% ± 5% RH for 6 months. The real time stability study 

data is conducted at 30oC±2oC/75%±5% RH for 36 months. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Justify the application for import along with 

fee (PKR 100,000/-) submitted on the basis of 

ñDrug Manufacturing Licenseò instead of 

ñDrug Sale Licenseò. 

Firm has submitted that application was submitted on 

Drug Sale License (DSL address: B-2 SITE Karachi). 

However, DML number was mentioned on the submitted 

fee challan.  

Provide valid drug sale license since the 

submitted DSL was valid till 17-02-2020. 

Firm has submitted valid DSL with following details: 

License No: DHSKDK(Drug)/-1222 

Address: B-2, S.I.T.E., Karachi. 

Address of Godown:  

12 Dockyard Road West Wharf Karachi. 

C-11-D, S.I.T.E., Karachi.   

Validity: 21-04-2022. 

Status: Drug License by way of Wholesale 

Provide complete label claim in section 1.5.2 

as per the innovator / reference product. 

Required information (i.e. Paclitaxel 100mg/16.7ml) has 

been provided in Section 1.5.2 of Form 5F. 

Provide pharmacopoeial reference and status 

of the applied formulation in official 

pharmacopoeia in section 1.5.6 instead of 

referring to module 3. 

Paclitaxel (Anzatax) is available in USP.  Drug product 

will comply to USP. 

Submit batch manufacturing records in 

section 2.3.R.1.1 as per the decision of 293rd 

meeting of Registration Board which states 

that ñProvide copy of Batch Manufacturing 

Record (BMR) for all the batches of drug 

product for which stability studies data is 

provided in Module 3 section 3.2.P.8.3.ò 

Firm has submitted batch manufacturing record of the 

stability batches. 

Submit complete data of drug substance in 

module 3 section 3.2.S for both sources as per 

the guidance document of 293rd meeting of 

Registration Board instead of referring to 

CEP certificate issued by EDQM. 

The entire (as per CTD Section) Drug substance 

information for Phyton Biotech LLC is enclosed. 

Further, with this response we would like to inform you 

that we are removing Hospira Boulder Inc. as the site has 

been divested and confirming that for Pakistan only drug 

substance manufactured by Phyton will be used for 

Anzatax commercial batches. 

You have mentioned two different sources of 

drug substance, but the drug product part does 

not specify the exact source of drug substance 

We would like to clarify regarding the sources of drug 

substance used in the development of 
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which was used to develop the formulation 

and for which stability studies were provided. 

Clarification is required in this regard. 

Anzatax Injection. Paclitaxel (drug substance) 

manufactured by Boulder was used for the development 

of Anzatax Injection. Data contained with the 3.2.P.2 

section of the dossier, submitted herein, utilized Boulder 

drug substance material. Since Boulder has been divested, 

the proposed DS site for commercial batches of Anzatax 

Injection for Pakistan will only be Phyton. 

Additional stability studies utilizing only Phyton drug 

substance have also been submitted by the firm 

Submit data of pharmaceutical equivalence in 

section 3.2.P.2.2.1. as per the decision of 

293rd meeting of Registration Board, which 

states that ñPharmaceutical equivalence of 

the applied drug shall be established with the 

innovator / reference / comparator product 

and results of all the quality tests (mentioned 

in any official pharmacopoeia or section 

3.2.P.5.1 of this application) of the developed 

formulation and the innovator / reference / 

comparator product should be submitted and 

discussed.ò 

Anzatax has been developed as a generic equivalent of 

Taxol marketed in Europe by Bristol Myers Squibb 

(BMS). Pharmaceutical equivalence data is submitted by 

the firm in which equivalence was conducted against 

Taxol. 

Accelerated stability study data of 3 batches 

needs to be submitted for both sources of the 

drug substance in section 3.2.P.8.3. 

Firm has submitted that stability data of three (3) batches 

at the proposed storage conditions to the proposed shelf 

life has been included.  

Accelerated data can be used to help determine the 

proposed shelf-life when full term data is unavailable. 

However 3 batches to the proposed shelf life (18 months) 

using the drug substance manufactured by Phyton are 

included in this response thus accelerated data will not be 

provided. 

Firm has not submitted accelerated stability study data. 

Real time stability study data of 3 batches of 

drug product conducted as per Zone IV-A 

conditions needs to be submitted for both 

drug substances in section 3.2.P.8.3 since the 

submitted stability study data is not for 3 

batches and is not conducted as per zone IV-

A conditions. Furthermore a declaration from 

the Hospira Australia Pty Ltd dated 

11.03.2020 is submitted which specifies that 

they have performed stability studies as per 

zine IV-B conditions but the stability data 

showed an upward trend for related 

substances at 24 monthsô time point, but that 

particular stability study data is not 

submitted. 

Additional long term stability studies have been provided 

in Section 3.2.P.8.3. The stability studies provided are 

conducted at Zone IV-B conditions which is considered to 

be worst case. As Paclitaxel Injection 6 mg/mL is not 

supported at the proposed storage conditions for 24 

months, a revised 3.2.P.8 section is provided herein which 

details the proposed shelf-life at 18 months. Further, it is 

confirmed that the batches provided herein are 

manufactured with drug substance from Phyton using the 

proposed commercial batch size and manufacturing 

process. 

  

Decision of 297th meeting of Registration Board:  

Deferred for submission of complete data of drug product in section 3.2.P in which the data of drug product 

manufactured by the revised drug substance source i.e. Phyton Biotech LLC British Colombia is used.  

Response by the firm: 

¶ Firm has submitted complete data of drug product (section 3.2.P) using drug substance manufactured 

by Phyton Biotech LLC British Colombia.  

¶ Firm has changed the source of drug substance without submission of fee. 

The details of the drug product are summarized in the table below:   

Pharmaceutical form of applied drug Clear to pale yellow solution, free from visible 

particulates, presented in clear Type I glass vials 

Pharmaceutical Equivalence and Comparative 

Dissolution Profile 

Not submitted    
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Analytical method validation/verification of 

product 

Firm has submitted analytical method validation studies 

for the applied product.    

Container closure system of the drug product 20 mL, 20 mm clear Type I glass vial with rubber 

stopper and aluminium seal 

Stability study data of drug product, shelf life and 

storage conditions 

Firm has only submitted real time stability study data 

conducted at 30oC ±2oC / 75% ± 5% RH for 1 batch till 

18 months for the applied fill volume (i.e. 16.7ml). 

Accelerated and real time stability study data of three 

batches is not provided.   
 

Decision: Deferred for following submissions: 

¶ Data of pharmaceutical equivalence against the innovator / reference / comparator product, as 

per the requirements of Form 5F (CTD) as explained in the guidance document issued by 

Registration Board. 

¶ Accelerated stability study data of 3 batches of the drug product (i.e. Paclitaxel 100mg/16.7ml). 

¶ Real time stability study data as per zone IV-A conditions till the claimed shelf life of 3 batches 

of the drug product (i.e. Paclitaxel 100mg/16.7ml). 
 

11.  Name, address of Applicant / Importer M/s Morgan Technologies Services 2nd Floor, Shahnaz 

Arcade 158, B.Y.J.C.H.S., Shaheedï Millat Road, Karachi. 

Details of Drug Sale License of importer License No: DHSKDK(Drug)/-305 

Address: SA-28 2nd Floor Shahbaz Arcade, 158 Shaheed e 

Millat Road Karachi..   

Validity: 03-03-2022. 

Status: Drug License by way of Wholesale 

Name and address of marketing 

authorization holder (abroad) 

Liaoning Ludan Pharmaceutical Co. Ltd. 545 Shuntian, 

Langtou Town, Zhenxing District Dandong, Liaoning 

Province, China. 

Name, address of manufacturer(s)  Liaoning Ludan Pharmaceutical Co. Ltd. 545 Shuntian, 

Langtou Town, Zhenxing District Dandong, Liaoning 

Province, China. 

Name of exporting country China. 

Detail of certificates attached (CoPP, 

Freesale certificate, GMP certificate) 

CoPP: Firm has submitted original, legalized CoPP 

certificate (No. 20190067) dated 16-12-2019 issued by 

Liaoning Medical products administration, ShenYang city, 

Liaoning Province, China for Levonorgestrel silastic 

implants. The CoPP do not contains trade name of the 

product. The CoPP confirms free sale status of the product 

in exporting country as well as GMP status of the 

manufacturing site through periodic inspection every year. 

The certificate is valid till 14-08-2020  

GMP: Firm has submitted legalized copy of GMP 

certificate (No. LN20190009) of Liaoning Ludan 

Pharmaceutical Co Ltd. issued by China Food and Drug 

Administration. The certificate is valid till 13-02-2024.     

Details of letter of authorization / sole 

agency agreement 

Firm has submitted copy of letter of Manufacturerôs 

authorization from Liaoning Ludan Pharmaceutical Co Ltd. 

China. The letter species that they authorize Morgan 

Technologies services to submit tenders for their company, 

handle registration procedures of their companyôs 

levonorgestrel implant and negotiate and sign relevant 

contracts in Pakistan. The authorization letter was issued 

on 14-01-2020.   

Status of the applicant  δManufacturer  

 χImporter  

 δIs involved in none of the above (contract giver) 
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Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

For imported products, specify one the 

these 
 χFinished Pharmaceutical product import 

 δBuk import and local repackaging  

 δBuk import and local repackaging for export purpose 

only 

Dy. No. and date of submission Dy. No. 8132: 20-04-2020 

Details of fee submitted PKR 100,000/-: 06-03-2020 

The proposed proprietary name / brand 

name  

LEVONXT Implant 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each implant (rod) contains: 

Levonorgestreléé.75mg 

Pharmaceutical form of applied drug Flexible milky white cylindrical road, containing silicon 

rubber. The epiboly is colourless transparent silicon rubber 

and both ends are sealed with adhesive.   

Pharmacotherapeutic Group of (API) Contraceptive  

Reference to Finished product 

specifications   

Not submitted initially 

Proposed Pack size  10 implants (each implant contains 2 rods of 75mg 

levonorgestrel) 

Proposed unit price Adjust generic price as per policy  

The status in reference regulatory 

authorities 

Jadelle 75mg Impants (USFDA Approved). 

The product is discontinued in USFDA but as per the 

drugs@FDA database, Federal Register determination that 

product was not discontinued or withdrawn for safety or 

efficacy reasons  

For generic drugs (me-too status) Femplant Implants (Reg #063904) 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance. 

Name, address of drug substance 

manufacturer 
¶ Yangzhou Pharmaceutical Co. Ltd. 7, South Wenfeng 

Road, Yangzhou, Jiangsu, China 

¶ Hubei Gedian Humanwell Pharmaceutical Co. Ltd. 

Gedian Economic Development District, E-Zhou city, 

Hubei Province P.R China. 

Module-III Drug Substance: Firm has submitted detailed drug substance data for both 

sources related to nomenclature, structure, general 

properties, solubilities, physical form, manufacturers, 

description of manufacturing process and controls, 

impurities, specifications, analytical procedures and its 

validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance.  

Firm has submitted open part of DMF for both sources. 
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Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Yangzhou Pharmaceutical Co. Ltd: Firm has submitted 

stability study data of 3 batches of API at accelerated as 

well as real time conditions. The real time stability data is 

conducted at 30oC / 75% RH. The stability study data is till 

18 months. 

Hubei Gedian Humanwell Pharmaceutical: 

Firm has submitted stability study data of 3 batches of API 

at accelerated as well as real time conditions. The real time 

stability data is conducted at 25oC / 60% RH. The stability 

study data is till 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Not submitted    

Analytical method validation/verification 

of product 

Not submitted    

Container closure system of the drug 

product 

Not submitted    

Stability study data of drug product, shelf 

life and storage conditions 

Firm has submitted stability study data of 3 batches The 

accelerated stability study data is conducted at 40oC ±2oC / 

75% ± 5% RH for 6 months. The real time stability study 

data is conducted at 30oC±2oC/75%±5% RH for 36 months. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Provide complete label claim in section 1.5.2 

as per the innovator / reference product. 

Firm has submitted the label claim as follows: 

Concentration of API/unit: Levonorgestrel 75mg (for 1 

rod) 

Each subdermal implant contains 75mg levonorgestrel 

consisting of dimethylsiloxane / methylvinylsiloxane 

copolymercore enclosed. 

Provide pharmacopoeial reference and status 

of the applied formulation in official 

pharmacopoeia in section 1.5.6 instead of 

referring to module 3. 

Firm has submitted that the reference of specification of 

drug product is National Pharmaceutical Standard WS1 ï 

(X-281) ï 2004Z (State Pharma Standard) 

Submit batch manufacturing records in section 

2.3.R.1.1 as per the decision of 293rd meeting 

of Registration Board which states that 

ñProvide copy of Batch Manufacturing Record 

(BMR) for all the batches of drug product for 

which stability studies data is provided in 

Module 3 section 3.2.P.8.3.ò 

Firm has submitted batch manufacturing record of the 

production batches. 

You have mentioned two different sources of 

drug substance along with their data, but the 

drug product part does not specify the exact 

source of drug substance which was used to 

develop the formulation and for which stability 

studies were provided. Clarification is required 

in this regard. 

Firm has submitted that the exact source from which the 

drug substance was used to manufacture the stability 

batches was ñYangzhou Pharmaceutical Co. Ltd. 7, South 

Wenfeng Road, Yangzhou, Jiangsu, Chinaò 

Provide description and composition of the 

drug product in section 3.2.P.1 in the light of 

Firm has submitted description and composition of drug 

product. 
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decision of 293rd meeting of Registration 

Board. 

Submit data in section 3.2.P.2 as per the 

decision of 293rd meeting of Registration 

Board which states that ñA brief information 

on the pharmaceutical development should be 

included. This information specify the 

justification of formulation and method of 

manufacturing. It is also important that critical 

quality attributes (CQAs) and Critical Process 

Parameters (CPP) should be discussedò. 

Firm has submitted brief information of the 

pharmaceutical development as per the section 3.2.P.2. 

Submit data of pharmaceutical equivalence in 

section 3.2.P.2.2.1. as per the decision of 293rd 

meeting of Registration Board, which states 

that ñPharmaceutical equivalence of the 

applied drug shall be established with the 

innovator / reference / comparator product and 

results of all the quality tests (mentioned in any 

official pharmacopoeia or section 3.2.P.5.1 of 

this application) of the developed formulation 

and the innovator / reference / comparator 

product should be submitted and discussed.ò 

Firm has submitted that Shanghai institute planned 

parenthood research conducted clinical studies for 

pharmaceutical equivalence & effectiveness of the 

implants with 6 rods and 2 rods by its own in 1980 ï 

1990s. Levonxt product launched almost 30 years ago and 

it is qualified that the product is safe & effective,  

Firm has not submitted results of pharmaceutical 

equivalence. 

Submit the in vitro comparative data of drug 

release from implants of your product with 

reference to the innovator / reference / 

comparator product in section 3.2.P.2.2.1. 

Firm has submitted that Shanghai institute planned 

parenthood research conducted clinical studies for 

pharmaceutical equivalence & effectiveness of the 

implants with 6 rods and 2 rods by its own in 1980 ï 

1990s. Levonxt product launched almost 30 years ago and 

it is qualified that the product is safe & effective,  

Firm has not submitted results of in vitro comparative data 

of drug release along with the innovator / reference 

product. 

Submit data in section 3.2.P.3.5 as per the 

decision of 293rd meeting of Registration 

Board which states that ñFor applications of 

imported drug products, process validation 

reports including the protocols and results for 

critical process steps mentioned in 2.3.P.3.4 / 

3.2.P.3.4 should be provided.ò 

Firm has submitted protocols and report of process 

validation studies. 

Submit data of validation of analytical 

methods in section 3.2.P.5.3 as per the decision 

of 293rd meeting of Registration Board. 

Firm has submitted validation report of the analytical 

methods of drug product 

Submit details of container closure system in 

section 3.2.P.7 as per the decision of 293rd 

meeting of Registration Board which states 

that ñA detail of the container closure systems, 

description of the primary container closure 

systems, including materials of construction, 

unit count or fill size, container size or volume 

should be providedò. 

Firm has submitted quality standards of implants 

composite bags and testing SOPs. Firm has submitted that 

the primary container closure system is LDPE medical 

packing composite bags. 

 

Based on the response received by the firm and its evaluation, some points which were not clarified by the 

firm were once again communicated to the firm. Those points included: 

¶ Submit data of pharmaceutical equivalence of your applied formulation along with the innovator / reference 

/ comparator product, since the submitted data is not as per the requirements of Form 5F (CTD) as explained 

in the guidance document issued by Registration Board. 

¶ Submit the in vitro comparative data of drug release from implants of your product with reference to the 

innovator / reference / comparator product in section 3.2.P.2.2.1, since the submitted data is not as per the 

requirements of Form 5F (CTD) as explained in the guidance document issued by Registration Board. 

Decision of 297th meeting of Registration Board:  
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Deferred for following submissions: 

¶ Data of pharmaceutical equivalence against the innovator / reference / comparator product, as per the 

requirements of Form 5F (CTD) as explained in the guidance document issued by Registration Board 

(available at 

https://www.dra.gov.pk/Home/Download?ImageName=Guidance%20Document%20on%20CTD-

Doc%20No.%20PE%26R-GL-AF-004.pdf). 

¶ In vitro comparative data of drug release against the innovator / reference / comparator product in 

section 3.2.P.2.2.1 as per the requirements of Form 5F (CTD) as explained in the guidance document 

issued by Registration Board. 

Response by the firm: 

¶ Firm has submitted test report on quality research of levonorgestrel silastic implants (II) including testing 

of product specifications against the control / reference drug Jadelle implant of Bayer Schering Finland.  

¶ Firm has submitted that they have provided in vitro comparative data of drug release / dissolution test 

against the reference product. However, the provided results are for dissolution in which the testing is 

made only at 1 time point (i.e. after 7 days). The firm has not submitted any results or data comparing the 

release of drug from the implants of their product in comparison with the innovator / reference product.  

Decision: Approved with Innovatorôs specifications as per Policy for inspection of Manufacturer abroad 

and verification of local storage facility. 
 

12.  Name, address & contact details of 

Applicant /Marketing Authorization Holder 

M/s Himmel Pharmaceuticals (Pvt.) Ltd, 793-D, Block 

C Faisal Town Lahore 

Name, address and contact details of 

Manufacturing site 

Product License Holder & Manufacturer: 

M/s BEACON Pharmaceuticals Limited  

Plant address: Kathali, Bhaluka, Mymensingh 

Bangladesh  

Office Address: 9/A, Toyenbee Circular Road, 

Motijheel Dhaka, Bangladesh 

Dy No and fee details (Form 5A) Dy. No 1436 Dated 21-03-2019  

(Form 5F) Dy. No 27533 Dated 19-12-2019 

PKR: 50,000/- dated 19-03-2019 + 

PKR 50,000/- dated 30-04-2020 

Brand Name Zytix 250mg Tablet 

Composition Each film-coated tablet contains 250 mg of abiraterone 

acetate. 

FORM 5-F ASSESMENT REPORT 

MODULE 1: ADMINISTRATIVE 

Section Sub-

Section 

Heading 

1.1  Covering Letter and Fee Deposit Slip  Submitted 

(Form 5A) Dy. No 1436 Dated 21-03-2019  

(Form 5F) Dy. No 27533 Dated 19-12-2019 

PKR: 50,000/- dated 19-03-2019 + 

PKR 50,000/- dated 30-04-2020 

1.2  Table of Contents (From Module 1 to Module 5)  Submitted 

1.3  Applicant Information  Submitted 

1.3.1 Name, address and contact details of Applicant / Marketing Authorization Holder:  

M/s Himmel Pharmaceuticals (Pvt.) Ltd, 793-D, Block C Faisal Town Lahore  

1.3.2 Name, address and contact details of Manufacturing site. 

Product License Holder & Manufacturer: 

M/s BEACON Pharmaceuticals Limited  

Plant address: Kathali, Bhaluka, Mymensingh Bangladesh  

Office Address: 9/A, Toyenbee Circular Road, Motijheel Dhaka, Bangladesh 

1.3.3 Specify whether the Applicant is: Importer  

1.3.4 Drug Sale License 

License to Sell drugs as a Distributor No: 0011000   0003107  valid upto 6-Feb-2020 

1.4  Type of Application   Submitted 

1.4.1 Application is for the registration of: 

New Drug Product 

https://www.dra.gov.pk/Home/Download?ImageName=Guidance%20Document%20on%20CTD-Doc%20No.%20PE%26R-GL-AF-004.pdf
https://www.dra.gov.pk/Home/Download?ImageName=Guidance%20Document%20on%20CTD-Doc%20No.%20PE%26R-GL-AF-004.pdf
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1.4.1 Pharmaceutical product is intended for:  

Domestic sale 

1.4.2 For imported products, please specify one of following: 

Finished Pharmaceutical Product Import 

1.5  Detailed Information of Drug, Dosage From & Labelling Claims  Submitted 

1.5.1 Generic name with chemical name & synonyms of the applied drug. 

Abiraterone Acetate INN  

1.5.2 Strength / concentration of drug of Active Pharmaceutical ingredient (API) per unit  

 Submitted composition as per form-5A, form-5F and CoPP is  

Each tablet contains: abiraterone acetate INN 250mg  

While Reference product composition is Each film-coated tablet contains 250 mg of 

abiraterone acetate. 

1.5.3 The proposed proprietary name / brand name under which the drug is intended to be 

sold with trademark certification / clearance. 

Zytix 250mg Tablet 

1.5.4 Proposed Pack size and Proposed unit price of drug e.g., per tablet / capsule. Maximum 

Retail Price (MRP) per pack shall also be mentioned. 

6ôs & As per SRO 

1.5.5 Pharmacotherapeutic Group of Active Pharmaceutical Ingredient (API) 

ATC Code:  L02BX03 Other hormone antagonists and related agents 

1.5.6 Pharmacopoeial reference / Status of applied formulation 

USP 

1.5.7 Route of administration: Oral  

1.5.8 For Generic Drug Product, reference of other similar approved medicines with 

information pertaining to Manufacturer name, brand name, strength, composition, 

registration number & dosage form, Pack size and Price 

Not available 

1.5.9 The registration status of applied drug in same molecule and salt, strength, dosage form, 

container closure system, indications and route of administration etc. in other countries. 

The status in reference regulatory authorities is mandatory to mention. 

ZYTIGA 250mg tablet (ABIRATERONE ACETATE) USFDA Approved 

1.5.10 Dosage form of applied drug 

Tablet 

1.5.11 Proposed label (outer (secondary) & inner (primary)) & colour scheme in accordance 

with Drug (Labelling & Packing) Rules, 1986 along with specimens 

Submitted 

1.5.12 Description of Batch numbering system  

1.5.14 Summary of Product Characteristics (SmPC) including Prescribing Information (PI) 

along with Patient information Leaflet (PIL) of the Finished Pharmaceuticals Product 

(FPP). Submitted 

1.5.15 Commitment / Undertaking that after registration of applied drug, the 

Pharmacovigilance department of the applicant / manufacture is liable to impose 

similar restrictions, addition of any clinical information (like in Indications, Contra-

indications, Side effects, Precautions, Dosage & Adverse Drug Reactions etc. in  

Summary of Product Characteristics (SmPC), Labelling & Promotional material) or 

withdraw the drug from market in Pakistan within fourteen days after knowing that 

such information (which was not available or approved by the DRAP at the time of 

registration) / actions taken (for safety reasons) by any reference / stringent drug 

regulatory agency / authority & also inform the DRAP (Drug Regulatory Authority of 

Pakistan) for further action in this regard.  

1.5.16 Commitment / Undertaking that the applicant shall recall the defective Finished 

Pharmaceutical Products (FPP) and notify the compliance to the authority along with 

detail of actions taken by him as soon as possible but not more than ten days. The level 

of recall shall also be defined. 

Submitted 

1.5.17 Commitment / Undertaking that in case of any false claim / concealing of information, 

the DRAP has the right to reject the application at any time, before and even after 

approval or registration of the product in case if proved so.   
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1.5.18 Commitment / Undertaking that the firm shall follow the official pharmacopoeia 

specifications for product / substance as published in the latest edition & shall update 

its specification as per latest editions of the same. In case, the specifications of product 

/ substance not present in any official pharmacopoeia the firm shall establish the 

specifications. In both cases, the validation of specifications shall be done by the 

applicant. 

Submitted 

1.5.19 Commitment / Undertaking that in case of any post approval change, the applicant shall 

ensure that the product with both approvals shall not be available in the market at the 

same time. And the product with new approvals shall be marketed only after 

consumption / withdrawal of stock with previous approvals. The company shall be 

liable to inform the same regarding marketing status of product to the DRAP after 

getting such post-registration approvals.  

Submitted 

1.5.20 Other commitment e.g., regarding stability studies etc. 

1.5.21 Protocols along with the commitment to follow Good Laboratory Practices (GLP) by 

the Manufacturer. 

1.5.22 Protocols to implement Good Pharmacovigilance Practice by the Pharmacovigilance 

department/section of the Manufacturer / Company. 

1.6  Miscellaneous Information  Submitted 

1.6.5 Drug Substance related Document including following: 

Name and address of API manufacturer. 

 

 ¶ Original Legalized CoPP (Certificate#. DA/6-110/2016/3676) issued on 18-02-2018 by 

Govt. of the peopleôs republic of Bangladesh, Ministry of Health & Family welfare, 

Directorate General of Drug Administration, declaring the free sale of applied product and 

GMP compliant status of the manufacturer i.e., M/s BEACON Pharmaceuticals Limited. 

¶ Copy of Product specific sole agency agreement is submitted. 

MODULE 2: CTD SUMMARIES 

2.1 Overall CTD Table of Content Submitted 

2.2 CTD Introduction Submitted 

2.3 Quality Overall Summary (QOS)* Submitted 

QUALITY OVERALL SUMMARY (QOS) 

2.3 Drug substance (API) 

General information Submitted 

Manufacture Submitted 

Characterization Submitted 

Control of drug substance Submitted 

Reference standards Submitted 

Container closure system Submitted 

Stability Submitted 

Drug product 

Description and composition of the drug product Submitted 

Pharmaceutical development Submitted 

Components of the drug product  

                       2.3.P.2.1.1 Drug substance (API) Submitted 

                      2.3.P.2.1.2 Excipients Submitted 

Finished Pharmaceutical Product Submitted 

Manufacturing process development Submitted 

Container closure system Submitted 

Manufacture Submitted 

Control of excipients  Submitted 

Control of drug product Submitted 

Reference standards and materials    Submitted 

Container closure system Submitted 

Stability Submitted 

2.4 Non-Clinical Overview Submitted 

2.5 Clinical Overview Submitted 

2.6 Non-Clinical Written and Tabulated Summaries (Normally not required for generics) Submitted 
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2.7 Clinical summary Submitted 

 

MODULE 3: QUALITY 

3.1 Table of Contents of Module 3 Submitted 

3.2 Body of Data Submitted 

 

3.2.S DRUG SUBSTANCE (API) 

3.2.S.1 GENERAL INFORMATION 

3.2.S.1.1 Nomenclature Submitted 

3.2.S.1.2 Structure Submitted 

3.2.S.1.3 General properties Submitted 

3.2.S.2 MANUFACTURER 

3.2.S.2.1    Manufacturer(s) Submitted 

3.2.S.2.2 Description of Manufacturing Process and Process Controls  Submitted 

3.2.S.2.3 Control of Materials Not submitted 

3.2.S.2.5 Process Validation and/or Evaluation Submitted 

 

3.2.S.3 

CHARACTERIZATION 

3.2.S.3.1    Elucidation of Structure and other Characteristics Submitted 

3.2.S.3.2    Impurities Submitted 

3.2.S.4 CONTROL OF DRUG SUBSTANCE (API) 

3.2.S.4.1 Specification Submitted 

3.2.S.4.2 Analytical procedures Submitted 

 

 

 

3.2.S.4.4 

Batch analysis 

Certificate of analysis (COA) specifications and test results from drug substance 

(API) manufacturer(s) 

Drug product manufacturerôs certificate of analysis with API lot numbers 

3.2.S.4.5 Justification of specifications Submitted 

3.2.S.5 REFERENCE STANDARDS Submitted 

3.2.S.6 CONTAINER CLOSURE SYSTEMS Submitted 

3.2.S.7 STABILITY  

3.2.S.7.1 Stability Summary and Conclusions Submitted 

3.2.S.7.2 Post-approval Stability Protocol and Stability Commitment  Submitted 

3.2.S.7.3 Stability Data Submitted 

3.2.P DRUG PRODUCT 

3.2.P.1 DESCRIPTION AND COMPOSITION OF THE DRUG PRODUCT Submitted 

3.2.P.2 

  

PHARMACEUTICAL DEVELOPMENT 

3.2.P.2.1 Components of the Drug Product  

3.2.P.2.1.1 Drug Substance Submitted 

3.2.P.2.1.2 Excipients Submitted 

3.2.P.2.2 Drug Product 

3.2.P.2.2.1 Formulation Development Submitted 

3.2.P.2.2.2 Overages Submitted 

3.2.P.2.2.3 Physicochemical and Biological Properties Submitted 

3.2.P.2.3 Manufacturing Process Development Submitted 

3.2.P.2.4 Container Closure System Submitted 

3.2.P.2.5 Microbiological Attributes Submitted 

3.2.P.2.6 Compatibility Submitted 

3.2.P.3 

 

                                    MANUFACTURE 

3.2.P.3.1 Manufacturer(s) Submitted 

Name and full address(es) of the facility(ies) 

Contact name, phone and fax numbers, email address 

3.2.P.3.2 Batch formula Submitted 

3.2.P.3.3 Description of manufacturing process and process controls Submitted 
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3.2.P.3.4 Controls of critical steps and intermediates Submitted 

3.2.P.3.5 Process validation and/or evaluation Submitted 

3.2.P.4 CONTROL OF EXCIPIENTS 

3.2.P.4.1 Specifications Submitted 

3.2.P.4.2 Analytical procedures Submitted 

3.2.P.4.3 Validation of analytical procedures Submitted 

3.2.P.4.4 Justification of specifications (as applicable) Submitted 

3.2.P.5 CONTROLS OF DRUG PRODUCT 

3.2.P.5.1 Specification(s) Submitted 

3.2.P.5.2 Analytical procedures Submitted 

3.2.P.5.3 Validation of analytical procedures Submitted  

3.2.P.5.4 Batch analysis Submitted 

3.2.P.5.5 Characterization of impurities Submitted 

3.2.P.5.6 Justification of specifications Submitted  

3.2.P.6 Reference Standards or Materials Submitted 

3.2.P.7 CONTAINER CLOSURE SYSTEM Submitted 

3.2.P.8  STABILITY  

3.2.P.8.1 Stability summary and conclusion (Finished Dosage Form) Submitted 

Stability protocol submitted 

3.2.P.8.2 Post-approval Stability Protocol and Stability Commitment Not applicable 

3.2.P.8.3 Stability  Submitted 

Firm has submitted three batches long term stability data (36 months) at 30±20C, 

65±5%RH and 6 months at 400C±75%RH.  

Remarks: 

¶ Frim has submitted pharmaceutical equivalence with Zytiga tablet 

¶ Firm has also submitted QOS as per WHO QOS-PD template 

¶ Firm has not submitted drug substance data is module 3, section 3.2.S 

¶ Firm has not submitted data of comparative dissolution profile 
 

Decision of 297th meeting of Registration Board:  

Deferred for submission of data of comparative dissolution profile in section 3.2.P.2.2.1 of module 3. 

Response of the firm: 

Firm has submitted the following  

¶ Data of comparative dissolution profile (CDP) of Zytix Tablet 250mg manufactured by Beacon 

Pharmaceuticals Limited Bangladesh against reference product Zytiga Tabet 250mg manufactured by 

Janssen-Cilag Limited. CDP was performed at 0.1 N HCl pH 1.2, acetate buffer pH 4.5 and phosphate 

buffer pH 6.8. The results of factor f2 was within acceptable limit in all mediums. CDP data testing 

was performed by Alpha Laboratories Mumbai India. 

¶ Firm has also submitted copy of signed consultancy agreement between Beacon Pharmaceuticals 

Limited Bangladesh and Alpha Laboratories Mumbai India in which it is specified that Alpha 

laboratories holds specialties in BE studies and that Beacon Pharma will engage Alpha laboratories to 

provide certain services in the area of Alpha laboratories specialties.   

Decision: Approved with USP specifications as per Policy for inspection of Manufacturer abroad and 

verification of local storage facility. 
 

c. Cases of New License 

Case No. 01: M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, Rawalpindi 

M/s Biogen Pharmaceuticals, Rawalpindi has been granted new license (DML No. 000911) by way of 

formulation by Licensing division DRAP dated 13-02-2020. Now the firm has submitted following 

applications as per the details mentioned in the table below: 

Name of Section Considered in 297th RB meeting Freshly applied 

No of molecules No of 

products 

No of 

molecules 

No of 

products 

Dry Vial section (Cephalosporin) 01 07   

Dry suspension section (Cephalosporin) 01 02   

Capsule section (Cephalosporin) 01 01 01 01 

Ampoule Section SVP (General) 05 07   
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Capsule section (General) 02 04   

Dry Vial section (General) 01 02   

Soft gel capsule general section - - 02 03 

Hydrocortisone injection (steroid) - - 01 03 
 

Soft gel capsule general section: 02 (Molecule) / 03 (Products) 

13.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Soft gel capsule general section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 1685: 13-01-2021  

Details of fee submitted PKR 20,000/-: 30-11-2020 

The proposed proprietary name / brand 

name  

BIOTAN 10mg Capsule 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each soft gel capsule Contains: 

Isotretinoinééé10mg 

Pharmaceutical form of applied drug Yellow color soft gel capsule containing yellow color liquid  

Pharmacotherapeutic Group of (API) Retinoids for treatment of acne 

Reference to Finished product 

specifications   

BP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Isotretinoin 10 mg soft capsules (MHRA Approved) 

For generic drugs (me-too status) Oratane Capsule by Crystolite  

Name and address of API manufacturer. Chongqing Huapont Shengchem Pharmaceutical Co. Ltd No. 

666 Rongjun Road, Nanjin Avenue, Hechuan District, 

Changqin China.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 
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solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Isotrol 10mg 

Capsule. 

Firm has submitted results of CDP for their product against 

Isotrol 10mg Capsule.  

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Chongqing Huapont Shengchem Pharmaceutical Co. Ltd No. 666 Rongjun 

Road, Nanjin Avenue, Hechuan District, Changqin China. 

API Lot No. 20200108 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months                  Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months)   Real Time: 0, 3, 6 (Months) 

Batch No. T-025 T-026 T-027 

Batch Size  10,000 Capsule 10,000 Capsule 10,000 Capsule 

Manufacturing Date 03-2020 03-2020 03-2020 

Date of Initiation 03-2020 03-2020 03-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA  

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 

CQ20180013) issued by CFDA China. The certificate is valid 

till 06-06-2023. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 13-01-

2020 specifying purchase of 0.1Kg isotretinoin.  
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4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

¶ The application was submitted by M/s Biogen Pharmaceuticals, 8-Km Chakbeli Road Rawat. Later 

on Central Licensing Board approved the change of title of the firm to M/s Biogen Life Sciences 8-

Km, Chakbeli road Rawat vide its letter dated 18-03-2021. However the firm has not  submitted fee 

for the change of title.  

¶ Firm has submitted fee challan with brand name Isozam 10mg capsule, later the firm has submitted 

Form 5F with brand name Biotan 10mg capsule. Firm has submitted clarification that due to similarity 

with some existing brand name we have changed the brand name to Biotan 10mg Capsule. 

Shortcomings communicated Response by the firm 

Submit data in section 3.2.S.4.1 and 3.2.S.4.2 as per 

the guidance document approved by Registration 

Board which specifies that ñCopies of the Drug 

substance specifications and analytical procedures 

used for routine testing of the Drug substance /Active 

Pharmaceutical Ingredient by both Drug substance 

& Drug Product manufacturer is requiredò, since 

you have only submitted BP monograph for 

isotretinoin instead of submitting detailed analytical 

procedures. 

Firm has submitted specifications and analytical 

procedure of drug substance from Biogen 

Pharmaceuticals. 

Submit data in section 3.2.S.4.3 as per the guidance 

document approved by Registration Board which 

specifies that ñAnalytical Method Verification 

studies including specificity, accuracy and 

repeatability (method precision) performed by the 

Drug Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall be 

submittedò since you have only submitted a one-page 

summary table instead of providing detailed method 

and results for the verification studies. 

Firm has submitted report of verification studies of 

the drug substance. As per the verification studies, 

the analytical method as well as the reported results 

are for HPLC method, while analytical procedure of 

drug substance is based on titration method.  

Submit data in section 3.2.S.4.4 as per the guidance 

document approved by Registration Board which 

specifies that ñProvide results of analysis of relevant 

batch(es) of Drug Substance performed by Drug 

Product manufacturer used during product 

development and stability studies, along with 

Certificate of Analysis (CoA) of the same batch from 

Drug Substance / /Active Pharmaceutical Ingredient 

manufactureò. 

Firm has initially submitted COA of batch number 

20200108 (Mfg date 08-01-2020, API 

manufacturers testing report date 17-01-2020 and 

Biogen Pharma analysis date 02-03-2020). Later in 

response to the letter, firm has submitted COA of 

batch number 20200113 (Mfg date 18-01-2020, 

API manufacturers testing report date 19-01-2020 

and Biogen Pharma analysis date 02-03-2020).  

Drug product manufacturer has NOT performed the 

test of ñlimit of tretinoinò which is recommended in 

USP monograph and performed by API 

manufacturer as well. 

Justify how working standard procured from Taizhou 

Tyloo Biopharm Co. Ltd can be used as reference 

standard for isotretinoin. 

Firm has submitted that this was only readily 

available working standard. 

Firm has NOT provided any scientific justification 

of use of working standard from another source. 
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Justify the real time stability study data with time 

points 0, 6, 12, 24, 48 and 60 months without 

following ICH recommended time points. 

Firm has submitted one page of real time stability 

studies of isotretinoin. The submitted document 

does NOT specify either any batch number of even 

the name of manufacturer. Further the data of only 

1 batch is submitted. 

Justify how the results of all tests for every batch in 

accelerated stability studies are same at all time 

points. 

Firm has NOT submitted any justification against 

this observation. 

Justify the formulation development process 

specifying USP specifications while BP 

specifications have been claimed for the drug 

product. 

Firm has submitted revised document in which BP 

specifications have been mentioned. 

Justify the pharmaceutical equivalence using USP 

specifications while BP specs have been claimed for 

the drug product. 

Firm has submitted revised report of pharmaceutical 

equivalence in which BP method has been 

mentioned. Firm has performed pharmaceutical 

equivalence with BP method and the reported 

results are different from previous results.  

Clarify why the quantitative results of weight 

variation, dissolution and uniformity of contents is 

not mentioned in pharmaceutical equivalence. 

Firm has now submitted quantitative results of 

dissolution test, but the quantitative results of 

weight variation are NOT provided. 

Justify the performance of pharmaceutical 

equivalence and comparative dissolution profile 

against isotrol 10mg capsule instead of using 

innovator / reference product. 

Firm has submitted that the comparator product is 

manufactured by Crystolite Pharma, while as per 

available database the comparator product Isotrol 

capsule is manufactured by Valor Pharmaceuticals.  

Further the firm has submitted justification that 

innovator product was not readily available 

therefore they have selected product approved by 

DRAP which is most running brand in Pakistan. 

Justify the drug release of 35.7% and 33.5% of 

Biotan 10mg capsule and Isotrol 10mg capsule at pH 

6.8, since the public assessment report of 

Isotretinoïne SUN 10 mg soft gelatin capsule issued 

by Medicine Evaluation Board Netherland specifies 

that ñAttempts were made to compare dissolution 

profiles for the biowaiver, at pH 1.2, 4.5 & 6.8, 

between the two product strengths of the proposed 

product and also to compare dissolution with the 

reference product in the same strengths. However, no 

profiles could be generated at the 3 pH's; in all cases 

0% was dissolved at time points T5min - T60min, due 

to the poor solubility of the drug substance.ò 

Firm has submitted that ñthe procedure was 

repeated for reconfirmation of results. After 

performing the tests, the results were looked into 

thoroughly and the conclusion was that during 

performing the test the containers were mislabelled 

as all three of the dissolution media were run 

simultaneously. So the correction may be 

considered nowò 

Justify the steps of manufacturing process 

development without any measures for protecting the 

drug substance from light and temperature. 

Firm has now submitted manufacturing process 

development in which it is mentioned that the 

product is temperature and light sensitive so all 

procedures should be carried out in controlled 

environment to protect from light degradation. 

The target weight of the drug product is mentioned as 

490mg while as per the master formulation, total 

weight of complete unit is 500mg. Clarification is 

required in this regard. 

Firm has NOT submitted any justification against 

this observation 

Justify the verification studies of the drug product 

without performing test for accuracy. 

Firm has submitted verification studies with test for 

accuracy and recovery 

Justify how working standard procured from Taizhou 

Tyloo Biopharm Co. Ltd can be used as reference 

standard for the drug product (isotretinoin capsule). 

Firm has submitted that this was only readily 

available working standard. 

Firm has NOT provided any scientific justification 

of use of working standard from another source. 

Clarify the date of initiation of stability studies, since 

the initial testing date mentioned in stability data 

sheet is 06-03-2020, while the batch release date 

mentioned on batch analysis COA is 20-03-2020. 

Firm has submitted revised batch analysis 

certificate as well as stability data sheets specifying 

06-03-2020as the stability initiation as well as batch 

release date. 
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The assay result of batch T-025 mentioned in the 

COA of batch release is 101.49%, while the assay of 

same batch in the initial stability testing is 99.5%. 

Furthermore the results of dissolution are also 

different i.e. 96.31% in COA of batch release, while 

92% in initial stability results. Clarification is 

required in this regard. 

Firm has now submitted new batch analysis 

certificate with results as per the stability study data. 

Firm has NOT submitted any justification / 

clarification how the results are now changed. 

Justify the manufacturing of 3 batches having batch 

size 10,000 capsule using 0.1Kg drug substance. 

Firm has NOT submitted any justification against 

this observation. 

Firm has now submitted BMR of same batches 

showing 1000 capsule batch size 

Justify the import of drug substance on 13-01-2020 

while the DML was issued on 13-02-2020. 

Our successful inspection was conducted on 12th 

December 2019 and we were hopeful to get DML 

soon so we started working on sample preparation 

for CTD dossiers. In this regard our procurement 

deprtment which already have liason with suppliers 

due to our sister concern (Valor and Biogen). They 

arranged material for Bional injection. But due to 

some unforeseen reasons our license was delayed 

we receive material well before issuance of license. 

Nevertheless we started actual stability studies after 

receiving DML on 13th February 2020. 

The submitted commercial invoice is from Taizhou 

Bona Chemical Co. Ltd while the drug substance 

manufacturer is chongqing Huapont Shengchem 

Pharmaceutical Co. Ltd. 

Firm has now submitted unsigned commercial 

invoice specifying API manufacturer at the top 

header dated 25-Feb 2020. Previously submitted 

signed and stamped commercial invoice was dated 

13-01-2020. Firm has NOT submitted any 

clarification regarding the exact invoice through 

which the material was purchased and which was 

the exact source. 

The batch of isotretinoin drug substance (Batch No. 

20200108) manufactured on 08-01-2020 and COA is 

generated on 17-01-2020, & the commercial invoice 

is issued on 13-01-2020 even before the analysis of 

the batch. Clarification is required in this regard. 

Firm has NOT submitted any clarification regarding 

this observation. 

Isotretinoin BP specification is mentioned on the 

commercial invoice, while the COA of the same 

batch state USP specifications. Clarification is 

required in this regard. 

The newly submitted commercial invoice contains 

USP with the material name 

Submit evidence of procurement of drug substance 

from the drug substance manufacturer by submitting 

clearance from Assistant Director (I&E) DRAP 

Islamabad, or verifiable copy of invoice of DHL / 

Fedex etc along with justification why the drug 

substance was imported without getting clearance 

from DRAP. 

Firm has submitted copy of inbound charge invoice 

of DHL dated 29-02-2020. As per the invoice of 

DHL the date of arrival of the material is 29-02-

2020. 

Justify the calculation of results of assay in stability 

studies using a completely different formula from 

that mentioned in analytical procedures (section 

3.2.P.5.2) as well as BP monograph. 

Firm has submitted that ñStandard analytical 

procedure has been revised as per worksheets. 

Mistakenly old version of standard analytical 

procedure is pastedò.  

Firm has NOT submitted any clarification and the 

currently submitted method and calculation formula 

is also different from BP monograph as well as the 

submitted raw data sheets. 

As per the commercial invoice 0.1Kg isotretinoin is 

imported, while as per the BMR of Batch T-025, 

0.949 Kg isotretinoin was dispensed. Clarification is 

required in this regard. 

Firm has submitted copy of COA which specifies 

10kg while the commercial invoice mention 0.1Kg. 

Firm has NOT provided any clarification.  

Batch T-025 was manufactured on 07-03-2020 as per 

the signed BMR, while as per the stability study data 

Firm has submitted new BMR of the same batch in 

which the date of manufacturing is 05-03-2020. 
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sheet and the relevant UV spectra the testing of bulk 

capsules of the same batch was performed on 05-03-

2020 while the testing of filled capsules and initial 

stability testing was performed on 06-03-2020. 

Batch size mentioned on COA of batch analysis, 

stability data sheets and BMR are different. 

Clarification is required in this regard. 

Firm has NOT submitted any clarification regarding 

this observation. 

Fill weight is an important test for the soft gelatin 

capsule, while the results of fill weight is not 

mentioned in the BMR. Clarification is required in 

this regard. 

Firm has submitted new BMR in which the weight 

variation test results are now mentioned. 

 

Decision: Deferred for following:  

¶ Justification regarding performance of verification studies of the analytical method of drug 

substance using HPLC method since the method of analysis of drug substance as well as of BP 

is based on titration method. 

¶ Submission of accelerated and real time stability study data of 3 batches of drug substance as 

per zone IV-A conditions. 

¶ Details including brand name, name of manufacturer, batch number and manufacturing date 

of the product against which pharmaceutical equivalence as well as comparative dssolution 

profile was conducted.  

¶ Justification of the results of drug release during dissolution testing and comparative dissolution 

profile since the public assessment report of the reference product specify the the drug show 0% 

release at 5 minutes and 60minutes in all the three-dissolution medium due to poor solubility of 

the drug substance. 

¶ Justification regarding the batch size of the stability batches since initially submitted documents 

specify a batch size of 10,000 capsule while the newly submitted documents show batch size of 

1000 capsule. 

¶ Clarification of the drug substance manufacturer along with the exact invoice, date and quantity 

of the drug substance imported and when it was received in the factory premises since the drug 

substance manufacturer and the date of import of drug substance is different as per the 

documents submitted initially and as a response of letter of shortcoming.  

¶ Justification of using analysis and calculation method different from that specified in BP 

monograph for assay of drug product. 

¶ Submission of fee since the title of the firm has been changed from Biogen Pharmaceuticals to 

Biogen Life sciences. 

14.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Soft gel capsule general section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 1686: 13-01-2021  

Details of fee submitted PKR 20,000/-: 30-11-2020 

Proposed proprietary name / brand name  BIOTAN 20mg Capsule 
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Strength/ concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each soft gel capsule Contains: 

Isotretinoinééé20mg 

Pharmaceutical form of applied drug Yellow color soft gel capsule containing yellow color liquid  

Pharmacotherapeutic Group of (API) Retinoids for treatment of acne 

Reference to Finished product 

specifications   

BP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Isotretinoin 20mg soft capsules (MHRA Approved) 

For generic drugs (me-too status) Oratane Capsule by Crystolite  

Name and address of API manufacturer. Chongqing Huapont Shengchem Pharmaceutical Co. Ltd No. 

666 Rongjun Road, Nanjin Avenue, Hechuan District, 

Changqin China.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process & controls, impurities, specifications, 

analytical procedures and its validation, batch analysis and 

justification of specification, reference standard, container 

closure system & stability studies of drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Isotrol 20mg 

Capsule. 

Firm has submitted results of CDP for their product against 

Isotrol 20mg Capsule.  

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Chongqing Huapont Shengchem Pharmaceutical Co. Ltd No. 666 Rongjun 

Road, Nanjin Avenue, Hechuan District, Changqin China. 

API Lot No. 20200108 

Description of Pack  Alu-alu blister 
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(Container closure system) 

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. T-034 T-035 T-036 

Batch Size  10,000 Capsule 10,000 Capsule 10,000 Capsule 

Manufacturing Date 03-2020 03-2020 03-2020 

Date of Initiation 03-2020 03-2020 03-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 

CQ20180013) issued by CFDA China. The certificate is valid 

till 06-06-2023. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 13-01-

2020 specifying purchase of 0.1Kg isotretinoin.  

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

¶ The application was submitted by M/s Biogen Pharmaceuticals, 8-Km Chakbeli Road Rawat. Later 

on Central Licensing Board approved the change of title of the firm to M/s Biogen Life Sciences 8-

Km, Chakbeli road Rawat vide its letter dated 18-03-2021. However, the firm has not submitted fee 

for the change of title.  

¶ Firm has submitted fee challan with brand name Isozam 10mg capsule, later the firm has submitted 

Form 5F with brand name Biotan 10mg capsule. Firm has submitted clarification that due to similarity 

with some existing brand name we have changed the brand name to Biotan 10mg Capsule. 

Shortcomings communicated Response by the firm 

Submit data in section 3.2.S.4.1 and 3.2.S.4.2 as 

per the guidance document approved by 

Registration Board which specifies that ñCopies 

of the Drug substance specifications and 

analytical procedures used for routine testing of 

the Drug substance /Active Pharmaceutical 

Ingredient by both Drug substance & Drug 

Product manufacturer is requiredò, since you 

have only submitted BP monograph for 

isotretinoin instead of submitting detailed 

analytical procedures. 

Firm has submitted specifications and analytical 

procedure of drug substance from Biogen 

Pharmaceuticals. 
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Submit data in section 3.2.S.4.3 as per the 

guidance document approved by Registration 

Board which specifies that ñAnalytical Method 

Verification studies including specificity, 

accuracy and repeatability (method precision) 

performed by the Drug Product manufacturer for 

both compendial as well as non-compendial drug 

substance(s) shall be submittedò since you have 

only submitted a one-page summary table instead 

of providing detailed method and results for the 

verification studies. 

Firm has submitted report of verification studies of the 

drug substance. As per the verification studies, the 

analytical method as well as the reported results are 

for HPLC method, while analytical procedure of drug 

substance is based on titration method.  

Submit data in section 3.2.S.4.4 as per the 

guidance document approved by Registration 

Board which specifies that ñProvide results of 

analysis of relevant batch(es) of Drug Substance 

performed by Drug Product manufacturer used 

during product development and stability studies, 

along with Certificate of Analysis (CoA) of the 

same batch from Drug Substance / /Active 

Pharmaceutical Ingredient manufactureò. 

Firm has initially submitted COA of batch number 

20200108 (Mfg date 08-01-2020, API manufacturers 

testing report date 17-01-2020 and Biogen Pharma 

analysis date 02-03-2020). Later in response to the 

letter, firm has submitted COA of batch number 

20200113 (Mfg date 18-01-2020, API manufacturers 

testing report date 19-01-2020 and Biogen Pharma 

analysis date 02-03-2020).  

Drug product manufacturer has NOT performed the 

test of ñlimit of tretinoinò which is recommended in 

USP monograph and performed by API manufacturer 

as well. 

Justify how working standard procured from 

Taizhou Tyloo Biopharm Co. Ltd can be used as 

reference standard for isotretinoin. 

Firm has submitted that this was only readily available 

working standard. 

Firm has NOT provided any scientific justification of 

use of working standard from another source. 

Justify the real time stability study data with time 

points 0, 6, 12, 24, 48 and 60 months without 

following ICH recommended time points. 

Firm has submitted one page of real time stability 

studies of isotretinoin. The submitted document does 

NOT specify either any batch number of even the 

name of manufacturer. Further the data of only 1 batch 

is submitted. 

Justify how the results of all tests for every batch 

in accelerated stability studies are same at all time 

points. 

Firm has NOT submitted any justification against this 

observation. 

Submit composition of the drug product for 20mg 

strength, since the submitted master formulation 

is for 10mg strength. 

Firm has submitted master formulation for 20mg 

capsule 

Justify the formulation development process 

specifying USP specifications while BP 

specifications have been claimed for the drug 

product. 

Firm has submitted revised document in which BP 

specifications have been mentioned. 

Justify the pharmaceutical equivalence using USP 

specifications while BP specs have been claimed 

for the drug product. 

Firm has submitted revised report of pharmaceutical 

equivalence in which BP method has been mentioned. 

Firm has performed pharmaceutical equivalence with 

BP method and the reported results are different from 

previous results.  

Clarify why the quantitative results of weight 

variation, dissolution and uniformity of contents 

is not mentioned in pharmaceutical equivalence. 

Firm has now submitted quantitative results of 

dissolution test, but the quantitative results of weight 

variation are NOT provided. 

Justify the performance of pharmaceutical 

equivalence and comparative dissolution profile 

against isotrol capsule instead of using innovator 

/ reference product. 

Firm has submitted that the comparator product is 

manufactured by Crystolite Pharma, while as per 

available database the comparator product Isotrol 

capsule is manufactured by Valor Pharmaceuticals.  

Further the firm has submitted justification that 

innovator product was not readily available therefore 

they have selected product approved by DRAP which 

is most running brand in Pakistan. 

Justify the drug release of 35.7% and 33.5% of 

Biotan capsule and Isotrol capsule at pH 6.8, since 

Firm has submitted that ñthe procedure was repeated 

for reconfirmation of results. After performing the 
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the public assessment report of Isotretinoïne SUN 

10 mg soft gelatin capsule issued by Medicine 

Evaluation Board Netherland specifies that 

ñAttempts were made to compare dissolution 

profiles for the biowaiver, at pH 1.2, 4.5 & 6.8, 

between the two product strengths of the 

proposed product and also to compare 

dissolution with the reference product in the same 

strengths. However, no profiles could be 

generated at the 3 pH's; in all cases 0% was 

dissolved at time points T5min - T60min, due to 

the poor solubility of the drug substance.ò 

tests, the results were looked into thoroughly and the 

conclusion was that during performing the test the 

containers were mislabelled as all three of the 

dissolution media were run simultaneously. So the 

correction may be considered nowò 

Justify the steps of manufacturing process 

development without any measures for protecting 

the drug substance from light and temperature. 

Firm has now submitted manufacturing process 

development in which it is mentioned that the product 

is temperature and light sensitive so all procedures 

should be carried out in controlled environment to 

protect from light degradation. 

The target weight of the drug product is 

mentioned as 490mg while as per the master 

formulation, total weight of complete unit is 

500mg. Clarification is required in this regard. 

Firm has NOT submitted any justification against this 

observation 

Justify the verification studies of the drug product 

without performing test for accuracy. 

Firm has submitted verification studies with test for 

accuracy and recovery 

Justify how working standard procured from 

Taizhou Tyloo Biopharm Co. Ltd can be used as 

reference standard for the drug product 

(isotretinoin capsule). 

Firm has submitted that this was only readily available 

working standard. 

Firm has NOT provided any scientific justification of 

use of working standard from another source. 

Clarify the date of initiation of stability studies, 

since the initial testing date mentioned in stability 

data sheet is 06-03-2020, while the batch release 

date mentioned on batch analysis COA is 20-03-

2020. 

Firm has submitted revised batch analysis certificate 

as well as stability data sheets specifying 06-03-

2020as the stability initiation as well as batch release 

date. 

The assay result of batch T-034 mentioned in the 

COA of batch release is 101.49%, while the assay 

of same batch in the initial stability testing is 

99.5%. Furthermore the results of dissolution are 

also different i.e. 96.31% in COA of batch 

release, while 92% in initial stability results. 

Clarification is required in this regard. 

Firm has now submitted new batch analysis certificate 

with results as per the stability study data. Firm has 

NOT submitted any justification / clarification how 

the results are now changed. 

Justify the manufacturing of 3 batches having 

batch size 10,000 capsule using 0.1Kg drug 

substance. 

Firm has NOT submitted any justification against this 

observation. 

Firm has now submitted BMR of same batches 

showing 1000 capsule batch size 

Justify the import of drug substance on 13-01-

2020 while the DML was issued on 13-02-2020. 

Our successful inspection was conducted on 12th 

December 2019 and we were hopeful to get DML 

soon so we started working on sample preparation for 

CTD dossiers. In this regard our procurement 

deprtment which already have liason with suppliers 

due to our sister concern (Valor and Biogen). They 

arranged material for Bional injection. But due to 

some unforeseen reasons our license was delayed we 

receive material well before issuance of license. 

Nevertheless we started actual stability studies after 

receiving DML on 13th February 2020. 

The submitted commercial invoice is from 

Taizhou Bona Chemical Co. Ltd while the drug 

substance manufacturer is chongqing Huapont 

Shengchem Pharmaceutical Co. Ltd. 

Firm has now submitted unsigned commercial invoice 

specifying API manufacturer at the top header dated 

25-Feb 2020. Previously submitted signed and 

stamped commercial invoice was dated 13-01-2020. 

Firm has NOT submitted any clarification regarding 
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the exact invoice through which the material was 

purchased and which was the exact source. 

The batch of isotretinoin drug substance (Batch 

No. 20200108) manufactured on 08-01-2020 and 

COA is generated on 17-01-2020, and the 

commercial invoice is issued on 13-01-2020 even 

before the analysis of the batch. Clarification is 

required in this regard. 

Firm has NOT submitted any clarification regarding 

this observation. 

Isotretinoin BP specification is mentioned on the 

commercial invoice, while the COA of the same 

batch state USP specifications. Clarification is 

required in this regard. 

The newly submitted commercial invoice contains 

USP with the material name 

Submit evidence of procurement of drug 

substance from the drug substance manufacturer 

by submitting clearance from Assistant Director 

(I&E) DRAP Islamabad, or verifiable copy of 

invoice of DHL / Fedex etc along with 

justification why the drug substance was 

imported without getting clearance from DRAP.  

Firm has submitted copy of inbound charge invoice of 

DHL dated 29-02-2020. As per the invoice of DHL 

the date of arrival of the material is 29-02-2020. 

Justify the calculation of results of assay in 

stability studies using a completely different 

formula from that mentioned in analytical 

procedures (section 3.2.P.5.2) as well as BP 

monograph. 

Firm has submitted that ñStandard analytical 

procedure has been revised as per worksheets. 

Mistakenly old version of standard analytical 

procedure is pastedò.  

Firm has NOT submitted any clarification and the 

currently submitted method and calculation formula is 

also different from BP monograph as well as the 

submitted raw data sheets. 

As per the commercial invoice 0.1Kg isotretinoin 

is imported, while as per the BMR of Batch T-

025, 0.949 Kg isotretinoin was dispensed. 

Clarification is required in this regard.  

Firm has submitted copy of COA which specifies 

10kg while the commercial invoice mention 0.1Kg. 

Firm has NOT provided any clarification.  

Batch T-025 was manufactured on 07-03-2020 as 

per the signed BMR, while as per the stability 

study data sheet and the relevant UV spectra the 

testing of bulk capsules of the same batch was 

performed on 05-03-2020 while the testing of 

filled capsules and initial stability testing was 

performed on 06-03-2020. 

Firm has submitted new BMR of the same batch in 

which the date of manufacturing is 05-03-2020. 

Batch size mentioned on COA of batch analysis, 

stability data sheets and BMR are different. 

Clarification is required in this regard. 

Firm has NOT submitted any clarification regarding 

this observation. 

Fill weight is an important test for the soft gelatin 

capsule, while the results of fill weight is not 

mentioned in the BMR. Clarification is required 

in this regard. 

Firm has submitted new BMR in which the weight 

variation test results are now mentioned. 

 

Decision: Deferred for following: 

¶ Justification regarding performance of verification studies of the analytical method of drug 

substance using HPLC method since the method of analysis of drug substance as well as of BP 

is based on titration method. 

¶ Submission of accelerated and real time stability study data of 3 batches of drug substance as 

per zone IV-A conditions. 

¶ Details including brand name, name of manufacturer, batch number and manufacturing date 

of the product against which pharmaceutical equivalence as well as comparative dssolution 

profile was conducted.  

¶ Justification of the results of drug release during dissolution testing and comparative dissolution 

profile since the public assessment report of the reference product specify the the drug show 0% 

release at 5 minutes and 60minutes in all the three-dissolution medium due to poor solubility of 

the drug substance. 
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¶ Justification regarding the batch size of the stability batches since initially submitted documents 

specify a batch size of 10,000 capsule while the newly submitted documents show batch size of 

1000 capsule. 

¶ Clarification of the drug substance manufacturer along with the exact invoice, date and quantity 

of the drug substance imported and when it was received in the factory premises since the drug 

substance manufacturer and the date of import of drug substance is different as per the 

documents submitted initially and as a response of letter of shortcoming.  

¶ Justification of using analysis and calculation method different from that specified in BP 

monograph for assay of drug product. 

¶ Submission of fee since the title of the firm has been changed from Biogen Pharmaceuticals to 

Biogen Life sciences. 

15.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Soft gel capsule general section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 1687: 13-01-2021  

Details of fee submitted PKR 20,000/-: 10-12-2020 

Proposed proprietary name / brand name  3-D Capsule 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each soft gel capsule Contains: 

Cholecalciferolééé50,000 I.U 

Pharmaceutical form of applied drug Yellowish color viscous suspension filled in an oval shaped 

soft gelatin capsule shell.  

Pharmacotherapeutic Group of (API) Vitamin D 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  5ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

InVita D3 50,000 IU soft capsules (MHRA Approved) 

For generic drugs (me-too status) Solar-D Soft gelatin Capsule 50,000 IU by Crystolite pharma 

(Reg#094359) 

Name and address of API manufacturer. Sichuan Yuxin Pharmaceutical Co., Ltd. No. 51, West 

Section of Changjiang Road, Economic Development Zone 

(South District), Shifang City Sichuan Province China. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 
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controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Sunny D Capsule. 

Firm has submitted results of CDP for their product against 

Sunny D Capsule.  

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Sichuan Yuxin Pharmaceutical Co., Ltd. No. 51, West Section of Changjiang 

Road, Economic Development Zone (South District), Shifang City Sichuan 

Province China. 

API Lot No. M-I-51-MI91210 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T-028 T-029 T-030 

Batch Size  10,000 Capsule 10,000 Capsule 10,000 Capsule 

Manufacturing Date 02-2020 02-2020 02-2020 

Date of Initiation 27-02-2020 27-02-2020 29-02-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 
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2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 

CQ20180013) issued by CFDA China. The certificate is valid 

till 06-06-2023. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 02-02-

2020 specifying purchase of 50g cholecalciferol.  

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Submit data in section 3.2.S.4.3 as per the guidance 

document approved by Registration Board which 

specifies that ñAnalytical Method Verification 

studies including specificity, accuracy and 

repeatability (method precision) performed by the 

Drug Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall be 

submittedò Further specify how the testing of drug 

substance was carried out without performing 

verification studies. 

Firm has again submitted validation studies of the 

drug substance manufacturer. 

However, verification studies by the drug product 

manufacturer are not submitted. 

Submit stability study data of 3 batches of drug 

substance as per the conditions of zone IV-A, since 

the submitted stability data sheets are not properly 

printed and have various mistakes. 

Firm has submitted stability study data of 3 batches 

of drug substance at both accelerated as well as real 

time conditions. The accelerated stability data is 

conducted at 40°C ± 2°C / 75% ± 5% RH for 6 

months. The real time stability data is conducted at 

30°C ± 2°C / 65 ± 5% RH for 36 months. 

Justify the composition of the drug product, since 

the submitted master formulation is similar to that 

submitted for isotretinoin capsule. 

Firm has now submitted new master formulation. 

However, the new formulation is also different from 

innovator / reference product. 

Justify the choice of excipients in your formulation, 

since the excipients used are different from that of 

the innovator / reference product. Further justify 

how the formulation was developed without 

performing drug-excipient compatibility studies. 

Firm has not submitted any justification for this 

point. However, the new formulation is also 

different from innovator / reference product. 

Justify the performance of pharmaceutical 

equivalence with sunny D capsule instead of using 

innovator / reference product. 

The innovator product was not readily available at 

the time of comparative studies so we have selected 

said product approved by DRAP. 

Provide details of the comparator product used for 

pharmaceutical equivalence including Registration 

number, batch number and expiry date. 

Now the firm has submitted pharmaceutical 

equivalence with Solar-D 50000 IU manufactured 

by Crystolite Pharma. Batch No 082C20 mfg date 

03-2020. 

Justify the drug release above 75% of 

cholecalciferol soft gelatin capsule at pH 1.2, 4.5 

and 6.8 for both your product as well as comparator 

product, since the public assessment report of 

Colecalciferol Benferol 50,000 IU soft gelatin 

capsule issued by Medicine Evaluation Board 

Netherland specifies that ñDissolution tests for 

cholecalciferol are not possible due to the non-

Firm has submitted that the procedure was repeated 

for reconfirmation of results. After performing the 

test previous results were looked into thoroughly 

and the conclusion was that during performing the 

test the containers were mislabelled as all the three 

dissolution media were run simultaneously. So the 

correction may be considered now. 
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aqueous, fatty oil matrix in which the active 

substance is dissolved. Although the active 

substance itself is insoluble in water, confirmation 

has been provided that the dosage form complies 

with the specification of the Ph.Eur. disintegration 

test.ò 

The pharmaceutical equivalence report contains 

dissolution test in which 92.98% and 94.86% drug 

release was observed for test and comparator 

product.  

Submit the contents of cholecalciferol in mg as per 

the labelling requirements of USP monograph. 

Each soft gelatin capsule contains: 

Cholecalciferolé..50000 IU (eq to 1.25mg) 

Justify how 285mg/capsule of cholecalciferol 

having 50,000 IU is equivalent to 10mg 

cholecalciferol as per the details submitted in 

section 3.2.P.5.2. 

Firm has not submitted any justification against this 

query 

The assay method in analytical method (section 

3.2.P.5.2) is different from that mentioned in USP. 

Justification is required in this regard. 

The submitted analytical method is still different 

from USP monograph 

Justify the verification studies of the analytical 

method of drug product without performance of test 

of accuracy. 

Firm has now submitted verification report 

including test of accuracy however the analytical 

method for assay is different from USP. 

The manufacturing date of stability batches 

mentioned in batch analysis (section 3.2.P.5.4) is 

March 2020 while that mentioned on stability data 

sheets is February 2020. 

Firm has now submitted batch analysis report in 

which the analysis date is mentioned as February 

2020. 

Justify the stability testing without performing 

verification studies of the analytical method of drug 

product, since the verification studies are signed in 

March 2020 while batches are manufactured in 

February 2020. 

Firm has not submitted any justification against this 

point. 

Justify the import of drug substance on 02-02-2020 

while the DML was issued on 13-02-2020. 

Our successful inspection was conducted on 12th 

December 2019 and we were hopeful to get DML 

soon so we started working on sample preparation 

for CTD dossiers. In this regard our procurement 

department which already have liaison with 

suppliers due to our sister concern (Valor and 

Biogen). They arranged material. But due to some 

unforeseen reasons our license was delayed we 

receive material well before issuance of license. 

Nevertheless, we started actual stability studies after 

receiving DML on 13th February 2020. 

The submitted commercial invoice is from Liaoning 

Pharmaceutical Foreign Trade Corporation while 

the drug substance manufacturer is Sichuan Yuxin 

Pharmaceutical Co., Ltd. 

Firm has now submitted commercial invoice from 

drug substance manufacturer 

Submit evidence of procurement of drug substance 

from the drug substance manufacturer by 

submitting clearance from Assistant Director (I&E) 

DRAP Islamabad, or verifiable copy of invoice of 

DHL / Fedex etc along with justification why the 

drug substance was imported without getting 

clearance from DRAP. 

Firm has submitted copy of invoice from drug 

substance manufacturer however no other evidence 

of import like AD attested invoice or DHL invoice 

is submitted. 

Justify the calculation of results of assay in stability 

studies using a completely different formula from 

that mentioned in analytical procedures (section 

3.2.P.5.2) as well as USP monograph. 

Firm has not submitted any justification regarding 

this query. 

Justify the submission of batch manufacturing 

record of isotretinoin capsule submitted with same 

batch numbers as presented in stability study data of 

cholecalciferol capsule. 

Firm has submitted BMR of three stability batches. 

 

Decision: Deferred for following:  
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¶ Submission of verification studies of the analytical method of the drug substance from the drug 

product manufacturer. 

¶ Justification / scientific rational of using a formulation with is qualitatively different from the 

innovator product without performance of drug-excipient compatability studies. 

¶ Justification of the results of drug release during dissolution testing and comparative dissolution 

profile since the public assessment report of the reference product specify that the dissolution 

test for the drug product is not possible due to non-aquous fatty oil matrix in which the drug 

substance is dissolved.  

¶ Justification / scientific rational of using the method of analysis of the drug product which is 

different than the method specified in USP monograph.  

¶ Submission of fee since the title of the firm has been changed from Biogen Pharmaceuticals to 

Biogen Life sciences. 

Hydrocortisone injection (steroid): Molecule 1 / Products 3 

16.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Hydrocortisone injection section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 6966: 02-03-2021  

Details of fee submitted PKR 20,000/-: 07-01-2021 

Proposed proprietary name / brand name  BIOCORT 100mg Injection 

Strength/ concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each vial contains: 

Hydrocortisone Sodium Succinate equivalent to 

hydrocortisoneéé 100 mg 

Pharmaceutical form of applied drug White to off White color, Lyophilized, Sterile Powder filled 

in Glass Vial as 1ôs Injection with 2mL Water for Injection 

further packed in Card board Unit Carton along with Leaflet. 

Pharmacotherapeutic Group of (API) Corticosteroid, Glucocorticosteroid 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities USFDA Approved 

For generic drugs (me-too status) Cortizone injection by Global pharma  

Name and address of API manufacturer. Symbiotec Pharmalab Private Limited 385/2 Pigdamber, 

Near Hotel Mashal, Off A. B. Road, Rau, Indore 453331 

(M.P) India 

And 

Symbiotec Pharmalab Private Limited 

Plot no.5, 6, 7 & 8, Special Economic Zone, Phase-II, Pharma 
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Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Solucortef 100mg 

injection. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Symbiotec Pharmalab Private Limited Plot no.5, 6, 7 & 8, Special Economic 

Zone, Phase-II, Pharma Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

API Lot No. HSS19432 

Description of Pack  

(Container closure system) 
Glass vial 

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. T001 T002 T003 

Batch Size  400 vials 400 vials 400 vials 

Manufacturing Date 03-2020 03-2020 03-2020 

Date of Initiation 13-04-2020 13-04-2020 15-04-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 
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1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. S-3/2018) 

issued by Food and drug administration Madhya Pradesh 

dated 19-12-2018. The certificate is valid till 18-12-2021.   

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of invoice specifying import of 

2Kg hydrocortisone and 100mg working standard.  

The invoice does not contain any date of import and the 

invoice is also not attested by AD (I&E). 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

¶ The application was submitted by M/s Biogen Pharmaceuticals, 8-Km Chakbeli Road Rawat. Later 

on Central Licensing Board approved the change of title of the firm to M/s Biogen Life Sciences 8-

Km, Chakbeli road Rawat vide its letter dated 18-03-2021. However, the firm has not submitted fee 

for the change of title. 

Shortcomings communicated Response by the firm 

Submit specification and analytical procedures 

of drug substance from drug product 

manufacturer in section 3.2.S.4.1 and 3.2.S.4.2 

respectively. 

Firm has submitted specification and analytical 

procedures of drug substance from drug product 

manufacturer 

Submit verification report of analytical method 

of the drug product in section 3.2.P.5.3. 

Firm has submitted verification report of analytical 

method of the drug product 

Submit stability study data of 3 batches of drug 

substance conducted as per the conditions of 

zone IV-A in section 3.2.S.7.3. 

Firm has submitted stability study data of 3 batches of 

drug substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted 

at 40°C ± 2°C / 75% ± 5% RH for 6 months. The real 

time stability data is conducted at 30°C ± 2°C / 65 ± 

5% RH for 48 months. 

Submit valid GMP certificate of drug substance 

manufacturer. 

Firm has submitted copy of GMP certificate (No. S-

3/2018) issued by Food and drug administration 

Madhya Pradesh dated 19-12-2018. The certificate is 

valid till 18-12-2021.   

Submit documents for the procurement of API 

with approval from DRAP 

Firm has submitted copy of invoice specifying import 

of 2Kg hydrocortisone and 100mg working standard.  

The invoice does not contain any date of import and 

the invoice is also not attested by AD (I&E). 

Submit Batch Manufacturing Record (BMR) of 

the stability batches. 

Firm has submitted copy of BMR of three stability 

batches 

Submit record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and accelerated). 

Firm has submitted record of digital data logger of 

temperature and humidity monitoring of stability 

chambers.  
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
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¶ The firm shall submit fee since the title of the firm has been changed from Biogen 

Pharmaceuticals to Biogen Life sciences before issuance of registration letter. 

17.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Hydrocortisone injection section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 6967: 02-03-2021  

Details of fee submitted PKR 20,000/-: 07-01-2021 

Proposed proprietary name / brand name  BIOCORT 250mg Injection 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each vial contains: 

Hydrocortisone Sodium Succinate equivalent to 

hydrocortisoneéé 250 mg 

Pharmaceutical form of applied drug White to off White color, Lyophilized, Sterile Powder filled 

in Glass Vial as 1ôs Injection with 2mL Water for Injection 

further packed in Card board Unit Carton along with Leaflet. 

Pharmacotherapeutic Group of (API) Corticosteroid, Glucocorticosteroid 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities USFDA Approved 

For generic drugs (me-too status) Cortizone injection by Global pharma  

Name and address of API manufacturer. Symbiotec Pharmalab Private Limited 385/2 Pigdamber, 

Near Hotel Mashal, Off A. B. Road, Rau, Indore 453331 

(M.P) India 

And 

Symbiotec Pharmalab Private Limited 

Plot no.5, 6, 7 & 8, Special Economic Zone, Phase-II, Pharma 

Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 
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solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Solucortef 100mg 

injection. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Symbiotec Pharmalab Private Limited 385/2 Pigdamber, Near Hotel Mashal, 

Off A. B. Road, Rau, Indore 453331 (M.P) India 

And 

Symbiotec Pharmalab Private Limited Plot no.5, 6, 7 & 8, Special Economic 

Zone, Phase-II, Pharma Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

API Lot No. HSS19432 

Description of Pack  

(Container closure system) 
Glass vial 

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. T001 T002 T003 

Batch Size  400 vials 400 vials 400 vials 

Manufacturing Date 03-2020 03-2020 03-2020 

Date of Initiation 13-04-2020 13-04-2020 15-04-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA  

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. S-3/2018) 

issued by Food and drug administration Madhya Pradesh 

dated 19-12-2018. The certificate is valid till 18-12-2021.   
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3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of invoice specifying import of 2Kg 

hydrocortisone and 100mg working standard.  

The invoice does not contain any date of import and the 

invoice is also not attested by AD (I&E). 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

¶ The application was submitted by M/s Biogen Pharmaceuticals, 8-Km Chakbeli Road Rawat. Later 

on Central Licensing Board approved the change of title of the firm to M/s Biogen Life Sciences 8-

Km, Chakbeli road Rawat vide its letter dated 18-03-2021. However, the firm has not submitted fee 

for the change of title. 

Shortcomings communicated Response by the firm 

Submit specification and analytical procedures of 

drug substance from drug product manufacturer 

in section 3.2.S.4.1 and 3.2.S.4.2 respectively. 

Firm has submitted specification and analytical 

procedures of drug substance from drug product 

manufacturer 

Submit verification report of analytical method of 

the drug product in section 3.2.P.5.3. 

Firm has submitted verification report of analytical 

method of the drug product 

Submit stability study data of 3 batches of drug 

substance conducted as per the conditions of zone 

IV -A in section 3.2.S.7.3. 

Firm has submitted stability study data of 3 batches 

of drug substance at both accelerated as well as real 

time conditions. The accelerated stability data is 

conducted at 40°C ± 2°C / 75% ± 5% RH for 6 

months. The real time stability data is conducted at 

30°C ± 2°C / 65 ± 5% RH for 48 months. 

Submit valid GMP certificate of drug substance 

manufacturer. 

Firm has submitted copy of GMP certificate (No. S-

3/2018) issued by Food and drug administration 

Madhya Pradesh dated 19-12-2018. The certificate 

is valid till 18-12-2021.   

Submit documents for the procurement of API 

with approval from DRAP 

Firm has submitted copy of invoice specifying 

import of 2Kg hydrocortisone and 100mg working 

standard.  

The invoice does not contain any date of import and 

the invoice is also not attested by AD (I&E). 

Submit Batch Manufacturing Record (BMR) of 

the stability batches. 

Firm has submitted copy of BMR of three stability 

batches 

Submit record of Digital data logger for 

temperature and humidity monitoring of stability 

chambers (real time and accelerated). 

Firm has submitted record of digital data logger of 

temperature and humidity monitoring of stability 

chambers.  
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application.  

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

¶ The firm shall submit fee since the title of the firm has been changed from Biogen 

Pharmaceuticals to Biogen Life sciences before issuance of registration letter. 

18.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 

Rawalpindi 

Name, address of Manufacturing site.  M/s Biogen Pharmaceuticals 8Km, Chakbeli Road Rawat, 
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Rawalpindi 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has been granted new license (DML No. 000911) by 

way of formulation dated 13-02-2020. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of section approval letter dated 14-

02-2020 which specifies Hydrocortisone injection section. 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 6968: 02-03-2021  

Details of fee submitted PKR 20,000/-: 07-01-2021 

The proposed proprietary name / brand 

name  

BIOCORT 500mg Injection 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each vial contains: 

Hydrocortisone Sodium Succinate equivalent to 

hydrocortisoneéé 500 mg 

Pharmaceutical form of applied drug White to off White color, Lyophilized, Sterile Powder filled 

in Glass Vial as 1ôs Injection with 2mL Water for Injection 

further packed in Card board Unit Carton along with Leaflet. 

Pharmacotherapeutic Group of (API) Corticosteroid, Glucocorticosteroid 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

USFDA Approved 

For generic drugs (me-too status) Cortizone injection by Global pharma  

Name and address of API manufacturer. Symbiotec Pharmalab Private Limited 385/2 Pigdamber, 

Near Hotel Mashal, Off A. B. Road, Rau, Indore 453331 

(M.P) India 

And 

Symbiotec Pharmalab Private Limited 

Plot no.5, 6, 7 & 8, Special Economic Zone, Phase-II, Pharma 

Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 
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analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Solucortef 100mg 

injection. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Symbiotec Pharmalab Private Limited 385/2 Pigdamber, Near Hotel Mashal, 

Off A. B. Road, Rau, Indore 453331 (M.P) India 

And 

Symbiotec Pharmalab Private Limited Plot no.5, 6, 7 & 8, Special Economic 

Zone, Phase-II, Pharma Zone, Pithampur, Dist. Dhar-454774, (M.P.), India 

API Lot No. HSS19432 

Description of Pack  

(Container closure system) 
Glass vial 

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. T001 T002 T003 

Batch Size  400 vials 400 vials 400 vials 

Manufacturing Date 03-2020 03-2020 03-2020 

Date of Initiation 13-04-2020 13-04-2020 15-04-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Biogen Pharmaceutical is a new License facility hence no 

such inspection has been conducted 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. S-3/2018) 

issued by Food and drug administration Madhya Pradesh 

dated 19-12-2018. The certificate is valid till 18-12-2021.   

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of invoice specifying import of 2Kg 

hydrocortisone and 100mg working standard.  

The invoice does not contain any date of import and the 

invoice is also not attested by AD (I&E). 
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4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

NA 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

¶ The application was submitted by M/s Biogen Pharmaceuticals, 8-Km Chakbeli Road Rawat. Later 

on Central Licensing Board approved the change of title of the firm to M/s Biogen Life Sciences 8-

Km, Chakbeli road Rawat vide its letter dated 18-03-2021. However, the firm has not submitted fee 

for the change of title. 

Shortcomings communicated Response by the firm 

Submit specification and analytical procedures of 

drug substance from drug product manufacturer 

in section 3.2.S.4.1 and 3.2.S.4.2 respectively. 

Firm has submitted specification and analytical 

procedures of drug substance from drug product 

manufacturer 

Submit verification report of analytical method of 

the drug product in section 3.2.P.5.3. 

Firm has submitted verification report of analytical 

method of the drug product 

Submit stability study data of 3 batches of drug 

substance conducted as per the conditions of zone 

IV -A in section 3.2.S.7.3. 

Firm has submitted stability study data of 3 batches of 

drug substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted 

at 40°C ± 2°C / 75% ± 5% RH for 6 months. The real 

time stability data is conducted at 30°C ± 2°C / 65 ± 

5% RH for 48 months. 

Submit valid GMP certificate of drug substance 

manufacturer. 

Firm has submitted copy of GMP certificate (No. S-

3/2018) issued by Food and drug administration 

Madhya Pradesh dated 19-12-2018. The certificate is 

valid till 18-12-2021.   

Submit documents for the procurement of API 

with approval from DRAP 

Firm has submitted copy of invoice specifying import 

of 2Kg hydrocortisone and 100mg working standard.  

The invoice does not contain any date of import and the 

invoice is also not attested by AD (I&E). 

Submit Batch Manufacturing Record (BMR) of 

the stability batches. 

Firm has submitted copy of BMR of three stability 

batches 

Submit record of Digital data logger for 

temperature and humidity monitoring of stability 

chambers (real time and accelerated). 

Firm has submitted record of digital data logger of 

temperature and humidity monitoring of stability 

chambers.  
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

¶ The firm shall submit fee since the title of the firm has been changed from Biogen 

Pharmaceuticals to Biogen Life sciences before issuance of registration letter. 
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Case No. 02: Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, Lahore Road Sargodha. 

Quaper (Pvt) Ltd Sargodha.has been granted approval of additional section by Licensing division DRAP dated 

29-09-2020. specifies following sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Another letter from Secretary Central Licensing Board dated 19-03-2021 states that CLB in its 279th meeting 

has considered and approved correction in the name / title of section from Tablet (general) section revised to 

Tablet (General) section new.  

Now the firm has submitted following applications as per the details mentioned in the table below: 

Name of Section No of molecules No of products 

Capsule (General) section (New) 03 07 

Firm has been granted approval of new section on 29-09-2020, however they have manufactured stability 

batches in June 2020. Firm has submitted that they have developed R&D lab and capsule general section as 

per the DRAP approved layout plan. The HVAC was also installed in R&D Lab. The panel inspection for the 

purpose of grant of additional sections was conducted on 16-06-2020 and 18-06-2020. The panel inspection 

report also endorse the R&D Lab with following remarks ñFirm has established R&D Laboratory as per 

approved layout plan approved by DRAP. Following production machines and Quality control instruments 

were provided for small scale development purpose. HVAC system was installed.  

It is humbly requested to you to kindly consider our study of these trial batches which we have submitted 

through CTD application. 

Capsule (General) section (New): 03 (Molecule) / 07 (Products) 

19.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 630: 05-01-2021  

Details of fee submitted PKR 20,000/-: 04-01-2021 

Proposed proprietary name / brand name  OMAX 20mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule contains: 

Omeprazole (as enteric coated pellets)ééé20mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin capsule size 

ñ2ò with blue cap and blue body sealed in Alu-alu blister 

further packed in unit carton of bleach board with UV 

coating. 
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Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Omeprazole 20mg Capsule (USFDA Approved) 

For generic drugs (me-too status) Risek Capsule by Getz  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Risek 20mg 

Capsule. 

Firm has submitted results of CDP for their product against 

Risek 20mg Capsule. The results of f2 factor in all 

dissolution medium were within acceptable limit. 

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. OMP215 

Description of Pack  

(Container closure system) 
Alu-alu blister 
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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. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 25-06-2020 25-06-2020 25-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 2.5Kg omeprazole pellets  

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical 

procedure of drug substance in section 3.2.S.4.3 

as per the guidance document approved by 

Registration Board which specifies that 

ñAnalytical Method Verification studies 

including specificity, accuracy and repeatability 

(method precision) performed by the Drug 

Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall 

be submittedò. 

Firm has submitted report of verification studies of 

the drug substance. The report was developed and 

signed on 18-06-2020 before the initiation of 

stability studies. 

Justify the performance of tests for 

pharmaceutical equivalence and comparative 

dissolution profile against Risek 20mg capsule, 

since the innovator product losec 20mg capsule 

is also available in Pakistan. 

Firm has performed pharmaceutical equivalence and 

comparative dissolution profile against Losec 20mg 

Capsule of M/s Astrazaneca and submitted the 

results. As per the results the developed formulation 

has comparable results with the innovator. The factor 

2 values were within acceptable range. 

Submit data of validation / verification of 

analytical procedure of drug product in section 

3.2.P.5.3 as per the guidance document approved 

by Registration Board which specifies that ñAll 

Firm has submitted detailed protocols and report of 

the verification studies of drug product including the 

tests of specificity, accuracy, and precision 
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the officially recognized compendial methods for 

assay, dissolution and impurities (as applicable) 

are required to be verified and verification shall 

include a demonstration of specificity, 

repeatability (method precision) and accuracyò. 

repeatability. The verification studies were 

conducted on 19-06-2020. 

Submit document / invoice for the procurement 

of API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice 

dated 18-06-2020 specifying purchase of 2.5Kg 

omeprazole pellets 

Justify the manufacturing of stability batches in 

June 2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D 

lab and capsule general section as per the DRAP 

approved layout plan. The HVAC was also installed 

in R&D Lab. The panel inspection for the purpose of 

grant of additional sections was conducted on 16-06-

2020 and 18-06-2020. The panel inspection report 

also endorse the R&D Lab with following remarks 

ñFirm has established R&D Laboratory as per 

approved layout plan approved by DRAP. Following 

production machines and Quality control 

instruments were provided for small scale 

development purpose. HVAC system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of fi rst three batches as per the commitment 

submitted in the registration application. 

20.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 631: 05-01-2021  

Details of fee submitted PKR 20,000/-: 04-01-2021 
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Proposed proprietary name / brand name  OMAX 40mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule contains: 

Omeprazole (as enteric coated pellets)ééé40mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin capsule size 

ñ0ò with blue cap and white body sealed in Alu-alu blister 

further packed in unit carton of bleach board with UV 

coating. 

Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications 

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Omeprazole 40mg Capsule (USFDA Approved) 

For generic drugs (me-too status) Risek Capsule by Getz  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Risek 40mg 

Capsule. 

Firm has submitted results of CDP for their product against 

Risek 40mg Capsule. The results of f2 factor in all 

dissolution medium were within acceptable limit. 

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 



Minutes of 307th meeting of Registration Board                                                                             | 61  

STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. OMP215 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 25-06-2020 25-06-2020 25-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 2.5Kg omeprazole pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical 

procedure of drug substance in section 3.2.S.4.3 

as per the guidance document approved by 

Registration Board which specifies that 

ñAnalytical Method Verification studies 

including specificity, accuracy and repeatability 

(method precision) performed by the Drug 

Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall 

be submittedò. 

Firm has submitted report of verification studies of the 

drug substance. The report was developed and signed 

on 18-06-2020 before the initiation of stability studies. 

Submit data of validation / verification of 

analytical procedure of drug product in section 

Firm has submitted detailed protocols and report of the 

verification studies of drug product including the tests 
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3.2.P.5.3 as per the guidance document approved 

by Registration Board which specifies that ñAll 

the officially recognized compendial methods for 

assay, dissolution and impurities (as applicable) 

are required to be verified and verification shall 

include a demonstration of specificity, 

repeatability (method precision) and accuracyò. 

of specificity, accuracy, and precision repeatability. 

The verification studies were conducted on 19-06-

2020. 

Submit document / invoice for the procurement 

of API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice dated 

18-06-2020 specifying purchase of 2.5Kg omeprazole 

pellets 

Justify the manufacturing of stability batches in 

June 2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D lab 

and capsule general section as per the DRAP approved 

layout plan. The HVAC was also installed in R&D 

Lab. The panel inspection for the purpose of grant of 

additional sections was conducted on 16-06-2020 and 

18-06-2020. The panel inspection report also endorse 

the R&D Lab with following remarks ñFirm has 

established R&D Laboratory as per approved layout 

plan approved by DRAP. Following production 

machines and Quality control instruments were 

provided for small scale development purpose. HVAC 

system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

21.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 3924: 03-02-2021  
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Details of fee submitted PKR 20,000/-: 02-02-2021 

Proposed proprietary name / brand name  ESOMAX 20mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule Contains: 

Esomeprazole (as magnesium trihydrate enteric coated 

pellets)ééé20mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin capsule size 

ñ2ò with blue cap and white body sealed in Alu-alu blister 

further packed in unit carton of bleach board with UV 

coating. 

Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO (10ôs, 14ôs) 

Proposed unit price As per SRO  

Status in reference regulatory authorities Esomeprazole 20mg Capsule (USFDA Approved) 

For generic drugs (me-too status) Nexium Capsule by Getz  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Nexium 

20mg Capsule. 

Firm has submitted results of CDP for their product against 

Nexium 20mg Capsule. The results of f2 factor in all 

dissolution medium were within acceptable limit. 
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Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. EMZ046148 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 25-06-2020 25-06-2020 25-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 2.5Kg esomeprazole 

pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical 

procedure of drug substance in section 3.2.S.4.3 

as per the guidance document approved by 

Registration Board which specifies that 

ñAnalytical Method Verification studies 

including specificity, accuracy and repeatability 

(method precision) performed by the Drug 

Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall 

be submittedò. 

Firm has submitted report of verification studies of the 

drug substance including tests of specificity, accuracy 

and precision. 
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Justify how 102.2mg esomeprazole 22.5% 

enteric coated pellets are equivalent to 20mg 

esomeprazole as stated in section 3.2.P.1. 

Firm has submitted that there was a typo error in the 

submitted document. Firm has submitted updated 

correct weight of pellets in master formulation 

Justify why pharmaceutical equivalence was 

performed against comparator product instead of 

using innovator / reference product. 

As innovator of esomeprazole is not available in 

Pakistan, therefore comparative dissolution profile for 

esomax capsule has been performed against Nexum 

capsule which is the most commonly used DRAP 

approved brand in Pakistan. 

Submit details regarding batch number, 

manufacturing and expiry date of your as well as 

the comparator product used in pharmaceutical 

equivalence and comparative dissolution profile. 

Esomax Capsule manufactured by Quaper Pharma 

Batch # T1/20 

Mfg date: 06-20 

Nexum capsule manufactured by Getz pharma 

Batch # 341C12 

Mfg date: 03-20 

Justify how your formulation have been 

concluded to be similar to that of the comparator 

product while the dissolution of your product in 

phosphate buffer in 65% while that of comparator 

product is 97%. 

It was a typographical mistake while the actual results 

were close to the reference product. Firm has 

submitted correct results. 

Justify the performance of comparative 

dissolution profile using UV method while USP 

has recommended HPLC method for dissolution 

testing. 

Comparative dissolution profile is performed on 

HPLC method. Firm has submitted results of 

comparative dissolution profile. 

Provide raw data sheets for calculation of results 

of dissolution during the stability studies. 

Firm has submitted raw data sheets for calculation of 

results of dissolution test. 

Submit document / invoice for the procurement 

of API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice dated 

18-06-2020 specifying purchase of 2.5Kg 

esomeprazole pellets  

Justify the manufacturing of stability batches in 

June 2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D lab 

and capsule general section as per the DRAP approved 

layout plan. The HVAC was also installed in R&D 

Lab. The panel inspection for the purpose of grant of 

additional sections was conducted on 16-06-2020 and 

18-06-2020. The panel inspection report also endorse 

the R&D Lab with following remarks ñFirm has 

established R&D Laboratory as per approved layout 

plan approved by DRAP. Following production 

machines and Quality control instruments were 

provided for small scale development purpose. HVAC 

system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

22.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 
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GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 3925: 03-02-2021  

Details of fee submitted PKR 20,000/-: 02-02-2021 

Proposed proprietary name / brand name  ESOMAX 40mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule Contains: 

Esomeprazole (as magnesium trihydrate enteric coated 

pellets)ééé40mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin capsule, size 

ó2ô, with blue cap and white body, properly locked sealed 

in Alu-alu blister further packed in unit carton of bleach 

board with UV coating. 

Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO (10ôs, 14ôs) 

Proposed unit price As per SRO  

Status in reference regulatory authorities Esomeprazole 20mg Capsule (USFDA Approved) 

For generic drugs (me-too status) Nexium Capsule by Getz  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 
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40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Nexium 

40mg Capsule. 

Firm has submitted results of CDP for their product against 

Nexium 40mg Capsule. The results of f2 factor in all 

dissolution medium were within acceptable limit. 

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA 

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. EMZ046148 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 25-06-2020 25-06-2020 25-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 2.5Kg esomeprazole 

pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 
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5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical procedure 

of drug substance in section 3.2.S.4.3 as per the 

guidance document approved by Registration Board 

which specifies that ñAnalytical Method 

Verification studies including specificity, accuracy 

and repeatability (method precision) performed by 

the Drug Product manufacturer for both 

compendial as well as non-compendial drug 

substance(s) shall be submittedò. 

Firm has submitted report of verification studies of 

the drug substance including tests of specificity, 

accuracy and precision. 

Justify how 204.4mg esomeprazole 22.5% enteric 

coated pellets are equivalent to 40mg esomeprazole 

as stated in section 3.2.P.1. 

Firm has submitted that there was a typo error in the 

submitted document. Firm has submitted updated 

correct weight of pellets in master formulation 

Justify why pharmaceutical equivalence was 

performed against comparator product instead of 

using innovator / reference product. 

As innovator of esomeprazole is not available in 

Pakistan, therefore comparative dissolution profile 

for esomax capsule has been performed against 

Nexum capsule which is the most commonly used 

DRAP approved brand in Pakistan. 

Submit details regarding batch number, 

manufacturing and expiry date of your as well as the 

comparator product used in pharmaceutical 

equivalence and comparative dissolution profile. 

Esomax Capsule manufactured by Quaper Pharma 

Batch # T1/20 

Mfg date: 06-20 

Nexum capsule manufactured by Getz pharma 

Batch # 449C13 

Mfg date: 04-20 

Justify how your formulation have been concluded 

to be similar to that of the comparator product while 

the dissolution of your product in phosphate buffer 

in 65% while that of comparator product is 97%. 

It was a typographical mistake while the actual 

results were close to the reference product. Firm has 

submitted correct results. 

Justify the performance of comparative dissolution 

profile using UV method while USP has 

recommended HPLC method for dissolution testing. 

Comparative dissolution profile is performed on 

HPLC method. Firm has submitted results of 

comparative dissolution profile. 

Provide raw data sheets for calculation of results of 

dissolution during the stability studies. 

Firm has submitted raw data sheets for calculation of 

results of dissolution test. 

Submit document / invoice for the procurement of 

API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice 

dated 18-06-2020 specifying purchase of 2.5Kg 

esomeprazole pellets  

Justify the manufacturing of stability batches in June 

2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D 

lab and capsule general section as per the DRAP 

approved layout plan. The HVAC was also installed 

in R&D Lab. The panel inspection for the purpose of 

grant of additional sections was conducted on 16-06-

2020 and 18-06-2020. The panel inspection report 

also endorse the R&D Lab with following remarks 

ñFirm has established R&D Laboratory as per 

approved layout plan approved by DRAP. Following 

production machines and Quality control 

instruments were provided for small scale 

development purpose. HVAC system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 
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Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

23.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 306: 22-02-2021  

Details of fee submitted PKR 20,000/-: 15-02-2021 

Proposed proprietary name / brand name  DELIGHT 20mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule Contains: 

Duloxetine HCl enteric coated pellets equivalent to 

Duloxetineééé20mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin red / red 

capsule sealed in Alu-alu blister further packed in unit 

carton of bleach board with UV coating. 

Pharmacotherapeutic Group of (API) Anti-depressant 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Esomeprazole 20mg Capsule (MHRA Approved) 

For generic drugs (me-too status) Dulan Capsule by Hilton  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 
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manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Cymbalta 

20mg Capsule. 

Firm has submitted results of CDP for their product against 

Cymbalta 20mg Capsule. Firm has performed CDP testing 

only at pH 1.2 and 6.8. The results of f2 factor in pH 1.2 

was 100 while in pH 6.8 the drug release was more than 

85% in 15 minutes.  

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. DXT275 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months                         Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months)        Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 23-06-2020 23-06-2020 23-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA  
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1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 5Kg duloxetine pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical 

procedure of drug substance in section 3.2.S.4.3 

as per the guidance document approved by 

Registration Board which specifies that 

ñAnalytical Method Verification studies 

including specificity, accuracy and repeatability 

(method precision) performed by the Drug 

Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall 

be submittedò. 

Firm has submitted report of verification studies of 

the drug substance including tests of specificity, 

accuracy and precision. 

The master formulation specifies that 131.76mg 

of duloxetine 17% pellets are required for 20mg 

capsule, while the footnote specifies that 

197.65mg of duloxetine pellets contains 20mg 

duloxetine. Clarification is required in this 

regard. 

 

Firm has submitted that there was a typo error in the 

submitted document. Firm has submitted updated 

correct weight of pellets in master formulation 

Submit details regarding batch number, 

manufacturing and expiry date of your as well as 

the comparator product used in pharmaceutical 

equivalence and comparative dissolution profile. 

Delight 20mg Capsule manufactured by Quaper 

Pharma 

Batch # T1/20 

Mfg date: 06-20 

Cymbalta 20mg capsule manufactured by Eli Lilly 

del Carbie Inc. 

Batch # D115B6923A 

Mfg date: 04-20 

Justify the buffer stage dissolution acceptance 

criteria NLT 75%(Q) in 60 minutes since the 

dissolution acceptance criteria of the pellets from 

pellets manufacturer is NLT 80%(Q) in 60 

minutes. 

Firm has submitted that it was a typo mistake. The 

firm has submitted revised dissolution acceptance 

criteria 

The submitted method for the dissolution testing 

matches with USP dissolution test 1, however the 

USP provide different acceptance criteria at 

buffer stage for 20% w/w and 32% w/w pellets, 

while your pellets were 17%. Justify how this test 

could be applied and how the acceptance criteria 

Supplier has followed USP method for testing of 

pellets and we have followed the same testing 

method supplied by the supplier which is also as per 

USP monograph. 
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of a different strength of pellets can be applied in 

your case. 

Submit document / invoice for the procurement 

of API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice 

dated 18-06-2020 specifying purchase of 5Kg 

duloxetine pellets  

Justify the manufacturing of stability batches in 

June 2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D 

lab and capsule general section as per the DRAP 

approved layout plan. The HVAC was also installed 

in R&D Lab. The panel inspection for the purpose of 

grant of additional sections was conducted on 16-06-

2020 and 18-06-2020. The panel inspection report 

also endorse the R&D Lab with following remarks 

ñFirm has established R&D Laboratory as per 

approved layout plan approved by DRAP. Following 

production machines and Quality control 

instruments were provided for small scale 

development purpose. HVAC system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved with change of brand name.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 
 

24.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 

¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 4707: 11-02-2021  

Details of fee submitted PKR 20,000/-: 10-02-2021 

Proposed proprietary name / brand name  DELIGHT 30mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule Contains: 
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Duloxetine HCl enteric coated pellets equivalent to 

Duloxetineééé30mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin red / red 

capsule sealed in Alu-alu blister further packed in unit 

carton of bleach board with UV coating. 

Pharmacotherapeutic Group of (API) Anti-depressant 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Esomeprazole 30mg Capsule (MHRA Approved) 

For generic drugs (me-too status) Dulan Capsule by Hilton  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Cymbalta 

30mg Capsule. 

Firm has submitted results of CDP for their product against 

Cymbalta 30mg Capsule. Firm has performed CDP testing 

only at pH 1.2 and 6.8. The results of f2 factor in pH 1.2 

was 100 while in pH 6.8 the drug release was more than 

85% in 15 minutes.  

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 
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STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. DXT275 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 28-06-2020 28-06-2020 28-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 5Kg duloxetine pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical 

procedure of drug substance in section 3.2.S.4.3 

as per the guidance document approved by 

Registration Board which specifies that 

ñAnalytical Method Verification studies 

including specificity, accuracy and repeatability 

(method precision) performed by the Drug 

Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall 

be submittedò. 

Firm has submitted report of verification studies of the 

drug substance including tests of specificity, accuracy 

and precision. 

Submit details regarding batch number, 

manufacturing and expiry date of your as well as 

Delight 30mg Capsule manufactured by Quaper 

Pharma 

Batch # T1/20 
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the comparator product used in pharmaceutical 

equivalence and comparative dissolution profile. 

Mfg date: 06-20 

Cymbalta 30mg capsule manufactured by Eli Lilly del 

Carbie Inc. 

Batch # D336923A 

Mfg date: 06-20 

Justify the buffer stage dissolution acceptance 

criteria NLT 75%(Q) in 60 minutes since the 

dissolution acceptance criteria of the pellets from 

pellets manufacturer is NLT 80%(Q) in 60 

minutes. 

Firm has submitted that it was a typo mistake. The firm 

has submitted revised dissolution acceptance criteria 

The submitted method for the dissolution testing 

matches with USP dissolution test 1, however the 

USP provide different acceptance criteria at 

buffer stage for 20% w/w and 32% w/w pellets, 

while your pellets were 17%. Justify how this test 

could be applied and how the acceptance criteria 

of a different strength of pellets can be applied in 

your case. 

Supplier has followed USP method for testing of 

pellets and we have followed the same testing method 

supplied by the supplier which is also as per USP 

monograph. 

Submit document / invoice for the procurement 

of API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice dated 

18-06-2020 specifying purchase of 5Kg duloxetine 

pellets  

Justify the manufacturing of stability batches in 

June 2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D lab 

and capsule general section as per the DRAP approved 

layout plan. The HVAC was also installed in R&D 

Lab. The panel inspection for the purpose of grant of 

additional sections was conducted on 16-06-2020 and 

18-06-2020. The panel inspection report also endorse 

the R&D Lab with following remarks ñFirm has 

established R&D Laboratory as per approved layout 

plan approved by DRAP. Following production 

machines and Quality control instruments were 

provided for small scale development purpose. HVAC 

system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved with change of brand name.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 

25.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Name, address of Manufacturing site.  M/s Quaper (Pvt) Ltd. 26-A, Small Industrial Estate, 

Lahore Road Sargodha. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-01-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of grant of additional 

section dated 29-09-2020. The letter specifies following 

sections: 

¶ Tablet (General) (Revised) 
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¶ Capsule (General) section (New) 

¶ R&D Laboratory (New) 

¶ Sachet (General) (New) 

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 305: 22-02-2021  

Details of fee submitted PKR 20,000/-: 15-02-2021 

Proposed proprietary name / brand name  DELIGHT 60mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule Contains: 

Duloxetine HCl enteric coated pellets equivalent to 

Duloxetineééé60mg 

Pharmaceutical form of applied drug White to off white pellets filled in hard gelatin yellow / 

yellow capsule sealed in Alu-alu blister further packed in 

unit carton of bleach board with UV coating. 

Pharmacotherapeutic Group of (API) Anti-depressant 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

Status in reference regulatory authorities Esomeprazole 60mg Capsule (MHRA Approved) 

For generic drugs (me-too status) Dulan Capsule by Hilton  

Name and address of API manufacturer. Vision Pharmaceuticals, Plot No. 22-23, Industrial 

Triangle Kahuta Road Islamabad.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 
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of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Cymbalta 

60mg Capsule. 

Firm has submitted results of CDP for their product against 

Cymbalta 60mg Capsule. Firm has performed CDP testing 

only at pH 1.2 and 6.8. The results of f2 factor in pH 1.2 

was 100 while in pH 6.8 the drug release was more than 

85% in 15 minutes.  

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Vision Pharmaceuticals, Plot No. 22-23, Industrial Triangle Kahuta Road 

Islamabad. 

API Lot No. DXT275 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T1/20 T2/20 T3/20 

Batch Size  2500 Capsule 2500 Capsule 2500 Capsule 

Manufacturing Date 06-2020 06-2020 06-2020 

Date of Initiation 28-06-2020 28-06-2020 28-06-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Quaper Pharma has been granted approval of new section 

therefore no such inspection has been conducted. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Islamabad dated 31-07-2019. 

The GMP certificate was granted based on inspection dated 

11-02-2019. The GMP certificate is valid till 10-02-2022. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of commercial invoice dated 18-

06-2020 specifying purchase of 5Kg duloxetine pellets 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not 

applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 



Minutes of 307th meeting of Registration Board                                                                             | 78  

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical procedure 

of drug substance in section 3.2.S.4.3 as per the 

guidance document approved by Registration Board 

which specifies that ñAnalytical Method 

Verification studies including specificity, accuracy 

and repeatability (method precision) performed by 

the Drug Product manufacturer for both 

compendial as well as non-compendial drug 

substance(s) shall be submittedò. 

Firm has submitted report of verification studies of 

the drug substance including tests of specificity, 

accuracy and precision. 

Submit details regarding batch number, 

manufacturing and expiry date of your as well as the 

comparator product used in pharmaceutical 

equivalence and comparative dissolution profile. 

Delight 60mg Capsule manufactured by Quaper 

Pharma 

Batch # T1/20 

Mfg date: 06-20 

Cymbalta 60mg capsule manufactured by Eli Lilly 

del Carbie Inc. 

Batch # D211394A 

Mfg date: 06-20 

Justify the buffer stage dissolution acceptance 

criteria NLT 75%(Q) in 60 minutes since the 

dissolution acceptance criteria of the pellets from 

pellets manufacturer is NLT 80%(Q) in 60 minutes. 

Firm has submitted that it was a typo mistake. The 

firm has submitted revised dissolution acceptance 

criteria 

The submitted method for the dissolution testing 

matches with USP dissolution test 1, however the 

USP provide different acceptance criteria at buffer 

stage for 20% w/w and 32% w/w pellets, while your 

pellets were 17%. Justify how this test could be 

applied and how the acceptance criteria of a 

different strength of pellets can be applied in your 

case. 

Supplier has followed USP method for testing of 

pellets and we have followed the same testing 

method supplied by the supplier which is also as per 

USP monograph. 

Submit document / invoice for the procurement of 

API from Vision Pharmaceuticals. 

Firm has submitted copy of commercial invoice 

dated 18-06-2020 specifying purchase of 5Kg 

duloxetine pellets  

Justify the manufacturing of stability batches in June 

2020 while the section approval for capsule 

(general) section was granted on 29th September 

2020. Further specify where the manufacturing of 

these stability batches were carried out. 

Firm has submitted that they have developed R&D 

lab and capsule general section as per the DRAP 

approved layout plan. The HVAC was also installed 

in R&D Lab. The panel inspection for the purpose of 

grant of additional sections was conducted on 16-06-

2020 and 18-06-2020. The panel inspection report 

also endorse the R&D Lab with following remarks 

ñFirm has established R&D Laboratory as per 

approved layout plan approved by DRAP. Following 

production machines and Quality control 

instruments were provided for small scale 

development purpose. HVAC system was installed.  

It is humbly requested to you to kindly consider our 

study of these trial batches which we have submitted 

through CTD application. 

Submit copy of Batch Manufacturing Record 

(BMR) of three stability batches. 

Firm has submitted copy of batch manufacturing 

record of the three stability batches. 
 

Decision: Approved with change of brand name.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform proces s validation of first three batches as per the commitment 

submitted in the registration application. 

 

d. Cases of New section 
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M/s Martin Dow Limited, Plot No. 37, Sector 19, Korangi Industrial Area Karachi. 

On the recommendations of panel of experts, the CLB in its 277th meeting held on 15th -16th October has 

considered and approved the following one additional section of M/s Martin Dow Limited, Plot No. 37, Sector 

19, Korangi Industrial Area, Karachi. The details of the products applied and already considered against new 

section are as under: 

Already considered in 297th meeting Freshly applied 

Molecules Products Molecules Products 

02 03 01 02 
 

Dry Powder Inhalers Section (General) (1 molecules / 2 Product) 

26.  Name, address of Applicant / 

Marketing Authorization Holder 

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

Industrial Area Karachi. 

Name, address of Manufacturing site.  M/s Martin Dow Limited, Plot No. 37, Sector 19, Korangi 

Industrial Area Karachi. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm GMP certificate issued based on the inspection dated 7th May 

2019. 

Evidence of approval of 

manufacturing facility 

Firm has submitted copy of letter of Grant of additional section 

dated 27-10-2020 specifying Dry powder Inhaler Capsule 

(General) - New section.  

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical 

product 
 χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 7331: 05-03-2021 

Details of fee submitted PKR 50,000/-: 03-03-2021 

The proposed proprietary name / 

brand name  

INBRO DPI Capsule 27.5mcg+15.6mcg 

Strength / concentration of drug of 

Active Pharmaceutical ingredient 

(API) per unit 

Each capsule contains: 

Indacaterol (as maleate).éé27.5mcg 

Glycopyrronium (as bromide)éé15.6mcg 

 

Each delivered dose contains: 

Indacterol (as maleate).éé20.8mcg 

Glycopyrronium (as bromide)éé12.8mcg 

Pharmaceutical form of applied drug Transparent cap and body, Hypromellose capsule size No. 3 

containing white to off white powder 

Pharmacotherapeutic Group of (API) LABAs and anticholinergic agent 

Reference to Finished product 

specifications   

In house 

Proposed Pack size  30ôs 

Proposed unit price As per DPC  

The status in reference regulatory 

authorities 

Could not be verified (Discontinued in FDA) 

For generic drugs (me-too status) NA 

Name and address of API 

manufacturer. 

Indacaterol: Harman Finochem Limited, Plot No A-100, A-

100/1, A-100/2 & D-1, M.I.D.C Industrial Area, Shendra, 

Aurangabad Mahrashtra, India. 

Glycopyrronium: Harman Finochem Limited, Plot No E7, E8 
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& E9, M.I.D.C Industrial Area, Chikalthana, Aurangabad 

Mahrashtra, India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  Firm 

has summarized information related to nomenclature, structure, 

general properties, solubilities, physical form, manufacturers, 

description of manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug substance 

and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data related 

to nomenclature, structure, general properties, solubilities, 

physical form, manufacturers, description of manufacturing 

process and controls, impurities, specifications, analytical 

procedures and its validation, batch analysis and justification of 

specification, reference standard, container closure system and 

stability studies of drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Indacaterol: Firm has submitted stability study data of 3 batches 

of drug substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 40°C 

± 2°C / 75% ± 5% RH for 6 months. The real time stability data 

is conducted at 30°C ± 2°C / 65% ± 5% RH for 24 months. 

Glycopyrronium: Firm has submitted stability study data of 3 

batches of drug substance at both accelerated as well as real 

time conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time stability 

data is conducted at 30°C ± 2°C / 65% ± 5% RH. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, validation 

of analytical procedures, batch analysis, justification of 

specifications, reference standard or materials, container 

closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

the quality tests for their product against Utibron Neohaler 

27.5mcg/15.6mcg DPI capsule (Batch No SPT48) Sunovion 

Pharmaceuticals Inc. 

Firm has also submitted results of invitro comparative delivered 

dose uniformity and aerodynamic particle size distribution for 

their product against the Utibron Neohaler 27.5mcg/15.6mcg 

DPI capsule Sunovion Pharmaceuticals Inc. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Indacaterol: Harman Finochem Limited, Plot No A-100, A-100/1, A-100/2 & 

D-1, M.I.D.C Industrial Area, Shendra, Aurangabad Mahrashtra, India. 

Glycopyrronium: Harman Finochem Limited, Plot No E7, E8 & E9, M.I.D.C 

Industrial Area, Chikalthana, Aurangabad Mahrashtra, India. 

API Lot No. Indacaterol: ICM/A-255/1920061 

Glycopyrronium: QCP/013/2018-2019/A 

Description of Pack  

(Container closure system) 
Alu-alu blister  

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 
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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. NPD-C-921-L NPD-C-922-P NPD-C-923-P 

Batch Size  6000 capsule 6000 capsule 6000 capsule 

Manufacturing Date 01-2020 01-2020 01-2020 

Date of Initiation 20-01-2020 20-01-2020 20-01-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Firm has referred to onsite inspection report of their product 

ñEmpator 10mg Tabletsò which was presented in 291st meeting 

of Registration Board wherein the Board decided to approve 

registration of this product 

Date of inspection: 6th August, 2019. 

According to inspection report, following points were 

confirmed. 

¶ The firm has 21CFR compliant HPLC software. 

¶ The firm has audit trail reports available. 

2. Approval of API/ DML/GMP 

certificate of API manufacturer issued 

by concerned regulatory authority of 

country of origin. 

Indacaterol: Firm has submitted copy of GMP certificate (No. 

82221/2019/11/29136) dated 09-08-2019 issued by FDA 

Mahrashtra. The certificate is valid till 07-08-2022. 

Glycopyrronium: Firm has submitted copy of GMP certificate 

(No. AD/82606/2020/11/31613) of Harman Finochem Limited, 

Plot No E7, E8 & E9, M.I.D.C Industrial Area, Chikalthana, 

Aurangabad Mahrashtra, India issued by FDA Maharashtra. 

The certificate is valid till 13-04-2023. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Indacaterol ICM/A-255/1920061: Firm has submitted copy of 

commercial invoice cleared dated 13-11-2019 specifying 

import of 20g Indacaterol maleate (Batch No. ICM/A-

255/1920061, ICM/A-255/1920065). The commercial invoice 

is attested by AD (I&E) DRAP field office. 

Glycopyrronium: QCP/013/2018-2019/A: 

Firm has submitted copy of commercial invoice cleared dated 

19-08-2019 specifying import of 0.015Kg Glycopyrronium. 

The commercial invoice is attested by AD (I&E) DRAP field 

office.  

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with chromatograms, raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of HPLC 

for all test intervals. 

6. Record of Digital data logger for 

temperature and humidity monitoring 

of stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for temperature 

and humidity monitoring of real time and accelerated stability 

chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Submit evidence of approval of applied formulation 

in reference regulatory authorities which were 

Firm has again submitted the same reference of 

Utibron. However, the product is discontinued in 
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adapted by Registration Board in its 275th meeting in 

section 1.5.9, since the submitted reference i.e. 

Ultibro breezhaler does not exist in USFDA, 

moreover the only available similar product in 

USFDA (Ultibron) is discontinued in USFDA. 

FDA and the reason for discontinuation is not 

mentioned on FDA website.   

Justify the master formulation without using 

magnesium stearate as an excipient contrary to the 

reference product. 

Indacaterol + Glycopyronium DPI Capsule was 

manufactured without the excipient Magnesium 

Stearate, a lubricant used to avoid sticking. As trials 

were performed with Lactose (DPI grade) without 

observing any such issue concerned with sticking 

and desired weight achieved satisfactorily and 

repeatedly along with all other quality parameters, 

thus manufacturer opted to exclude magnesium 

stearate from the formulation. 

Furthermore, Aerodynamic Particle Size 

Distribution (APSD) and Delivered Dose 

Uniformity (DDU) were performed which were also 

found within satisfactory limits, i.e., comparable to 

the innovator and thus pharmaceutical equivalence 

was established. 

The target emitted dose of glycopyrronium 

mentioned in the raw data sheets for calculation of 

results of uniformity of delivered dose is 12.5mcg 

while the label claim for delivered dose specifies 

12.8mcg. Clarification is required in this regard. 

According to data of Innovator (Utibron 27.5/15.6 

mcg capsule) and in Rx list, inhaler delivered a dose 

of 20.8mcg of indacaterol and 12.8 mcg 

glycopyrrolate for the 27.5/15.6 mcg strength. 

However, for Glycopyronium, it delivered 20.8mcg 

of indacaterol and 12.5mcg Glycopyronium for the 

strength of 27.5/15.6 mcg. 

As Martin Dow used Glycopyronium bromide, 

hence the delivered dose is 12.5mcg for Inbro DPI 

Capsules. 

Specify the device along with its specifications 

which was used to test uniformity of delivered dose 

and aerodynamic particle size distribution. 

Model No. BDD07 

Capsule size # 3 

Manufacturer: Shanghai Huarui Aerosol Co.,Ltd 

Shelf life: 3 years 

Justify how the batches were released without testing 

uniformity of delivered dose and particle size 

distribution. 

For DPI FPP, Martin Dow prefers to conduct 

Delivered Dose Uniformity (DDU) and 

Aerodynamic Particle Size distribution (APSD) at 

release time point. However, in the case of Inbro 

Dry Powder for Inhalation capsules, the batches 

were released on the basis as all other 

physicochemical test attributes were found well 

within predefined limits and based on 

pharmaceutical development process including 

starting material selection, formulation, 

manufacturing process and container closer system. 

The DDU and APSD studies not performed. 

at release time point as the required DPI testing 

device (Copley Andresen Cascade Impactor with 

pre-separator) under shipment and after receiving 

and successful qualification had performed the 

finished product batches were tested at later and 

results comply with shelf-life 

specification. 

Justify why the test of uniformity of delivered dose 

and particle size distribution is not performed at 

initial stability study time point. 

Justify how the stability batches were manufactured 

even before the grant of additional section. Justify 

where the manufacturing of these batches was 

carried out. 

We hereby inform the Authority that we have an 

approved Research & Development 

Laboratory (approval letter attached dated: 4th 

December 2018) which is non-specific for 

dosage forms. All the DPI Capsules applied for 

registration were developed in the abovementioned 
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approved Research & Development laboratory with 

qualified equipment. 

Moreover, the Dry Powder Inhaler Capsule section 

was approved on the basis of a satisfactory 

panel inspection in which all of the requirements for 

manufacturing and testing of DPI capsules 

were identified and found complied. 

Submit GMP certificate of Harman Finochem 

Limited, Plot No A-100, A-100/1, A-100/2 & D-1, 

M.I.D.C Industrial Area, Shendra, Aurangabad 

Mahrashtra, India which is the manufacturer of 

Indacaterol. 

Firm has submitted copy of GMP certificate (No. 

82221/2019/11/29136) dated 09-08-2019 issued by 

FDA Mahrashtra. The certificate is valid till 07-08-

2022. 

The stability study summary sheets specify that 

Batch number ICM/A-255/1920061 of indacaterol 

maleate was used for the manufacturing of all 

stability batches. The commercial invoice specifies 

that 20gm indacaterol Batch No. ICM/A-

255/1920061 and ICM/A-255/1920065 is imported. 

Clarify the exact quantity of Batch number ICM/A-

255/1920061 of indacaterol maleate which was 

imported. 

Following two batches of Indacaterol Maleate were 

imported: 

Imported API batch No.:  

ICMA/A -255/1920061 = 15gm 

ICMA/A -255/1920065 = 5gm 

The stability study summary sheets specify that 

Batch number QCP/013/20 of Glycopyronium 

bromide was used for the manufacturing of all 

stability batches. The commercial invoice specifies 

that 0.015Kg of Batch number GCP/013/2018-

2019/A is imported. Clarify the exact batch which 

was imported and used in the manufacturing of 

stability batches. 

The batch no. QCP/013/20 mentioned in the 

stability summary sheet is a typographical error. 

The actual batch of Glycopyronium imported is 

batch no. GCP/013/2018-2019/A which can be 

verified from the Commercial invoice and COA of 

the API 

 

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. 

27.  Name, address of Applicant / 

Marketing Authorization Holder 

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

Industrial Area Karachi. 

Name, address of Manufacturing site.  M/s Martin Dow Limited, Plot No. 37, Sector 19, Korangi 

Industrial Area Karachi. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm GMP certificate issued based on the inspection dated 7th May 

2019. 

Evidence of approval of 

manufacturing facility 

Firm has submitted copy of letter of Grant of additional section 

dated 27-10-2020 specifying Dry powder Inhaler Capsule 

(General) - New section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical 

product 
 χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 7336: 05-03-2021 

Details of fee submitted PKR 20,000/-: 03-03-2021 

The proposed proprietary name / 

brand name  

INBRO DPI Capsule 110mcg+50mcg 

Strength / concentration of drug of 

Active Pharmaceutical ingredient 

Each capsule contains: 

Indacaterol (as maleate).éé110mcg 
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(API) per unit Glycopyrronium (as bromide)éé50mcg 

 

Each delivered dose contains: 

Indacterol (as maleate).éé85mcg 

Glycopyrronium (as bromide)éé43mcg 

Pharmaceutical form of applied drug Transparent cap and body, Hypromellose capsule size No. 3 

containing white to off white powder 

Pharmacotherapeutic Group of (API) LABAs and anticholinergic agent 

Reference to Finished product 

specifications   

In house 

Proposed Pack size  30ôs 

Proposed unit price As per DPC  

The status in reference regulatory 

authorities 

Ultibro Breezhaler (EMA Approved) 

For generic drugs (me-too status) Ultibro Breezhaler by Novartis (Reg No 088393) 

Name and address of API 

manufacturer. 

Indacaterol: Harman Finochem Limited, Plot No A-100, A-

100/1, A-100/2 & D-1, M.I.D.C Industrial Area, Shendra, 

Aurangabad Mahrashtra, India. 

Glycopyrronium: Harman Finochem Limited, Plot No E7, E8 

& E9, M.I.D.C Industrial Area, Chikalthana, Aurangabad 

Mahrashtra, India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  Firm 

has summarized information related to nomenclature, structure, 

general properties, solubilities, physical form, manufacturers, 

description of manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug substance 

and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data related 

to nomenclature, structure, general properties, solubilities, 

physical form, manufacturers, description of manufacturing 

process and controls, impurities, specifications, analytical 

procedures and its validation, batch analysis and justification of 

specification, reference standard, container closure system and 

stability studies of drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Indacaterol: Firm has submitted stability study data of 3 batches 

of drug substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 40°C 

± 2°C / 75% ± 5% RH for 6 months. The real time stability data 

is conducted at 30°C ± 2°C / 65% ± 5% RH for 24 months. 

Glycopyrronium: Firm has submitted stability study data of 3 

batches of drug substance at both accelerated as well as real 

time conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time stability 

data is conducted at 30°C ± 2°C / 65% ± 5% RH. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, validation 

of analytical procedures, batch analysis, justification of 

specifications, reference standard or materials, container 

closure system and stability.  

Pharmaceutical Equivalence and Firm has submitted results of pharmaceutical equivalence for 
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Comparative Dissolution Profile the quality tests for their product against Ultibro Breezhaler 

110mcg/50mcg DPI Capsule (Batch No BMU 38) of Novartis 

Pharma Pakistan Ltd. 

Firm has also submitted results of invitro comparative delivered 

dose uniformity and aerodynamic particle size distribution for 

their product against Ultibro Breezhaler 110mcg/50mcg DPI 

Capsule (Batch No BMU 38) of Novartis Pharma Pakistan Ltd. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Indacaterol: Harman Finochem Limited, Plot No A-100, A-100/1, A-100/2 & 

D-1, M.I.D.C Industrial Area, Shendra, Aurangabad Mahrashtra, India. 

Glycopyrronium: Harman Finochem Limited, Plot No E7, E8 & E9, M.I.D.C 

Industrial Area, Chikalthana, Aurangabad Mahrashtra, India. 

API Lot No. Indacaterol: ICM/A-255/1920061, ICM/A-255/1920065 

Glycopyrronium: QCP/013/2018-2019/A 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months                             Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months)               Real Time: 0, 3, 6 (Months) 

Batch No. NPD-C-910-L NPD-C-911-P NPD-C-912-P 

Batch Size  6000 capsule 6000 capsule 6000 capsule 

Manufacturing Date 12-2019 12-2019 12-2019 

Date of Initiation 13-01-2020 13-01-2020 13-01-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Firm has referred to onsite inspection report of their product 

ñEmpator 10mg Tabletsò which was presented in 291st meeting 

of Registration Board wherein the Board decided to approve 

registration of this product 

Date of inspection: 6th August, 2019. 

According to inspection report, following points were 

confirmed. 

¶ The firm has 21CFR compliant HPLC software. 

¶ The firm has audit trail reports available. 

2. Approval of API/ DML/GMP 

certificate of API manufacturer issued 

by concerned regulatory authority of 

country of origin. 

Indacaterol: Firm has submitted copy of GMP certificate (No. 

82221/2019/11/29136) dated 09-08-2019 issued by FDA 

Mahrashtra. The certificate is valid till 07-08-2022. 

Glycopyrronium: Firm has submitted copy of GMP certificate 

(No. AD/82606/2020/11/31613) of Harman Finochem Limited, 

Plot No E7, E8 & E9, M.I.D.C Industrial Area, Chikalthana, 

Aurangabad Mahrashtra, India issued by FDA Maharashtra. 

The certificate is valid till 13-04-2023. 
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3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Indacaterol ICM/A-255/1920061: Firm has submitted copy of 

commercial invoice cleared dated 13-11-2019 specifying 

import of 20g Indacaterol maleate (Batch No. ICM/A-

255/1920061, ICM/A-255/1920065). The commercial invoice 

is attested by AD (I&E) DRAP field office. 

Glycopyrronium: QCP/013/2018-2019/A: 

Firm has submitted copy of commercial invoice cleared dated 

19-08-2019 specifying import of 0.015Kg Glycopyrronium. 

The commercial invoice is attested by AD (I&E) DRAP field 

office.  

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with chromatograms, raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of HPLC 

for all test intervals. 

6. Record of Digital data logger for 

temperature and humidity monitoring 

of stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for temperature 

and humidity monitoring of real time and accelerated stability 

chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Justify the master formulation without using 

magnesium stearate as an excipient contrary to the 

reference product. 

Indacaterol + Glycopyronium DPI Capsule was 

manufactured without the excipient Magnesium 

Stearate, a lubricant used to avoid sticking. As trials 

were performed with Lactose (DPI grade) without 

observing any such issue concerned with sticking and 

desired weight achieved satisfactorily and repeatedly 

along with all other quality parameters, thus 

manufacturer opted to exclude magnesium stearate 

from the formulation. 

Furthermore, Aerodynamic Particle Size 

Distribution (APSD) and Delivered Dose Uniformity 

(DDU) were performed which were also found 

within satisfactory limits, i.e., comparable to the 

innovator and thus pharmaceutical equivalence was 

established. 

The target emitted dose of glycopyrronium 

mentioned in the raw data sheets for calculation of 

results of uniformity of delivered dose is 12.5mcg 

while the label claim for delivered dose specifies 

12.8mcg. Clarification is required in this regard. 

According to data of Innovator (Utibron 27.5/15.6 

mcg capsule) and in Rx list, inhaler delivered a dose 

of 20.8mcg of indacaterol and 12.8 mcg 

glycopyrrolate for the 27.5/15.6 mcg strength. 

However, for Glycopyronium, it delivered 20.8mcg 

of indacaterol and 12.5mcg Glycopyronium for the 

strength of 27.5/15.6 mcg. 

As Martin Dow used Glycopyronium bromide, hence 

the delivered dose is 12.5mcg for Inbro DPI 

Capsules. 

Specify the device along with its specifications 

which was used to test uniformity of delivered dose 

and aerodynamic particle size distribution. 

Model No. BDD07 

Capsule size # 3 

Manufacturer: Shanghai Huarui Aerosol Co.,Ltd 

Shelf life: 3 years 

Justify how the batches were released without 

testing uniformity of delivered dose and particle 

size distribution. 

For DPI FPP, Martin Dow prefers to conduct 

Delivered Dose Uniformity (DDU) and 

Aerodynamic Particle Size distribution (APSD) at 
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Justify why the test of uniformity of delivered dose 

and particle size distribution is not performed at 

initial stability study time point. 

release time point. However, in the case of Inbro Dry 

Powder for Inhalation capsules, the batches were 

released on the basis as all other physicochemical test 

attributes were found well within predefined limits 

and based on pharmaceutical development process 

including starting material selection, formulation, 

manufacturing process and container closer system. 

The DDU and APSD studies not performed. 

at release time point as the required DPI testing 

device (Copley Andresen Cascade Impactor with 

pre-separator) under shipment and after receiving 

and successful qualification had performed the 

finished product batches were tested at later and 

results comply with shelf-life 

specification. 

Justify how the stability batches were 

manufactured even before the grant of additional 

section. Justify where the manufacturing of these 

batches was carried out. 

We hereby inform the Authority that we have an 

approved Research & Development 

Laboratory (approval letter attached dated: 4th 

December 2018) which is non-specific for 

dosage forms. All the DPI Capsules applied for 

registration were developed in the abovementioned 

approved Research & Development laboratory with 

qualified equipment. 

Moreover, the Dry Powder Inhaler Capsule section 

was approved on the basis of a satisfactory 

panel inspection in which all of the requirements for 

manufacturing and testing of DPI capsules 

were identified and found complied. 

Submit GMP certificate of Harman Finochem 

Limited, Plot No A-100, A-100/1, A-100/2 & D-1, 

M.I.D.C Industrial Area, Shendra, Aurangabad 

Mahrashtra, India which is the manufacturer of 

Indacaterol. 

Firm has submitted copy of GMP certificate (No. 

82221/2019/11/29136) dated 09-08-2019 issued by 

FDA Mahrashtra. The certificate is valid till 07-08-

2022. 

The stability study summary sheets specify that 

Batch number ICM/A-255/1920061 of indacaterol 

maleate was used for the manufacturing of all 

stability batches. The commercial invoice specifies 

that 20gm indacaterol Batch No. ICM/A-

255/1920061 and ICM/A-255/1920065 is 

imported. Clarify the exact quantity of Batch 

number ICM/A-255/1920061 of indacaterol 

maleate which was imported. 

Following two batches of Indacaterol Maleate were 

imported: 

Imported API batch No.:  

ICMA/A -255/1920061 = 15gm 

ICMA/A -255/1920065 = 5gm 

The stability study summary sheets specify that 

Batch number QCP/013/20 of Glycopyronium 

bromide was used for the manufacturing of all 

stability batches. The commercial invoice specifies 

that 0.015Kg of Batch number GCP/013/2018-

2019/A is imported. Clarify the exact batch which 

was imported and used in the manufacturing of 

stability batches. 

The batch no. QCP/013/20 mentioned in the stability 

summary sheet is a typographical error. The actual 

batch of Glycopyronium imported is batch no. 

GCP/013/2018-2019/A which can be verified from 

the Commercial invoice and COA of the API 

 

Decision: Approved with innovatorôs specification.  

¶ Manufacturer will place first three production batches on long term stability studies throughout 

proposed shelf life and on accelerated studies for six months as per the commitment submitted 

in the registration application. 

¶ Manufacturer will perform process validation of first three batches as per the commitment 

submitted in the registration application. 
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e. Cases of export facilitation 

Case No. 02: M/s CCL Pharmaceuticals (Pvt) Ltd. 62-Industrial Estate, Kot Lakhpat Lahore.  

The following applications were evaluated on priority basis in compliance the letter No. F.1-6/2019-PR-I 

(EFD) dated 11 January 2021 from Assistant Director PR-I/EFD. As per the contents of letter, Registration 

Board in its 263rd meeting decided to grant registration on priority basis to the firms who have shown 

appreciable performance in export of pharmaceuticals. The Board decided to consider one molecule against an 

export of 50,000 USD worth of export of medicine (upto a maximum of 15 molecules) during a fiscal year. 

M/s CCL Pharmaceuticals have acheieved the benchmark of USD 50,000. The amount of benchmark export 

achieved by the firm is 1048642.52 USD for financial year 2019-20. Based on this benchmark the firm has 

requested to consider 15 molecules (30 products) on priority basis.  
 

The following applications are evaluated and presented before the Board. 

Name of molecule No of molecules No of products 

Ceftriaxone 01 02 

Cefixime 01 01 

Domperidone 01 01 
 

Details of contract manufactured products 

Firm has submitted that currently they have registration of 20 products on contract manufacturing. Other than 

these 20 active products, firm has requested for cancellation of 17 other products that are also registered in the 

name of M/s CCL Pharmaceuticals on contract manufacturing basis. Firm has currently 6 active sections. 

28.  Name, address of Applicant / Marketing 

Authorization Holder 

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

Kot Lakhpat Lahore. 

Name, address of Manufacturing site.  M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle 

Kahuta Road Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

(Contract manufacturing agreement between both firms is 

provided) 

GMP status of the firm CCL Pharmaceuticals: GMP inspection report conducted 

on 20-04-2018 & 24-04-2018, concluding satisfactory 

level of GMP compliance. 

Seraph Pharmaceuticals: GMP certificate issued on the 

basis of inspection conducted on 11/07/2019.  

Evidence of approval of manufacturing 

facility 

Firm (M/s Seraph Pharmaceuticals) has submitted copy of 

Issuance of DML letter dated 12-06-2017 specifying Dry 

Vial Cephalosporin section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy No. 32077 dated 02-12-2020  

Details of fee submitted Rs.50,000/- Dated 18-11-2020 

The proposed proprietary name / brand 

name  

SNARE Injection 250mg IV 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each vial contains: 

Ceftriaxone (as sodium)éé250mg 

Pharmaceutical form of applied drug Sterilized white to off white crystalline dry powder 

contained in a glass vial with sterilized rubber stopper & 

aluminium flip seal on it. 

Pharmacotherapeutic Group of (API) Cephalosporin antibiotic  

Reference to Finished product 

specifications   

USP specs 
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Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Ceftriaxone 250mg powder for solution for injection 

(MHRA Approved) 

For generic drugs (me-too status) Droncef injection 250mg by Seraph Pharmaceuticals 

Name and address of API manufacturer. Sinopharm Weiqida Pharmaceutical Co. Ltd. First Medical 

zone, Economic & technological development zone, 

Datong Shanxi China. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

innovator i.e. Rocephin Injection 250mg. The results of all 

the tests of both products falls within the specifications and 

are comparable. The firm has also performed compatibility 

studies of the product with recommended diluent i.e. sterile 

water for injection. Firm has performed comparative 

analysis with innovator product after reconstitution as well. 

The reconstitution studies also demonstrate comparable 

results with the innovator product. 

Analytical method validation/verification 

of product 

Firm has submitted report of validation of analytical 

method for the drug product. 

Firm has submitted report of verification studies of 

analytical method for the drug substance.   

STABILITY STUDY DATA  

Manufacturer of API  Sinopharm Weiqida Pharmaceutical Co. Ltd. First Medical zone, Economic & 

technological development zone, Datong Shanxi China. 
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API Lot No. Q011812004 

Description of Pack  

(Container closure system) 
Vials containing powder for reconstitution, packed in unit carton  

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, 6 (Months)  Real Time: 0, 3, 6 (Months) 

Batch No. 001 002 003 

Batch Size  8389 vials 8389 vials 8389 vials 

Manufacturing Date 01-2019 01-2019 02-2019 

Date of Initiation 12-02-2019 14-02-2019 10-03-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA  

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to following product specific inspection 

reports 

¶ Dexpro (Dexlansoprazole) 30 and 60mg Capsule. PSI 

was conducted on 11-09-2018 and the product was 

approved in 285th meeting of Registration Board. 

¶ Neovel 800mg Tablet. Its PSI was conducted on 14-12-

2018 and the product was approved in 288th meeting of 

Registration Board. 

¶ Serbica 20mg Capsule. Its PSI was conducted on 29-10-

2018 and the product was approved in 290th meeting of 

Registration Board. 

Firm has further submitted that their product Neogene 2g 

Injection was approved in 293rd meeting of Registration 

Board. That product was applied by AGP and contract 

manufactured by Seraph and was submitted on Form 5F 

(CTD) along with complete data. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Copy of GMP certificate (No. SX20180229) issued by 

CFDA China is submitted by the firm. The certificate is 

valid till 05-06-2023 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of invoice specifying import of 

100Kg ceftriaxone sodium dated 08-01-2019. The invoice 

is signed by AD (I&E) DRAP Islamabad office. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted that since the stability study of this 

product was initiated 2 years ago, at that time our HPLC 

(Schimadzu) was not 21 CFR compliant. However now we 

have 21 CFR compliant (Perkin Elmer) HPLC system. We 

undertake that in future we will use 21 CFR compliant 

HPLC system for stability testing. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Firm has submitted that their product ceftriaxone injection 250mg was registered for both IM and IV 

administration, but at the time of granting permission for contract manufacturing from CCL to Pharmasol, 

DRAP only allowed Snare Injection 250mg (IM) and did not allowed the registration of Snare Injection 250mg 
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(IV). The firm has now applied ceftriaxone injection 250mg (IV) for contract manufacturing from Seraph 

Pharmaceuticals Islamabad. 

Registration Board after thorough deliberation in its 297th meeting, decided to allow contract manufacturing 

from M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle Kahuta Road Islamabad for following 

sections: 

¶ Dry vial injectable (Cephalosporin) 

¶ Dry Suspension (Cephalosporin) 

¶ Capsule (Cephalosporin) 

Shortcomings communicated Response by the firm 

Provide details regarding number of already 

registered products of M/s CCL Pharmaceuticals 

on contract manufacturing basis along with total 

number of approved sections. 

Firm has submitted that currently they have registration 

of 20 products on contract manufacturing. Other than 

these 20 active products, firm has requested for 

cancellation of 17 other products that are also registered 

in the name of M/s CCL Pharmaceuticals on contract 

manufacturing basis. Firm has currently 6 active 

sections. 

Specify the source of drug substance, since 

Sinopharm Weiqida Pharmaceutical Co. Ltd is 

mentioned in module 1, module 2 and module 3 

(drug substance part), while saakh Pharma is 

mentioned in the stability study data of drug 

product submitted in section 3.2.P.8.3. 

The firm has submitted that their source of API is 

Sinopharm Weiqida Pharmaceutical Co. Ltd. First 

Medical zone, Economic & technological development 

zone, Datong Shanxi China.  

Submit documents for the procurement of API 

with approval from DRAP. 

Firm has submitted copy of invoice specifying import of 

100Kg ceftriaxone sodium dated 08-01-2019. The 

invoice is signed by AD (I&E) DRAP Islamabad office. 

Submit data of record of data logger for 

temperature and humidity monitoring of stability 

chambers (real time and accelerated). 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Submit batch manufacturing record of the three 

stability batches for which stability study data has 

been submitted. 

Firm has submitted copy of batch manufacturing record 

of three batches for which stability study data is 

submitted. 
 

Decision: Registration Board decided to approve registration of SNARE Injection 250mg IV by M/s CCL 

Pharmaceuticals (Pvt) Ltd. 62-Industrial Estate, Kot Lakhpat Lahore, contract manufactured by M/s 

Seraph Pharmaceuticals Plot # 210, Industrial Triangle Kahuta Road Islamabad. 

29.  Name, address of Applicant / Marketing 

Authorization Holder 

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

Kot Lakhpat Lahore. 

Name, address of Manufacturing site.  M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle 

Kahuta Road Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

(Contract manufacturing agreement between both firms is 

provided) 

GMP status of the firm CCL Pharmaceuticals: GMP inspection report conducted 

on 20-04-2018 & 24-04-2018, concluding satisfactory 

level of GMP compliance. 

Seraph Pharmaceuticals: GMP certificate issued on the 

basis of inspection conducted on 11/07/2019.  

Evidence of approval of manufacturing 

facility 

Firm (M/s Seraph Pharmaceuticals) has submitted copy of 

Issuance of DML letter dated 12-06-2017 specifying Dry 

Vial Cephalosporin section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  



Minutes of 307th meeting of Registration Board                                                                             | 92  

 χDomestic and Export sales 

Dy. No. and date of submission Dy No. 32078 dated 02-12-2020  

Details of fee submitted Rs.50,000/- Dated 18-11-2020 

The proposed proprietary name / brand 

name  

SNARE Injection 1g IM 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each vial contains: 

Ceftriaxone (as sodium)éé1g 

Pharmaceutical form of applied drug Sterilized white to off white crystalline dry powder 

contained in a glass vial with sterilized rubber stopper & 

aluminium flip seal on it. 

Pharmacotherapeutic Group of (API) Cephalosporin antibiotic  

Reference to Finished product 

specifications   

USP specs 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Ceftriaxone 1g powder for solution for injection (MHRA 

Approved) 

For generic drugs (me-too status) Droncef injection 1g by Seraph Pharmaceuticals 

Name and address of API manufacturer. Sinopharm Weiqida Pharmaceutical Co. Ltd. First Medical 

zone, Economic & technological development zone, 

Datong Shanxi China. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

48 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 
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innovator i.e. Rocephin Injection 1g. The results of all the 

tests of both products falls within the specifications and are 

comparable. The firm has also performed compatibility 

studies of the product with recommended diluent i.e. 

Lignocaine injection. Firm has performed comparative 

analysis with innovator product after reconstitution as well. 

The reconstitution studies also demonstrate comparable 

results with the innovator product. 

Analytical method validation/verification 

of product 

Firm has submitted report of validation of analytical 

method for the drug product. 

Firm has submitted report of verification studies of 

analytical method for the drug substance.   

STABILITY STUDY DATA  

Manufacturer of API  Sinopharm Weiqida Pharmaceutical Co. Ltd. First Medical zone, Economic & 

technological development zone, Datong Shanxi China. 

API Lot No. Q011812004 

Description of Pack  

(Container closure system) 
Vials containing powder for reconstitution, packed in unit carton  

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, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. 001 002 003 

Batch Size  8389 vials 8389 vials 8389 vials 

Manufacturing Date 01-2019 01-2019 02-2019 

Date of Initiation 12-02-2019 14-02-2019 10-03-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA  

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to following product specific inspection 

reports 

¶ Dexpro (Dexlansoprazole) 30 and 60mg Capsule. PSI 

was conducted on 11-09-2018 and the product was 

approved in 285th meeting of Registration Board. 

¶ Neovel 800mg Tablet. Its PSI was conducted on 14-12-

2018 and the product was approved in 288th meeting of 

Registration Board. 

¶ Serbica 20mg Capsule. Its PSI was conducted on 29-10-

2018 and the product was approved in 290th meeting of 

Registration Board. 

Firm has further submitted that their product Neogene 2g 

Injection was approved in 293rd meeting of Registration 

Board. That product was applied by AGP and contract 

manufactured by Seraph and was submitted on Form 5F 

(CTD) along with complete data. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Copy of GMP certificate (No. SX20180229) issued by 

CFDA China is submitted by the firm. The certificate is 

valid till 05-06-2023 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of invoice specifying import of 

100Kg ceftriaxone sodium dated 08-01-2019. The invoice 

is signed by AD (I&E) DRAP Islamabad office. 
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4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted that since the stability study of this 

product was initiated 2 years ago, at that time our HPLC 

(Schimadzu) was not 21 CFR compliant. However now we 

have 21 CFR compliant (Perkin Elmer) HPLC system. We 

undertake that in future we will use 21 CFR compliant 

HPLC system for stability testing. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Firm has submitted that their product ceftriaxone injection 250mg was registered for both IM and IV 

administration, but at the time of granting permission for contract manufacturing from CCL to Pharmasol, 

DRAP only allowed Snare Injection 250mg (IM) and did not allow the registration of Snare Injection 250mg 

(IV). The firm has now applied ceftriaxone injection 250mg (IV) for contract manufacturing from Seraph 

Pharmaceuticals Islamabad. 

Registration Board after thorough deliberation in its 297th meeting, decided to allow contract manufacturing 

from M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle Kahuta Road Islamabad for following 

sections: 

¶ Dry vial injectable (Cephalosporin) 

¶ Dry Suspension (Cephalosporin) 

¶ Capsule (Cephalosporin) 

Shortcomings communicated Response by the firm 

Provide details regarding number of already 

registered products of M/s CCL Pharmaceuticals 

on contract manufacturing basis along with total 

number of approved sections. 

Firm has submitted that currently they have 

registration of 20 products on contract 

manufacturing. Other than these 20 active products, 

firm has requested for cancellation of 17 other 

products that are also registered in the name of M/s 

CCL Pharmaceuticals on contract manufacturing 

basis. Firm has currently 6 active sections. 

Specify the source of drug substance, since 

Sinopharm Weiqida Pharmaceutical Co. Ltd is 

mentioned in module 1, module 2 and module 3 

(drug substance part), while saakh Pharma is 

mentioned in the stability study data of drug 

product submitted in section 3.2.P.8.3. 

The firm has submitted that their source of API is 

Sinopharm Weiqida Pharmaceutical Co. Ltd. First 

Medical zone, Economic & technological 

development zone, Datong Shanxi China.  

Submit documents for the procurement of API 

with approval from DRAP. 

Firm has submitted copy of invoice specifying 

import of 100Kg ceftriaxone sodium dated 08-01-

2019. The invoice is signed by AD (I&E) DRAP 

Islamabad office. 

Submit data of record of data logger for 

temperature and humidity monitoring of stability 

chambers (real time and accelerated). 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time 

and accelerated stability chambers. 

Submit batch manufacturing record of the three 

stability batches for which stability study data has 

been submitted. 

Firm has submitted copy of batch manufacturing 

record of three batches for which stability study data 

is submitted. 
 

Decision: Registration Board decided to approve registration of SNARE Injection 1g IM by M/s CCL 

Pharmaceuticals (Pvt) Ltd. 62-Industrial Estate, Kot Lakhpat Lahore, contract manufactured by M/s 

Seraph Pharmaceuticals Plot # 210, Industrial Triangle Kahuta Road Islamabad. 

 

30.  Name, address of Applicant / Marketing 

Authorization Holder 

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

Kot Lakhpat Lahore. 

Name, address of Manufacturing site.  M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle 
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Kahuta Road Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

(Contract manufacturing agreement between both firms is 

provided) 

GMP status of the firm CCL Pharmaceuticals: GMP inspection report conducted 

on 20-04-2018 & 24-04-2018, concluding satisfactory 

level of GMP compliance. 

Seraph Pharmaceuticals: GMP certificate issued on the 

basis of inspection conducted on 11/07/2019.  

Evidence of approval of manufacturing 

facility 

Firm (M/s Seraph Pharmaceuticals) has submitted copy of 

Issuance of DML letter dated 12-06-2017 specifying 

Capsule Cephalosporin section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy No. 1782 dated 14-01-2021  

Details of fee submitted Rs.50,000/- Dated 29-12-2020 

The proposed proprietary name / brand 

name  

CEF-OD 200mg Capsule 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule contains: 

Cefixime (as trihydrate)éé200mg 

Pharmaceutical form of applied drug White to off-white powder filled in red/red hard gelatin 

capsule shells. 

Pharmacotherapeutic Group of (API) Cephalosporin antibiotic  

Reference to Finished product 

specifications   

JP specs 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Cefixima Normon 200 Mg Hard Capsules EFG (Spain 

Approved) 

For generic drugs (me-too status) Secure 200mg capsule of Wilshire 

Name and address of API manufacturer. Pharmagen Limited. Kot Nabi Bukshwala, 34 Km, 

Ferozepur Road, Lahore.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 
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standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Cefim 

200mg Capsule (Batch No. 135788, Mfg date 07-2019). 

Firm has submitted results of CDP for their product against 

Cefim 200mg Capsule (Batch No. 135788, Mfg date 07-

2019). Firm has tested CDP in three dissolution medium 

and the results of f2 factor are within the acceptable limit. 

Analytical method validation/verification 

of product 

Firm has submitted report of validation of analytical 

method for the drug product. 

Firm has submitted report of verification studies of 

analytical method for the drug substance.   

STABILITY STUDY DATA  

Manufacturer of API  Pharmagen Limited. Kot Nabi Bukshwala, 34 Km, Ferozepur Road, Lahore. 

API Lot No. 00244/015/2020 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T001 T002 T003 

Batch Size  1500 capsule 1500 capsule 1500 capsule 

Manufacturing Date 02-2020 02-2020 02-2020 

Date of Initiation 20-02-2020 20-02-2020 20-02-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to following product specific inspection 

reports 

¶ Dexpro (Dexlansoprazole) 30 and 60mg Capsule. PSI 

was conducted on 11-09-2018 and the product was 

approved in 285th meeting of Registration Board. 

¶ Neovel 800mg Tablet. Its PSI was conducted on 14-12-

2018 and the product was approved in 288th meeting of 

Registration Board. 
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¶ Serbica 20mg Capsule. Its PSI was conducted on 29-10-

2018 and the product was approved in 290th meeting of 

Registration Board. 

Firm has further submitted that their product Neogene 2g 

Injection was approved in 293rd meeting of Registration 

Board. That product was applied by AGP and contract 

manufactured by Seraph and was submitted on Form 5F 

(CTD) along with complete data. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Lahore dated 11-01-2019. The 

GMP certificate was granted based on inspection dated 08-

01-2019. 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of proforma invoice dated 07-01-

2020 specifying purchase of 25Kg Cefixime (compacted).  

4. Data of stability batches will be supported by 

attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted that since the stability study of this 

product was initiated in January / Feb 2020, at that time our 

HPLC (Schimadzu) was not 21 CFR compliant. However 

now we have 21 CFR compliant (Perkin Elmer) HPLC 

system. We undertake that in future we will use 21 CFR 

compliant HPLC system for stability testing. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

As per the drug substance specifications of the drug 

substance manufacturer i.e. Pharmagen Limited, the 

material complies BP specification and the analytical 

method also involves testing as per BP monograph. 

The drug product manufacturer i.e. Seraph 

Pharmaceutical has submitted drug substance 

specification as per USP and its analytical method is 

also as per USP monograph. Clarification is required 

in this regard how drug product manufacturer can use 

USP specifications including testing method while 

the drug substance complies BP monograph. 

Firm has submitted revised specifications and 

analytical procedures of the drug substance as per 

BP monograph. 

The verification studies of the analytical method of 

drug substance specifies a different column 

specifications as well as mobile phase. Further the 

procedure for assay specifies cefixime dry 

suspension and contains a different method for assay. 

Clarification is required in this regard. 

Firm has submitted that verification studies have 

been performed according to BP specs and the 

report is attached which does not contains any date. 

As per the analytical method submitted by the firm 

i.e. Seraph Pharmaceuticals, the flow rate is adjusted 

so that the retention time of cefixime is about 10 

minutes, but as per the verification study report and 

system suitability testing, the retention time of 6 

samples was not more than 3.5 minutes. Justify how 

the verification studies were concluded to be 

acceptable since the retention time is different from 

that specified in the method as well as USP 

monograph. 

Firm has submitted that cefixime raw material was 

analysed as per BP monograph and BP defined 

method was also verified. In BP retention time is not 

specified for cefixime. However in product analysis 

JP method was followed with little deviation in flow 

rate so as to manage the samples. 
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The accuracy and recovery study in verification 

studies of the drug substance is performed by 

analysing samples having 80%, 100% and 120% of 

ñAò or reference solution preparation. As per the 

method, the standard solution has a concentration of 

0.2mg/ml while as per the accuracy and recovery 

table the amount of drug added is 20mg, 25mg and 

30mg. Justification / clarification is required how 20, 

25 and 30mg is equivalent to 80%, 100% and 120% 

of ñAò 

Firm has submitted that verification studies have 

been performed according to BP specs and the 

report is attached which does not contains any date. 

The repeatability studies have been performed using 

sample concentration 0.012mg/ml, while neither 

standard solution or the sample solution has this 

concentration. Justification is required regarding this 

concentration to perform repeatability and 

intermediate precision in verification studies 

Firm has submitted that verification studies have 

been performed according to BP specs and the 

report is attached which does not contains any date. 

The COA of drug substance (Batch No. 

00244/051/2020) from Pharmagen Limited specifies 

that the manufacturing date is February 2020 and the 

COA has been signed on 19-02-2020, while as per 

the analytical report of the same batch from Seraph 

Pharmaceutical, the analysis is performed on 28-01-

2020. Justification is required is this regard. 

Firm has submitted that COA from Pharmagen 

specifying the manufacturing date to be Feb 2020 

and sign date 19-02-2020 is that of Batch number 

00244/051/2020 while the report from Seraph 

pharma is not of the same batch instead is of Batch 

No 00244/015/2020. The same batch is also used for 

the formulation development and stability studies. 

The COA of drug substance issued from the drug 

substance manufacturer specifies that the material 

complies BP specs while the drug product 

manufacturer concludes that the material complies 

USP specs. Clarification is required in this regard. 

Firm has submitted that the material was tested as 

per BP specs and complied the specification s as 

defined in BP. Mistakenly the report was 

misinterpreted. 

Provide justification of the selection of excipients, 

since the excipients used in the formulation are 

different from that of the FDA approved innovator 

product. 

Firm has submitted that we have followed the 

innovator product approved by EMA named 

Cefixima 200mg Capsules by M/s Laboratories 

Normon. The excipient we selected are 

approximately same as that of the innovator 

product.  

The average weight of the product mentioned in 

pharmaceutical equivalence studies is 335mg while 

the total weight of master formulation available in 

section 3.2.P.1 is 260mg. Justification is required in 

this regard. 

In master formulation the weight of shell is not 

included. Without shell the weight is 260mg and if 

shell weight ñ75mgò is added, it makes 335mg 

weight per capsule.  

Justify why the pharmaceutical equivalence as well 

as comparative dissolution profile was studied 

against comparator product instead of using 

innovator / reference product. 

Due to unavailability of cefixime 200mg capsule by 

M/s Laboratoies Normon we have performed 

equivalence and CDP with comparator product. 

Moreover the comparator product is approved by 

DRAP, so we used that for comparative studies. 

Provide details including batch number, 

manufacturing and expiry date of the comparator 

product used in product development studies. 

Product name: Cefim 200mg capsule 

Batch No 135788 

Mfg date: 07/2019 

Exp date: 07/2021 

Justify the dissolution specifications of NLT 80% in 

90 minutes, since the JP monograph specifies this 

limit only for 100mg potency capsule. 

Previously we applied for the registration of 

cefixime 400mg Capsule with innovatorôs specs as 

cefixime 400mg capsule is not defined by JP, USP 

or BP etc. The DRAP granted the registration with 

JP specs, in case of cefixime 200mg capsule 

although not defined by JP, we followed JP specs 

NLT 80%(Q) in 90 minutes keeping in view the case 

of cefixime 400mg capsule. 

The USFDA review of innovator product of cefixime 

400mg capsule reveals that the acceptance criteria for 

dissolution test should be NLT (Q) in 45 minutes 

using 7.2 pH phosphate buffer. Justify the results of 

The USFDA specification defined are that of 

cefixime 400mg capsule while for cefixime 200mg, 

the USFDA recommends tablet dosage form not the 

capsule, so USFDA 400mg limits can only be used 
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comparative dissolution profile at 6.8 pH phosphate 

buffer in which the drug release of both test as well 

as comparator product was less than 70% in 45 

minutes. 

as reference but not mandatory for 200mg capsule. 

While JP limits are applied because of the point 

explained in aforementioned query justification. 

Justify how exactly same results are obtained in 

verification studies of drug substance and the drug 

product. 

The results of verification studies of druh product 

are different from drug substance while compiling 

dossier we mistakenly misplaced drug substance 

verification with drug product. Drug product 

verification studies are now attached. 

The formulation development section specifies that 

the cefixime capsule uses red/red hard gelatin capsule 

shells, while the batch analysis in section 3.2.P.5.4 

specifies that blue/blue hard gelatin capsule shells are 

used in the product. Clarification is required in this 

regard. 

There was a typo mistake in the batch analysis 

section 3.2.P.5.4, where capsule color blue/blue is 

mentioned while we use capsule shel with red/red 

color. 

As per the analytical report of finished product 

submitted in batch analysis in section 3.2.P.5.4 the 

results of water, dissolution and assay of Batch T001 

are 4.12%, 96.23% and 101.12%, while the results of 

the same batch mentioned in initial time point of 

stability studies is 9.06%, 96.69% and 101.06% 

respectively for the above-mentioned tests. 

Clarification is required in this regard. 

There was a typo mistake in the batch analysis 

report of T001. Correct report is attached. 

Justify how the HPLC analysis was conducted for 

cefixime capsule in which retention time is around 

3.3 minutes, while the JP monograph specifies that 

the retention time should be around 10 minutes. 

JP method was followed for the analysis of 

cefixime capsule, however, to manage the samples 

a little deviation in the flow rate was commenced. 

But in routine analysis JP method was followed 

without any deviation. 

Justify the HPLC analysis using ambient column 

temperature as mentioned on each chromatogram, 

since the JP monograph specifies that the column 

should be maintained at a constant temperature of 

40°C. 

Column temperature was maintained at 40°C but the 

column oven is operated manually independent of 

software so the software does not show the 

temperature. Now the column oven is replaced with 

a new oven which is operated with software, so new 

chromatograms will display the set temperature.  

Justify the calculation of results of assay as well 

dissolution using a different formula as specified in 

JP monograph. 

Firm has submitted new formula for calculation of 

assay and dissolution results along with revised 

method and raw data sheets.  

Submit copy of commercial invoice as evidence of 

purchase of drug substance, since proforma invoice 

dated 07-01-2020 is submitted which does not 

confirm that the drug substance has been procured. 

Firm has submitted copy of invoice (No. 1712), 

dated 24-01-2021 specifying cefixime compacted 

25 Kg Batch number 00244-01/015/2020. 

The stability studies specifies that cefixime 

(compacted) having batch number 00244/015/2020 

was used for product development and stability 

studies. As per the COA of that particular batch, the 

batch was manufactured in January 2020 and the 

batch was released after testing on 23-01-2020. 

Justify how the proforma could be generated on 07-

01-2020 even before the analysis and release of the 

batch. 

Proforma invoice is a general agreement (quotation) 

invoice that is signed between two parties (seller 

and buyer). It is not for a particular batch. For a 

particular batch commercial invoice is authentic 

evidence of purchase. 

As per the COA provided in section 3.2.S.4.4. the 

batch number of drug substance used is 

00244/051/2020, while as per stability data the batch 

number of drug substance used in stability studies is 

00244/051/2020. Clarification is required in this 

regard. 

The batch 00244/015/2020 was used for stability 

studies. A typographic mistake occurred. The COA 

of the particular batch is also provided. 

Provide batch manufacturing record (BMR) of three 

stability batches. 

Firm has submitted copy of BMR of the three 

stability batches 
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Provide record of data logger for temperature and 

humidity monitoring of stability chambers (real time 

and accelerated). 

Firm has submitted record of data logger of 

temperature and humidity monitoring. 

 

Decision: Deferred for following:  

¶ Scientific justification for  having retention time around 3.3 minutes in assay testing while JP 

monograph specifies that retention time should be 10 minutes. 

¶ Scientific justification for adaptation of dissolution acceptance criteria NLT 80% in 90 minutes, 

since JP monograph specifies this limit only for 100mg potency capsule while USFDA review of 

innovator product of cefixime 400mg capsule reveals that the acceptance criteria for dissolution 

test should be NLT (Q) in 45 minutes using 7.2 pH phosphate buffer. 
 

31.  Name, address of Applicant / Marketing 

Authorization Holder 

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

Kot Lakhpat Lahore. 

Name, address of Manufacturing site.  M/s Next Pharmaceuticals Products (Pvt) Ltd. Plot # 44 

A&B, Sunder Industrial Estate, Raiwind Road Lahore. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

(Contract manufacturing agreement between both firms is 

provided) 

GMP status of the firm CCL Pharmaceuticals: GMP certificate issued on the basis 

of inspection conducted on 30-04-2019. 

Next Pharmaceuticals: GMP certificate issued on the basis 

of inspection conducted on 28-05-2019.  

Evidence of approval of manufacturing 

facility 

Firm (M/s Next Pharmaceuticals) has submitted copy of 

Issuance of DML letter dated 31-10-2016 specifying Tablet 

(General) section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy No. 3326 dated 28-01-2021  

Details of fee submitted Rs.50,000/- Dated 29-12-2020 

The proposed proprietary name / brand 

name  

Nomit Tablet 10mg 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each oro-dispersible tablet contains: 

Domperidoneéé10mg 

Pharmaceutical form of applied drug Light green colored round biconvex shaped tablet packed in 

Alu-PVC blister with leaflet and unit carton 

Pharmacotherapeutic Group of (API) Anti-dopaminergic  

Reference to Finished product 

specifications   

Innovatorôs specs 

Proposed Pack size  5ôs, 10ôs, 14ôs, 20ôs, 28ôs, 30ôs, 50ôs, 100ôs 

Proposed unit price As per innovator 

The status in reference regulatory 

authorities 

DOMPERIDONE ARROW 10 mg orodispersible tablet 

(ANSM France Approved) 

For generic drugs (me-too status) Domflash ORO Tablet 10mg of Next Pharmaceuticals 

Name and address of API manufacturer. Vasudha Pharma Chem Limited, Unit-II, Plot No. 79, 

Jiawaharlal Nehru Pharma city Thanam village Parawada, 

Mandal, Visakhapatanam Andhra Pradesh India.  
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Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 60 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Motilium 

tablet by Aspin Pharma 

Analytical method 

validation/verification of product 

Firm has submitted report of validation of analytical method 

for the drug product. 

Firm has submitted report of verification studies of 

analytical method for the drug substance.   

STABILITY STUDY DATA  

Manufacturer of API  Vasudha Pharma Chem Limited, Unit-II, Plot No. 79, Jiawaharlal Nehru 

Pharma city Thanam village Parawada, Mandal, Visakhapatanam Andhra 

Pradesh India. 

API Lot No. BDOM/1705124 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. BU-0001 BU-0002 BU-0003 

Batch Size  500,000 tablet 500,000 tablet 500,000 tablet 

Manufacturing Date 02-2018 02-2018 03-2018 

Date of Initiation 06-03-2018 07-03-2018 19-03-2018 
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No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

No inspection of Next Pharmaceuticals have been conducted 

on the basis of stability study data. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of License retention certificate (No. 

1238/AP/DCA/2017) issued by Drugs Control 

Administration Government of Andhra Pradesh, dated 09-

02-2018. The retention certificate specifies that the validity 

of license has been permitted till 30-12-2022.  

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 27-

07-2017 specifying purchase of 30Kg Domperidone base.  

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has performed initial testing using HPLC while the 3rd 

and 6th month stability testing using UV method. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted manual record of logger for temperature 

and humidity monitoring of real time and accelerated 

stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Justify the submission of application for contract 

manufacturing of tablet from a contract 

manufacturer since the same section i.e. Tablet 

(general) section is already available with CCL 

Pharmaceuticals. 

Since, we are undergoing development / stability 

studies for many products and the CTD data pf the 

subject product was available with contract acceptor 

as the product is already registered for Next pharma 

with brand name ñDomflashò, registration number 

084816. We hereby solicit that our concern and 

option may please be considered and registration of 

drug may please be approved. 

The contract manufacturing policy published vide 

SRO 152(I)/2014 dated 4th March 2014 does not 

allow contract manufacturing in such case. 

Provide details regarding number of already 

registered products of M/s CCL Pharmaceuticals 

on contract manufacturing basis along with total 

number of approved sections. 

Firm has submitted that currently they have 

registration of 20 products on contract 

manufacturing. Other than these 20 active products, 

firm has requested for cancellation of 17 other 

products that are also registered in the name of M/s 

CCL Pharmaceuticals on contract manufacturing 

basis. Firm has currently 6 active sections. 

Submit data in section 3.2.S.4.3 as per the guidance 

document approved by Registration Board which 

specifies that ñAnalytical Method Verification 

studies including specificity, accuracy and 

repeatability (method precision) performed by the 

Drug Product manufacturer for both compendial 

as well as non-compendial drug substance(s) shall 

be submittedò Further specify how the testing of 

drug substance was carried out without performing 

verification studies. 

Firm has submitted that domflash-oro tablet is 

marketed since 2018 having registration number 

084816. Firm has now submitted protocols for the 

verification studies of the drug substance dated 07-

04-2021. 

Firm has not yet performed verification studies of the 

analytical procedure of drug substance. Further all 

the analysis of drug substance was carried out 

without verification of the analytical method. 

Justify how the stability studies of drug substance 

submitted in section 3.2.S.7.3 shows different 

Firm has again submitted stability study data in 

which the results at initial time point is same for real-

time and accelerated stability data. 
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results for same batch at initial time point of 

accelerated and real time stability studies. 

Justify why the formulation submitted in section 

3.2.P.1 has different qualitative composition as 

compared to the innovator / reference product. 

Firm has submitted that Domflash -oro tablet is an 

established formulation which is being marketed 

since 2018having registration number 084816. There 

is no critical and significant side-effect observed till 

date. COAs of three ongoing commercial batches is 

attached. 

Firm has not submitted any justification of having a 

different master formulation as compared to the 

innovator / reference product. 

Provide detailed method along with analytical 

details how the drug-excipient compatibility 

studies were performed. 

Firm has submitted that Domflash -oro tablet is an 

established formulation which is being marketed 

since 2018having registration number 084816. There 

is no critical and significant side-effect observed till 

date. COAs of three ongoing commercial batches is 

attached. 

Firm has different master formulation as compared 

to the innovator / reference product and the firm has 

also not performed any compatibility studies. 

Specify details including batch number and 

manufacturing date of the reference / comparator 

product against which pharmaceutical equivalence 

is performed. 

Test product: 

Batch No. BU-0014 

Mfg date: 09-2018 

Innovator product 

Name: Motilium manufactured by Janssen Cilag 

Italy 

Batch No. 18JQ230 

Mfg date: 10-2018 

Pharmaceutical equivalence has been performed on 

batch manufactured on 09-2018 while stability study 

was initiated on batches manufactured earlier on 02-

2018 

Justify the results of disintegration time above 1 

minute since USFDA Guidance for Industry on 

Orally Disintegrating Tablets specifies that ñBased 

on the original product rationale and Agency 

experience, we recommend that, in addition to the 

original definition, ODTs be considered solid oral 

preparations that disintegrate rapidly in the oral 

cavity, with an in-vitro disintegration time of 

approximately 30 seconds or less, when based on 

the United States Pharmacopeia (USP) 

disintegration test method or alternative.ò 

Firm has submitted that based on WHO guidelines, 

Revision of monograph on tablets for additional in 

international pharmacopoeia dated March 2011 

mentions disintegration time within 3 minutes. As 

our product is non pharmacopoeial so we are using 

this WHO guidelines. 

 

The quoted reference by the firm is for dispersible 

tablet while the applied formulation is orally 

disintegrating / oro-dispersible tablet.  

Justify why dissolution test was not performed 

during pharmaceutical equivalence study. 

Firm has submitted that dissolution test is not 

applicable for oro-dispersible tablets 

ñUSP general chapter <1711> oral solid dosage 

forms - dissolution testingò recommends dissolution 

testing. 

Justify why comparative dissolution profile is not 

performed. 

Firm has submitted that dissolution test is not 

applicable for oro-dispersible tablets 

ñUSP general chapter <1711> oral solid dosage 

forms - dissolution testingò recommends dissolution 

testing. 

Justify the drug product specifications without the 

test of dissolution, since dissolution test is 

recommended for oro-dispersible tablets in USP 

general chapter <1711> oral solid dosage forms - 

dissolution testing. 

Firm has submitted that USP general chapter <1711> 

oral solid dosage forms ï dissolution testing does not 

include dissolution test. 

 

However the said general chapter recommends 

dissolution testing for oro dispersible tablet.   
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The analytical procedures of drug product (section 

3.2.P.5.2) specifies both UV as well as HPLC 

method for identification as well as assay testing of 

the drug product. Clarification is required 

regarding which method will be used for testing of 

the product for batch release and stability studies. 

Domflash 10mg tablet orodispersible tablet was 

developed in house for testing on UV and HPLC. For 

batch release and stability studies both methods are 

validated.  

The stability batches were manufactured in 

February / Mach 2018 while the analytical method 

for drug product was validated on 09-2019 and 12-

2019. Justify how the testing of these batches were 

carried out without validating the analytical 

method. 

The product has been developed and marketed 

earlier as per previous practice. Now we have 

performed validation studies as per requirement and 

the results obtained from non-validated method were 

found same as that of validated method with no 

deviations. 

Justify why disintegration test was not performed 

during stability studies. 

Initially disintegration test was not performed, but 

now as per updated requirements disintegration test 

is incorporated in the testing and implemented on all 

batches till date.  

The initial stability study testing was performed 

using HPLC method while the 3rd and 6th month 

stability testing was performed using UV method. 

Justify why the analytical method was changed 

during the stability studies. 

Domflash 10mg tablet orodispersible tablet was 

developed in house for testing on UV and HPLC. For 

batch release and stability studies both methods are 

validated. 

The submitted record of data logger of stability 

chambers show only 2 temperature and humidity 

record readings per day (i.e. 09:00-11:00 and 

15:00-17:00). Justify how only two readings per 

day can demonstrate the temperature and humidity 

control throughout the day. 

Initially manual monitoring of temperature and 

humidity was done. Due to manual monitoring, 

recording the temperature and humidity was taken 

twice a day.  

Our system is now upgraded and we have 

successfully installed digital data logger. With data 

logger monitoring of temperature and humidity was 

taken after every 5 minutes.  

The submitted record of data logger is of year 2020 

while the stability batches were kept in chamber in 

March 2018.  

The submitted record of data logger of stability 

chambers show record of working days only, while 

there is no record available for weekends (i.e. 

Saturday and Sunday) and other public holidays 

(i.e. Eid holidays). Justify why there was no 

mechanism for recording temperature and 

humidity readings during the off days and how 

stability studies can be concluded without having 

the capacity to identify any deviation in 

temperature and humidity in the stability chambers. 
 

Decision: Registration Board after thorough deliberation and keeping in view the review of innovator 

product, guidelines of USFDA for orally disintegrating tablets and the recommendations of USP 

general chapter <1711> oral solid dosage forms - dissolution testing decided that since the contract 

manufacturer i.e. M/s Next Pharmaceuticals is also manufacturing the same product for its own use 

therefore the technical queries and onservations on the contract manufactured product shall also apply 

on the self manufactured product of the firm. Based on the discussion, Board decided as under: 

¶ Submission of product development and stability study data of the recently manufactured 

batches by M/s Next Pharmaceuticals Products (Pvt) Ltd since their formulation is 

qualititaively different from that of the innovator product and the firm h as not performed 

drug-excipient compatability studies, the acceptance criteria of disintegration test is is more 

than 1 minute while for oro-dispersible tablets USFDA recommends disintegration time of less 

than 30 seconds and the finished product specifications or product development studies does 

not include dissolution test which is recommended in USP general chapter <1711>. 

¶ Scientific justification of having a master formulation which is qualitatively different from that 

of innovator product without performance of drug-excipient compatibility studies 

¶ Scientific rational for the adaptation of acceptance criteria of disintegration test i.e. more than 

1 minute while for oro-dispersible tablets USFDA recommends disintegration time of less than 

30 seconds. 

¶ Scientific rational for not performing dissolution test during product development studies, 

batch release as well as during stability studies while the USP general chapter <1711> oral solid 

dosage forms - dissolution testing recommends dissolution testing for orodispersibe tablets. 
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f. Routine cases of local manufacturing 

32.  Name, address of Applicant / 

Marketing Authorization Holder 

M/s The Searle Company Ltd. F-319, S.I.T.E., Karachi. 

Name, address of Manufacturing site.  M/s The Searle Company Ltd. F-319, S.I.T.E., Karachi. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Last inspection report dated 30-01-2019 confirms that firm is 

operating at a Good level of GMP compliance. 

The firm has submitted copy of GMP certificate issued on the 

basis of inspection dated 13-02-2021. 

Evidence of approval of 

manufacturing facility 

The firm has submitted letter of renewal of DML dated 11-04-

2016 specifying Tablet (General) Section. 

The firm has submitted copy of GMP certificate issued on the 

basis of inspection dated 13-02-2021. The GMP certificate 

specifies Tablet (General) Section. 

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical 

product 
 χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 31830: 30-11-2020  

Details of fee submitted PKR 50,000/-: 24-09-2020 

The proposed proprietary name / 

brand name  

VOCINTI 10mg Tablet 

Strength / concentration of drug of 

Active Pharmaceutical ingredient 

(API) per unit 

Each film coated tablet contains: 

Vonoprazan fumarate eq to vonoprazanééé10mg 

Pharmaceutical form of applied drug Yellow colored biconvex oval shaped film coated tablets 

engraved SEARLE on one side and break line on other side 

Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications   

In house specs 

Proposed Pack size  As per DPC 

Proposed unit price As per DPC  

The status in reference regulatory 

authorities 

Takecab Tablet (PMDA Japan Approved) 

For generic drugs (me-too status) NA  

Name and address of API 

manufacturer. 

Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi Fengxin 

Industrial Park, Fengxin, Jiangxi Province P.R. China.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 
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manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 75 ± 5% RH for 9 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, validation 

of analytical procedures, batch analysis, justification of 

specifications, reference standard or materials, container 

closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Takecab Tablets. 

Firm has submitted results of CDP for their product against 

Takecab Tablets. The results of f2 factor in all dissolution 

medium were within acceptable limit. 

Analytical method 

validation/verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi Fengxin Industrial Park, 

Fengxin, Jiangxi Province P.R. China. 

API Lot No. 20190802BD 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. 19PD-244 19PD-245 19PD-246 

Batch Size  2500 Tablet 2500 Tablet 2500 Tablet 

Manufacturing Date 11-2019 11-2019 11-2019 

Date of Initiation 12-2019 12-2019 12-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Firm has referred to onsite inspection reports of their product 

ñTapendol tablets (Tapentadol)ò, which was presented in 289th 

meeting of Registration Board held on 14-16 May, 2019 

Observations: Panel has observed that firm has improved as 

follows: 

 The HPLC software is 21CFR compliant as per record 

available with the firm. 

 Audit trail on the testing reports is available. 

 Firm has software for monitoring of stability chambers. 
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2. Approval of API/ DML/GMP 

certificate of API manufacturer issued 

by concerned regulatory authority of 

country of origin. 

Firm has submitted copy of GMP certificate (No. 2017001) 

issued by Jiangxi CCD and the certificate is valid till 23-07-

2022.  The drug manufacturing license of the firm is verified 

from SFDA official website. The SFDA official website 

specifies Jiangxi Tonghe Pharmaceutical Co., Ltd. As the 

name of Pharmaceutical manufacturing company (Number 

Gan20160125) having the same address as that of Jiangxi 

Synergy   

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 04-11-

2019 specifying purchase of 0.7Kg Vonoprazan fumarate. The 

invoice is signed by AD (I&E) DRAP Karachi. 

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring 

of stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Quality overall summary (QoS) should be submitted 

by filling the WHO template or the template 

approved by Registration Board in its 296th meeting 

instead of referring to module 3. 

Firm has submitted quality overall summary 

(QOS) as per the template approved by 

Registration Board in 296th meeting. 

Specify the name and complete address of drug 

substance manufacturer since different names are 

mentioned in module 1, module 2 and module 3 of 

Form 5F (CTD). 

Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi 

Fengxin Industrial Park, Fengxin, Jiangxi Province 

P.R. China. 

Submit data in section 3.2.S.4.1 as per the guidance 

document approved by Registration Board which 

specifies that ñCopies of the Drug substance 

specifications and analytical procedures used for 

routine testing of the Drug substance /Active 

Pharmaceutical Ingredient by both Drug substance 

& Drug Product manufacturer is required.ò 

Firm has submitted copy of specifications as well 

as analytical method of drug substance from the 

drug product manufacturer as well. 

Submit data of verification of analytical procedure of 

drug substance in section 3.2.S.4.3 as per the 

guidance document approved by Registration Board 

which specifies that ñAnalytical Method Verification 

studies including specificity, accuracy and 

repeatability (method precision) performed by the 

Drug Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall be 

submittedò. 

Firm has submitted verification report of the 

analytical method of drug substance.  

Justify how the testing of drug substance was carried 

out without performing verification studies. 

Firm has submitted that they did not conduct 

complete verification of already validated methods 

provided by the raw material manufacturer because 

as per SP chapter <1226> Users of compendial 

analytical procedures are not required to validate 

these procedures when first used in their 

laboratories, but documented evidence of 

suitability should be established under actual 

conditions of use. 
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However after DRAP notification we revised our 

policy and now we are carrying out verification 

studies of validated methods. 

The certificate of analysis of drug substance specifies 

a re-test period of 2 years, while the long-term 

stability data of only 9 months is submitted. 

Clarification is required how re-test period of 2 years 

can be claimed on the basis of long-term stability 

study data of 9 months. 

Firm has submitted that the stability study daa 

which was submitted at the time of dossier 

submission was for 9 months only and 12 months 

stability study data is now completed and available. 

Justify the development of tablets having break line 

on one side. Kindly justify along with scientific 

rationale of using break line supported with relevant 

supporting scientific data. 

Firm has submitted that the break line is non-

functional and does not facilitate the purpose of 

fractioning of dose. 

Justify the process of formulation development 

without performing pharmaceutical equivalence and 

comparative dissolution profile before initiating the 

stability studies. 

Firm has submitted that we have restructured our 

product development procedure & included 

pharmaceutical equivalence and CDP as part of 

formulation development. 

Submit data of pharmaceutical equivalence and 

comparative dissolution profile in section 3.2.P.2.2.1 

of module 3 as per the guidance document approved 

by Registration Board. 

Firm has submitted results of pharmaceutical 

equivalence for all the quality tests for their 

product against Takecab Tablets. 

The validation studies of the analytical method for 

the drug product was performed in July 2020 while 

the stability batches were manufactured in 

November 2019 and stability studies were initiated 

in December 2019. Kindly clarify how the stability 

studies were initiated without performing validation 

studies of the analytical method. 

Firm has submitted that we have performed some 

pre-validation studies which includes limited 

parameters (linearity, accuracy and specificity) at 

the time of method development activity to assure 

that the method is capable of its intended purpose, 

however the complete validation will be conducted 

later on. In case of vonoprazan tablets, pre-

validation activity found satisfactory results. 

Provide justification of specifications in section 

3.2.P.5.6 of module 3 of Form 5-F (CTD). 

Firm has submitted justification of specifications 

Provide scientific rationale for selection of 

dissolution parameters including type of apparatus, 

rpm, dissolution medium, sampling time and the 

analytical method. 

Firm has submitted that we performed dose 

solubility and comparative dissolution profiling to 

establish dissolution parameters for those 

molecules whose dissolution parameters are not 

available in FDA dissolution database or in any 

assessment report. In vonoprazan case the 

following activity was performed to establish 

dissolution  parameters: 

¶ The dissolution profile was found higher than 

85% in 15 minutes at pH 1.2, 4.5 and 6.8 buffer 

¶ Dose solubility ratio was very high throughout 

the physiological buffer range i.e. 5.2mg/ml in 

pH 6.8 buffers, 18.3mg/ml in pH 1.2 bufers and 

10.4mg/ml in pH 4.5 buffers.  

Therefore, we selected dissolution medium having 

6.8pH as worst-case scenario, 50 rpm, 900ml 

volume and 20 minutes sampling time with 

apparatus-II in guidance of USP chapter <1092> 

Provide certificate of analysis of reference standard / 

working standard used for testing of the product in 

section 3.2.P.6 of Form 5F (CTD). 

Firm has submitted an internal COA of working 

standard of the same commercial batch of drug 

substance (batch No 20190802BD) which was 

standardized on 18-11-2019. The batch was 

standardized against 2019112. 

Justify the standardization of commercial batch of 

drug substance (Batch No. 20190802BD) without 

performing complete qualification / testing as per the 

specifications of drug substance manufacturer. 

Further clarify how the stability testing was 

Firm has submitted that they have tested the 

commercial lot of drug substance having Batch No. 

20190802BD against manufacturer given test 

method. Further he standardization qualification of 

a commercial lot of drug substance has been 
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performed before the standardization of the working 

standard, since the standardization of working 

standard document is signed on August 2020. 

qualified as per standardization SOP on 18-11-

2019 not on August 2020. 

Submit valid GMP certificate / Drug manufacturing 

license of the drug substance manufacturer since the 

submitted GMP certificate is not issued by relevant 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 

2017001) issued by Jiangxi CCD and the 

certificate is valid till 23-07-2022.   

The drug manufacturing license of the firm is 

verified from SFDA official website. The SFDA 

official website specifies Jiangxi Tonghe 

Pharmaceutical Co., Ltd. As the name of 

Pharmaceutical manufacturing company (Number 

Gan20160125) having the same address as that of 

Jiangxi Synergy   
 

Decision: Approved with Innovatorôs specifications.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 

33.  Name, address of Applicant / 

Marketing Authorization Holder 

M/s The Searle Company Ltd. F-319, S.I.T.E., Karachi. 

Name, address of Manufacturing site.  M/s The Searle Company Ltd. F-319, S.I.T.E., Karachi. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Last inspection report dated 30-01-2019 confirms that firm is 

operating at a Good level of GMP compliance. 

The firm has submitted copy of GMP certificate issued on the 

basis of inspection dated 13-02-2021. 

Evidence of approval of 

manufacturing facility 

The firm has submitted letter of renewal of DML dated 11-04-

2016 specifying Tablet (General) Section. 

The firm has submitted copy of GMP certificate issued on the 

basis of inspection dated 13-02-2021. The GMP certificate 

specifies Tablet (General) Section. 

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical 

product 
 χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 31831: 30-11-2020  

Details of fee submitted PKR 50,000/-: 24-09-2020 

The proposed proprietary name / 

brand name  

VOCINTI 20mg Tablet 

Strength / concentration of drug of 

Active Pharmaceutical ingredient 

(API) per unit 

Each film coated tablet contains: 

Vonoprazan fumarate eq to vonoprazanééé20mg 

Pharmaceutical form of applied drug Light pink colored biconvex oval shaped film coated tablets 

engraved SEARLE on one side and break line on other side 

Pharmacotherapeutic Group of (API) Proton Pump Inhibitors 

Reference to Finished product 

specifications   

In house specs 

Proposed Pack size  As per DPC 
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Proposed unit price As per DPC  

The status in reference regulatory 

authorities 

Takecab Tablet (PMDA Japan Approved) 

For generic drugs (me-too status) NA  

Name and address of API 

manufacturer. 

Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi Fengxin 

Industrial Park, Fengxin, Jiangxi Province P.R. China. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures and 

its validation, batch analysis and justification of specification, 

reference standard, container closure system and stability 

studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, batch 

analysis and justification of specification, reference standard, 

container closure system and stability studies of drug 

substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 75 ± 5% RH for 9 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control of 

drug product, specifications, analytical procedures, validation 

of analytical procedures, batch analysis, justification of 

specifications, reference standard or materials, container 

closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence for 

all the quality tests for their product against Takecab Tablets. 

Firm has submitted results of CDP for their product against 

Takecab Tablets. The results of f2 factor in all dissolution 

medium were within acceptable limit. 

Analytical method validation/ 

verification of product 

Firm has submitted verification studies of the drug substance 

and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi Fengxin Industrial Park, 

Fengxin, Jiangxi Province P.R. China. 

API Lot No. 20190802BD 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 
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Batch No. 19PD-241 19PD-242 19PD-243 

Batch Size  2500 Tablet 2500 Tablet 2500 Tablet 

Manufacturing Date 11-2019 11-2019 11-2019 

Date of Initiation 12-2019 12-2019 12-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Firm has referred to onsite inspection reports of their product 

ñTapendol tablets (Tapentadol)ò, which was presented in 289th 

meeting of Registration Board held on 14-16 May, 2019 

Observations: Panel has observed that firm has improved as 

follows: 

 The HPLC software is 21CFR compliant as per record 

available with the firm. 

 Audit trail on the testing reports is available. 

 Firm has software for monitoring of stability chambers. 

2. Approval of API/ DML/GMP 

certificate of API manufacturer issued 

by concerned regulatory authority of 

country of origin. 

Firm has submitted copy of GMP certificate (No. 2017001) 

issued by Jiangxi CCD and the certificate is valid till 23-07-

2022. The drug manufacturing license of the firm is verified 

from SFDA official website. The SFDA official website 

specifies Jiangxi Tonghe Pharmaceutical Co., Ltd. As the 

name of Pharmaceutical manufacturing company (Number 

Gan20160125) having the same address as that of Jiangxi 

Synergy   

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice dated 04-11-

2019 specifying purchase of 0.7Kg Vonoprazan fumarate.  

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with raw data sheets, COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

The firm submitted that their HPLC system is not 21 CFR 

compliant therefore the audit trail reports are not applicable. 

6. Record of Digital data logger for 

temperature and humidity monitoring 

of stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

Quality overall summary (QoS) should be submitted 

by filling the WHO template or the template 

approved by Registration Board in its 296th meeting 

instead of referring to module 3. 

Firm has submitted quality overall summary 

(QOS) as per the template approved by 

Registration Board in 296th meeting. 

Specify the name and complete address of drug 

substance manufacturer since different names are 

mentioned in module 1, module 2 and module 3 of 

Form 5F (CTD). 

Jiangxi Synergy Pharmaceutical Co. Ltd Jiangxi 

Fengxin Industrial Park, Fengxin, Jiangxi Province 

P.R. China. 

Submit data in section 3.2.S.4.1 as per the guidance 

document approved by Registration Board which 

specifies that ñCopies of the Drug substance 

specifications and analytical procedures used for 

routine testing of the Drug substance /Active 

Pharmaceutical Ingredient by both Drug substance 

& Drug Product manufacturer is required.ò 

Firm has submitted copy of specifications as well 

as analytical method of drug substance from the 

drug product manufacturer as well. 
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Submit data of verification of analytical procedure of 

drug substance in section 3.2.S.4.3 as per the 

guidance document approved by Registration Board 

which specifies that ñAnalytical Method Verification 

studies including specificity, accuracy and 

repeatability (method precision) performed by the 

Drug Product manufacturer for both compendial as 

well as non-compendial drug substance(s) shall be 

submittedò. 

Firm has submitted verification report of the 

analytical method of drug substance.  

Justify how the testing of drug substance was carried 

out without performing verification studies. 

Firm has submitted that they did not conduct 

complete verification of already validated methods 

provided by the raw material manufacturer because 

as per SP chapter <1226> Users of compendial 

analytical procedures are not required to validate 

these procedures when first used in their 

laboratories, but documented evidence of 

suitability should be established under actual 

conditions of use. 

However after DRAP notification we revised our 

policy and now we are carrying out verification 

studies of validated methods. 

The certificate of analysis of drug substance specifies 

a re-test period of 2 years, while the long-term 

stability data of only 9 months is submitted. 

Clarification is required how re-test period of 2 years 

can be claimed on the basis of long-term stability 

study data of 9 months. 

Firm has submitted that the stability study daa 

which was submitted at the time of dossier 

submission was for 9 months only and 12 months 

stability study data is now completed and available. 

Justify the development of tablets having break line 

on one side. Kindly justify along with scientific 

rationale of using break line supported with relevant 

supporting scientific data. 

Firm has submitted that the break line is non-

functional and does not facilitate the purpose of 

fractioning of dose. 

Justify the process of formulation development 

without performing pharmaceutical equivalence and 

comparative dissolution profile before initiating the 

stability studies. 

Firm has submitted that we have restructured our 

product development procedure & included 

pharmaceutical equivalence and CDP as part of 

formulation development. 

Submit data of pharmaceutical equivalence and 

comparative dissolution profile in section 3.2.P.2.2.1 

of module 3 as per the guidance document approved 

by Registration Board. 

Firm has submitted results of pharmaceutical 

equivalence for all the quality tests for their 

product against Takecab Tablets. 

The validation studies of the analytical method for 

the drug product was performed in July 2020 while 

the stability batches were manufactured in 

November 2019 and stability studies were initiated 

in December 2019. Kindly clarify how the stability 

studies were initiated without performing validation 

studies of the analytical method. 

Firm has submitted that we have performed some 

pre-validation studies which includes limited 

parameters (linearity, accuracy and specificity) at 

the time of method development activity to assure 

that the method is capable of its intended purpose, 

however the complete validation will be conducted 

later on. In case of vonoprazan tablets, pre-

validation activity found satisfactory results. 

Provide justification of specifications in section 

3.2.P.5.6 of module 3 of Form 5-F (CTD). 

Firm has submitted justification of specifications 

Provide scientific rationale for selection of 

dissolution parameters including type of apparatus, 

rpm, dissolution medium, sampling time and the 

analytical method. 

Firm has submitted that we performed dose 

solubility and comparative dissolution profiling to 

establish dissolution parameters for those 

molecules whose dissolution parameters are not 

available in FDA dissolution database or in any 

assessment report. In vonoprazan case the 

following activity was performed to establish 

dissolution  parameters: 

¶ The dissolution profile was found higher than 

85% in 15 minutes at pH 1.2, 4.5 and 6.8 buffer 
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¶ Dose solubility ratio was very high throughout 

the physiological buffer range i.e. 5.2mg/ml in 

pH 6.8 buffers, 18.3mg/ml in pH 1.2 bufers and 

10.4mg/ml in pH 4.5 buffers.  

Therefore, we selected dissolution medium having 

6.8pH as worst-case scenario, 50 rpm, 900ml 

volume and 20 minutes sampling time with 

apparatus-II in guidance of USP chapter <1092> 

Provide certificate of analysis of reference standard / 

working standard used for testing of the product in 

section 3.2.P.6 of Form 5F (CTD). 

Firm has submitted an internal COA of working 

standard of the same commercial batch of drug 

substance (batch No 20190802BD) which was 

standardized on 18-11-2019. The batch was 

standardized against 2019112. 

Justify the standardization of commercial batch of 

drug substance (Batch No. 20190802BD) without 

performing complete qualification / testing as per the 

specifications of drug substance manufacturer. 

Further clarify how the stability testing was 

performed before the standardization of the working 

standard, since the standardization of working 

standard document is signed on August 2020. 

Firm has submitted that they have tested the 

commercial lot of drug substance having Batch No. 

20190802BD against manufacturer given test 

method. Further he standardization qualification of 

a commercial lot of drug substance has been 

qualified as per standardization SOP on 18-11-

2019 not on August 2020. 

Submit valid GMP certificate / Drug manufacturing 

license of the drug substance manufacturer since the 

submitted GMP certificate is not issued by relevant 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 

2017001) issued by Jiangxi CCD and the 

certificate is valid till 23-07-2022.   

The drug manufacturing license of the firm is 

verified from SFDA official website. The SFDA 

official website specifies Jiangxi Tonghe 

Pharmaceutical Co., Ltd. As the name of 

Pharmaceutical manufacturing company (Number 

Gan20160125) having the same address as that of 

Jiangxi Synergy   
 

Decision: Approved with Innovatorôs specifications.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
 

34.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Sami Pharmaceuticals (Pvt) Ltd. F-95, Off Hub River 

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

Name, address of Manufacturing site.  M/s Sami Pharmaceuticals (Pvt) Ltd. F-95, Off Hub River 

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

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has submitted copy of GMP certificate issued on 11-

08-2020 on the basis of inspection dated 28-08-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of regularization of 

existing facility under DML No 000072 of M/s Sami 

Pharmaceuticals Karachi dated 22-06-2018 specifying 

Tablet General section.  

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 
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Dy. No. and date of submission Dy. No. 34702: 29-12-2020 

Details of fee submitted PKR 50,000/-: 09-12-2020 

The proposed proprietary name / brand 

name  

LIGLIP Tablet 5mg 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each film coated tablet contains: 

Linagliptinéé5mg 

Pharmaceutical form of applied drug Pink color, round shaped film coated tablets plain on both 

sides packed in alu-alu blister 

Pharmacotherapeutic Group of (API) Anti-Diabetic 

Reference to Finished product 

specifications   

Innovators specs 

Proposed Pack size  10ôs, 14ôs, 20ôs 

Proposed unit price As per SRO  

Status in reference regulatory authorities Tradjenta tablets (USFDA Approved) 

For generic drugs (me-too status) NA 

Name and address of API manufacturer. Fuxin Long Rui Pharmaceutical Co Ltd. Fluoride Industrial 

Park, Fumeng County, Fuxin City, Liaoning Province 

China.   

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

24 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Tradjenta 

5mg Tablet manufactured by Boehringer Ingelheim. 

Firm has submitted results of CDP for their product against 

Tradjenta 5mg Tablet manufactured by Boehringer 
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Ingelheim. Firm has performed CDP testing at pH 1.2, 4.5 

and 6.8. Both the reference as well as test product show 

more than 85% release within 15 minutes. However the 

firm has still calculated f2 factor which is found within 

limit.  

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Fuxin Long Rui Pharmaceutical Co Ltd. Fluoride Industrial Park, Fumeng 

County, Fuxin City, Liaoning Province China.   

API Lot No. L-20170920-D02-L09-01 

Description of Pack  

(Container closure system) 
Alu-Alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 1, 2, 3, 4, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. Lab-01 Lab-02 Lab-03 

Batch Size  2500 tablet 2500 tablet 2500 tablet 

Manufacturing Date 07-2019 07-2019 07-2019 

Date of Initiation 10-08-2019 10-08-2019 10-08-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to onsite inspection report of their product 

ñTEFOD (Tenofovir Alafenamide) 25mg Tabletsò which 

was presented in 288th meeting of Registration Board 

wherein the Board decided to approve registration of this 

product 

Date of inspection: 28th January, 2019. 

According to inspection report, following points were 

confirmed. 

¶ The firm has 21CFR compliant HPLC software. 

¶ The firm has audit trail reports available. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

The firm has submitted copy of Drug Manufacturing 

License (Liao20150233) of M/s Fuxin Long Rui 

Pharmaceutical Co Ltd. The certificate is valid till 20-12-

2022. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of Form 6 ñLicense to Import 

drugs for clinical trial, examination, test or analysisò 

specifying import of 150g linagliptin from Fuxin Long Rui 

Pharmaceutical Co Ltd China dated 03-10-2018. 

Firm has submitted copy of commercial invoice cleared 

dated 03-10-2018 specifying import of 150g linagliptin. 

The commercial invoice is attested by AD (I&E) DRAP 

field office. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 
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5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for all test intervals. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Drug substance specification was developed and 

signed in June 2020 while the specifications of drug 

product was signed in July 2019. Justify how drug 

product specifications were developed one year 

before the development of drug substance 

specifications. 

Drug substance specification was actually 

developed in Feb 2018 but revised in June 2020 

due to Updating in standard format. Specifications 

of both versions are provided by the firm 

Justify the dissolution acceptance criteria NLT (Q) in 

30 minutes while more than 85% drug release was 

observed in 10minutes for your as well as innovator 

product in 0.1N HCl (pH 1.2) during comparative 

dissolution profile. 

The dissolution specifications is derived from FDA 

Chemistry review which states the dissolution time 

is NLT (Q) in 30 minutes. 

Provide COA of working standard against which the 

commercial lot of drug substance (Batch No. L-

20170920-D02-L09-01) was standardized. 

 

The stability batches were manufactured in July 2019 

and the stability studies were initiated on 10-08-2019 

while the analytical method validation studies were 

carried out 16-08-2019. Justify how the stability 

studies were initiated without having a validated 

method for analysis of drug product. 

After method development, pre-Validation studies 

were performed in which% recovery of analyte at 

100% concentrations was achieved. 

However, complete method validation studies was 

performed on 16-08-2019, before first month 

stability testing and method qualify all parameters 

Submit compliance record of HPLC software 21CFR 

& audit trail reports on product testing for each 

analysis performed during the study. 

Firm has submitted audit trail record of product 

testing of HPLC for all test intervals. 

Submit Batch Manufacturing Record (BMR) of the 3 

stability batches. 

Firm has submitted copy of BMR of three stability 

batches. 
 

Decision: Approved with Innovatorôs specifications.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
 

35.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Sami Pharmaceuticals (Pvt) Ltd. F-95, Off Hub River 

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

Name, address of Manufacturing site.  M/s Sami Pharmaceuticals (Pvt) Ltd. F-95, Off Hub River 

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

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has submitted copy of GMP certificate issued on 11-

08-2020 on the basis of inspection dated 28-08-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of regularization of 

existing facility under DML No 000072 of M/s Sami 

Pharmaceuticals Karachi dated 22-06-2018 specifying 

Tablet General section.  

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 
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Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 34701: 29-12-2020 

Details of fee submitted PKR 50,000/-: 09-12-2020 

The proposed proprietary name / brand 

name  

FACIB Tablet 5mg 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each film coated tablet contains: 

Tofacitinib citrate eq to tofacitinibéé5mg 

Pharmaceutical form of applied drug Lemon yellow color, round shaped film coated tablets 

plain on both sides. 

Pharmacotherapeutic Group of (API) Anti-Rheumatic 

Reference to Finished product 

specifications   

Innovators specs 

Proposed Pack size  10ôs, 20ôs 

Proposed unit price As per SRO  

Status in reference regulatory authorities Xeljanz tablets (USFDA Approved) 

For generic drugs (me-too status) NA 

Name and address of API manufacturer. Nantong Chanyoo Pharmatec Co. Ltd. No. 2 Tonghai Si 

Road, Yangkou Chemical Industrial Park, Rudong 

Coastal Economic Development zone, Nantong Jiangsu 

China.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to 

nomenclature, structure, general properties, solubilities, 

physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of 

drug substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH 

for 12 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  
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Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Xeljanz 

5mg Tablet manufactured by Pfizer. 

Firm has submitted results of CDP for their product 

against Xeljanz 5mg Tablet manufactured by Pfizer. Firm 

has performed CDP testing at pH 1.2, 4.5 and 6.8. Both 

the reference as well as test product show more than 85% 

release within 15 minutes. However the firm has still 

calculated f2 factor which is found within limit.  

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and the drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Nantong Chanyoo Pharmatec Co. Ltd. No. 2 Tonghai Si Road, Yangkou 

Chemical Industrial Park, Rudong Coastal Economic Development zone, 

Nantong Jiangsu China. 

API Lot No. RD-TFB-201904081 

Description of Pack  

(Container closure system) 
Alu-Alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 1, 2, 3, 4, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. Lab-01 Lab-02 Lab-03 

Batch Size  2500 tablet 2500 tablet 2500 tablet 

Manufacturing Date 11-2019 11-2019 11-2019 

Date of Initiation 12-12-2019 12-12-2019 12-12-2019 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to onsite inspection report of their 

product ñTEFOD (Tenofovir Alafenamide) 25mg Tabletsò 

which was presented in 288th meeting of Registration 

Board wherein the Board decided to approve registration 

of this product 

Date of inspection: 28th January, 2019. 

According to inspection report, following points were 

confirmed. 

¶ The firm has 21CFR compliant HPLC software. 

¶ The firm has audit trail reports available. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted that as per Chinese Government 

website no more GMP certificates are being issued after 

December 2019.  

Firm has submitted copy of Jiangsu Food and drug 

administration written confirmation for active substances 

exported to EU. 

However, the Drug manufacturing license of the firm was 

verified online through NMPA china website. The details 

of verified DML are as: 

Number: Su20160512 

Name: Nanchangyou Pharmaceutical Technology Co., 

Ltd. 

Address: No. 2, Tonghai 4th Road, Coastal Economic 

Development Zone, Rudong County, Nantong City 
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Date of issue: 20-05-2021 

Date of expiry: 02-12-2025 

Issuing authority: Jiangsu Provincial Drug Administration 

3. Documents for the procurement of API with 

approval from DRAP (in case of import). 

Firm has submitted copy of Form 6 ñLicense to Import 

drugs for clinical trial, examination, test or analysisò 

specifying import of 550g tofacitinib citrate from 

Changzhou pharmaceutical factory 518 Laodong East 

Road, Changzhou, Jiangsu Province China.  

Firm has submitted copy of commercial invoice cleared 

dated 06-08-2019 specifying import of 550g tofacitinib 

citrate. The commercial invoice is attested by AD (I&E) 

DRAP field office. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, 

COA and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for all test intervals. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response of the firm 

The COA of drug substance (Batch No. RD-TFB-

201904081) manufactured on 8th April 2019 was 

tested on 1st December 2020 by the API 

manufacturer. As per the COA / analytical report of 

the drug product manufacturer the drug substance of 

the same batch, the COA is generated on 28th 

November 2020. Clarification is required how the 

COA is generated in November 2020 for a batch 

which is tested in December 2020 by the drug 

substance manufacturer. 

Firm has submitted that we are attaching updated 

COA while all working has been done as per 

attached COA. The COA was revised due to some 

missing range of specifications i.e. bulk density & 

tapped density.  

 

Firm has submitted COA of Tofacitinib from 

Nantong Chanyoo for Batch No. RD-TFB-

201904081 in which the COA was signed on 23-

07-2019. 

The COA of working standard of the drug substance 

(Batch WTFB01-170501) submitted in section 

3.2.S.5 specifies that it was valid till 4th May 2019. 

Justify how this reference standard can be used for 

analysis performed in December 2020. 

Firm has submitted COA of drug substance having 

same batch number. Firm has submitted that the 

reference standard COA in DMF was to suffice the 

requirement of drug substance manufacturer w.r.t 

to stability.  

The COA of working standard submitted in section 

3.2.P.6 specifies that Batch No. RD-TFB-201904081 

which is the commercial batch used in the 

manufacturing of trial batches of drug product, was 

standardized on August 2019. Justification is 

required how the standardization of the commercial 

batch was performed for use as working standard 

without complete analysis of the drug substance as 

per the COA of drug substance manufacturer. 

Further, the COA of same batch submitted from drug 

substance manufacturer specifies that the testing was 

carried out on 1st December 2020, justify how 

standardization of the same batch was conducted 

before the analysis of actual batch as per the COA. 

Firm has submitted that they have used the COA 

of drug substance in which the analysis was carried 

out on 23-07-2019.  

However firm has not submitted any justification 

of use of commercial batch of API as working 

standard without complete analysis of the drug 

substance as per the COA of drug substance 

manufacturer. 

Submit approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned regulatory 

authority of country of origin since the submitted 

GMP certificate is issued by Nantong Chemical and 

Firm has submitted that as per Chinese 

Government website no more GMP certificates are 

being issued after December 2019.  
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Medical Industry Association which is not the 

concerned regulatory authority. 

Firm has submitted copy of Jiangsu Food and drug 

administration written confirmation for active 

substances exported to EU. 

However, the Drug manufacturing license of the 

firm was verified online through NMPA china 

website . The details of verified DML are as: 

Number: Su20160512 

Name: Nanchangyou Pharmaceutical Technology 

Co., Ltd. 

Address: No. 2, Tonghai 4th Road, Coastal 

Economic Development Zone, Rudong County, 

Nantong City 

Date of issue: 20-05-2021 

Date of expiry: 02-12-2025 

Issuing authority: Jiangsu Provincial Drug 

Administration 

The Form 6 and commercial invoice specify that the 

material is manufactured by Changzhou 

pharmaceutical factory 518 Laodong East Road, 

Changzhou, Jiangsu Province China while as per 

submitted module 3 and GMP certificate, the 

manufacturer is ñNantong Chanyoo Pharmatec Co. 

Ltd. No. 2 Tonghai Si Road, Yangkou Chemical 

Industrial Park, Rudong Coastal Economic 

Development zone, Nantong Jiangsu Chinaò. 

Clarification is required in this regard. 

Firm has submitted a declaration from Nantong 

chanyoo Pharmatech Co Ltd that they are 

Changzhou pharmaceutical factoryôs wholly-

owned subsidiary. The letter contains name of 

legal representatives of Nantong chanyoo and 

Changzhou Pharmaceutical factory. The letter was 

issued on 22-07-2015. 

Submit compliance record of HPLC software 21CFR 

& audit trail reports on product testing for each 

analysis performed during the study. 

Firm has submitted audit trail record of product 

testing of HPLC for all test intervals. 

Submit Batch Manufacturing Record (BMR) of the 3 

stability batches. 

Firm has submitted copy of BMR of three stability 

batches. 
 

Decision: Approved with Innovatorôs specifications.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer w ill perform process validation of first three batches as per the commitment 

submitted in the registration application. 
 

36.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Bio-Labs (Pvt) Ltd. Plot No. 145, Industrial Triangle 

Kahuta Road Islamabad. 

Name, address of Manufacturing site.  M/s Bio-Next Pharmaceuticals Plot No. 50, St No. S-10, 

RCCI Industrial Estate Rawat Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

Contract manufacturing agreement dated 20-11-2020 is 

submitted 

GMP status of the firm Firm has been granted new DML by way of formulation 

dated 06-11-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of Section approval letter dated 06-

11-2019 specifying Dry Vial Injection section 

(Carbapenem).  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  
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 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 33207: 15-12-2020 

Details of fee submitted PKR 50,000/-: 02-11-2020 

The proposed proprietary name / brand 

name  

BIOPORE 500 mg Injection IV 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each vial contains: 

Meropenem (as trihydrate)éé..500mg 

(Blended with sodium carbonate) 

Pharmaceutical form of applied drug Glass vial filled with almost white powder along with 10ml 

ampoule of WFI further packed in unit carton. 

Pharmacotherapeutic Group of (API) Carbapenem 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Merrem Injection (USFDA Approved) 

For generic drugs (me-too status) Meronem Injection by ICI Pakistan Ltd. 

Name and address of API manufacturer. Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO 

Industrial Area Bhiwadi ï District Alwar Rajasthan India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for both drug substance 

data related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40oC ± 2oC / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30oC ± 2oC / 65% ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

comparator i.e. Meronem 500mg injection.  
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Analytical method 

validation/verification of product 

Firm has submitted report of verification of analytical 

method for the drug substance and drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial Area Bhiwadi 

ï District Alwar Rajasthan India. 

API Lot No. UIMRPS19021 

Description of Pack  

(Container closure system) 
Glass vial  

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. MR-001 MR-002 MR-003 

Batch Size  350 vials 350 vials 350 vials 

Manufacturing Date 01-2020 01-2020 01-2020 

Date of Initiation 07-01-2020 07-01-2020 07-01-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Not applicable. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. DC/A-

1/WHO-GMP/2020/1961) issued by Drugs control 

organization, Governmnet of Rajasthan dated 09-12-2020. 

The certificate is valid till 26-02-2022.  

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

¶ Firm has submitted copy of Form 6 ñLicense to import 
drugs for clinical trial, examination, test or analysisò for 

import of meropenem 3Kg from M/s Rajasthan 

Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial 

Area Bhiwadi ï District Alwar Rajasthan India issued by 

AD (I&E) DRAP field office. The license was issued on 

02-01-2020. 

¶ Firm has submitted copy of commercial invoice dated 02-

01-2020 specifying import of 3Kg meropenem. The 

invoice is signed by AD (I&E) DRAP. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for only single day 01-07-2020. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Provide details regarding total number of sections 

and number of products already registered on 

contract manufacturing of M/s Bio-Labs (Pvt) Ltd. 

Firm has submitted that they are not manufacturing 

any product on contract manufacturing. 
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Firm has submitted multiple section approval letters 

which makes up a total of 12 sections for drugs for 

human use. 

Submit the label claim as per the reference product 

along with the sodium carbonate. 

Firm has submitted revised label claim in which 

sodium carbonate is also mentioned. 

Submit valid GMP certificate of the drug substance 

manufacturer since the submitted GMP certificate 

was valid till 07-03-2020. 

Firm has submitted copy of GMP certificate (No. 

DC/A-1/WHO-GMP/2020/1961) issued by Drugs 

control organization Governmnet of Rajasthan dated 

09-12-2020. The certificate is valid till 26-02-2022. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 

37.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Bio-Labs (Pvt) Ltd. Plot No. 145, Industrial Triangle 

Kahuta Road Islamabad. 

Name, address of Manufacturing site.  M/s Bio-Next Pharmaceuticals Plot No. 50, St No. S-10, 

RCCI Industrial Estate Rawat Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

Contract manufacturing agreement dated 20-11-2020 is 

submitted 

GMP status of the firm Firm has been granted new DML by way of formulation 

dated 06-11-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of Section approval letter dated 06-

11-2019 specifying Dry Vial Injection section 

(Carbapenem).  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 33286: 15-12-2020 

Details of fee submitted PKR 50,000/-: 02-11-2020 

The proposed proprietary name / brand 

name  

BIOPORE 1g Injection IV 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each vial contains: 

Meropenem (as trihydrate)éé..1g 

(Blended with sodium carbonate) 

Pharmaceutical form of applied drug Glass vial filled with almost white powder along with 20ml 

ampoule of WFI further packed in unit carton. 

Pharmacotherapeutic Group of (API) Carbapenem 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Merrem Injection (USFDA Approved) 

For generic drugs (me-too status) Meronem Injection by ICI Pakistan Ltd. 
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Name and address of API manufacturer. Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO 

Industrial Area Bhiwadi ï District Alwar Rajasthan India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for both drug substance 

data related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40oC ± 2oC / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30oC ± 2oC / 65% ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

comparator i.e. Meronem 1g injection.  

Analytical method 

validation/verification of product 

Firm has submitted report of verification of analytical 

method for the drug substance and drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial Area Bhiwadi 

ï District Alwar Rajasthan India. 

API Lot No. UIMRPS19021 

Description of Pack  

(Container closure system) 
Glass vial  

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. MR-004 MR-005 MR-006 

Batch Size  350 vials 350 vials 350 vials 

Manufacturing Date 01-2020 01-2020 01-2020 

Date of Initiation 07-01-2020 07-01-2020 07-01-2020 
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No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Not applicable. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. DC/A-

1/WHO-GMP/2020/1961) issued by Drugs control 

organization Governmnet of Rajasthan dated 09-12-2020. 

The certificate is valid till 26-02-2022. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

¶ Firm has submitted copy of Form 6 ñLicense to import 
drugs for clinical trial, examination, test or analysisò for 

import of meropenem 3Kg from M/s Rajasthan 

Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial 

Area Bhiwadi ï District Alwar Rajasthan India issued by 

AD (I&E) DRAP field office. The license was issued on 

02-01-2020. 

¶ Firm has submitted copy of commercial invoice dated 02-

01-2020 specifying import of 3Kg meropenem. The 

invoice is signed by AD (I&E) DRAP. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for only single day 01-07-2020. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Provide details regarding total number of sections 

and number of products already registered on 

contract manufacturing of M/s Bio-Labs (Pvt) Ltd. 

Firm has submitted that they are not manufacturing 

any product on contract manufacturing. 

Firm has submitted multiple section approval 

letters which makes up a total of 12 sections for 

drugs for human use. 

Submit the label claim as per the reference product 

along with the sodium carbonate. 

Firm has submitted revised label claim in which 

sodium carbonate is also mentioned. 

Submit valid GMP certificate of the drug substance 

manufacturer since the submitted GMP certificate 

was valid till 07-03-2020. 

Firm has submitted copy of GMP certificate (No. 

DC/A-1/WHO-GMP/2020/1961) issued by Drugs 

control organization Governmnet of Rajasthan 

dated 09-12-2020. The certificate is valid till 26-

02-2022. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
 

38.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Caraway Pharmaceuticals Plot # 12, Street # N-3, 

National Industrial zone (RCCI), Rawat Islamabad. 

Name, address of Manufacturing site.  M/s Bio-Next Pharmaceuticals Plot No. 50, St No. S-10, 

RCCI Industrial Estate Rawat Islamabad. 

Status of the applicant  δManufacturer  
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 δImporter  

 χIs involved in none of the above (contract giver) 

Contract manufacturing agreement dated 12-12-2020 is 

submitted 

GMP status of the firm Firm has been granted new DML by way of formulation 

dated 06-11-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of Section approval letter dated 06-

11-2019 specifying Dry Vial Injection section 

(Carbapenem).  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 2831: 25-01-2021 

Details of fee submitted PKR 50,000/-: 24-01-2020 

The proposed proprietary name / brand 

name  

MERICURE 500 mg Injection IV 

Strength / concentration of drug of 

Active Pharmaceutical ingredient (API) 

per unit 

Each vial contains: 

Meropenem (as trihydrate)éé..500mg 

(Blended with sodium carbonate) 

Pharmaceutical form of applied drug Glass vial filled with almost white powder along with 10ml 

ampoule of WFI further packed in unit carton. 

Pharmacotherapeutic Group of (API) Carbapenem 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Merrem Injection (USFDA Approved) 

For generic drugs (me-too status) Meronem Injection by ICI Pakistan Ltd. 

Name and address of API manufacturer. Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO 

Industrial Area Bhiwadi ï District Alwar Rajasthan India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for both drug substance 

data related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40oC ± 2oC / 



Minutes of 307th meeting of Registration Board                                                                             | 127  

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30oC ± 2oC / 65% ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

comparator i.e. Meronem 500mg injection.  

Analytical method 

validation/verification of product 

Firm has submitted report of verification of analytical 

method for the drug substance and drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial Area Bhiwadi 

ï District Alwar Rajasthan India. 

API Lot No. UIMRPS19021 

Description of Pack  

(Container closure system) 
Glass vial  

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. MR-001 MR-002 MR-003 

Batch Size  350 vials 350 vials 350 vials 

Manufacturing Date 01-2020 01-2020 01-2020 

Date of Initiation 07-01-2020 07-01-2020 07-01-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Not applicable. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. DC/A-

1/WHO-GMP/2020/1961) issued by Drugs control 

organization, Governmnet of Rajasthan dated 09-12-2020. 

The certificate is valid till 26-02-2022.  

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

¶ Firm has submitted copy of Form 6 ñLicense to import 
drugs for clinical trial, examination, test or analysisò for 

import of meropenem 3Kg from M/s Rajasthan 

Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial 

Area Bhiwadi ï District Alwar Rajasthan India issued by 

AD (I&E) DRAP field office. The license was issued on 

02-01-2020. 

¶ Firm has submitted copy of commercial invoice dated 02-

01-2020 specifying import of 3Kg meropenem. The 

invoice is signed by AD (I&E) DRAP. 

4. Data of stability batches will be supported 

by attested respective documents like 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 
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chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for only single day 01-07-2020. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Provide details regarding total number of sections 

and number of products already registered on 

contract manufacturing of M/s Caraway Pharma. 

Firm has submitted that they are not manufacturing 

any product on contract manufacturing. 

Firm has submitted letter of renewal of DML dated 

15-04-2015 specifying 11 sections 

Submit the label claim as per the reference product 

along with the sodium carbonate. 

Firm has submitted revised label claim in which 

sodium carbonate is also mentioned. 

Submit valid GMP certificate of the drug substance 

manufacturer since the submitted GMP certificate 

was valid till 07-03-2020. 

Firm has submitted copy of GMP certificate (No. 

DC/A-1/WHO-GMP/2020/1961) issued by Drugs 

control organization Governmnet of Rajasthan 

dated 09-12-2020. The certificate is valid till 26-

02-2022. 
 

Decision: Approved.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 

39.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Caraway Pharmaceuticals Plot # 12, Street # N-3, 

National Industrial zone (RCCI), Rawat Islamabad. 

Name, address of Manufacturing site.  M/s Bio-Next Pharmaceuticals Plot No. 50, St No. S-10, 

RCCI Industrial Estate Rawat Islamabad. 

Status of the applicant  δManufacturer  

 δImporter  

 χIs involved in none of the above (contract giver) 

Contract manufacturing agreement dated 12-12-2020 is 

submitted 

GMP status of the firm Firm has been granted new DML by way of formulation 

dated 06-11-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of Section approval letter dated 06-

11-2019 specifying Dry Vial Injection section 

(Carbapenem).  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy. No. 33285: 15-12-2020 

Details of fee submitted PKR 50,000/-: 24-01-2020 

Proposed proprietary name / brand name  MERICURE 1g Injection IV 

Strength/concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each vial contains: 

Meropenem (as trihydrate)éé..1g 

(Blended with sodium carbonate) 
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Pharmaceutical form of applied drug Glass vial filled with almost white powder along with 20ml 

ampoule of WFI further packed in unit carton. 

Pharmacotherapeutic Group of (API) Carbapenem 

Reference to Finished product 

specifications   

USP 

Proposed Pack size  1ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Merrem Injection (USFDA Approved) 

For generic drugs (me-too status) Meronem Injection by ICI Pakistan Ltd. 

Name and address of API manufacturer. Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO 

Industrial Area Bhiwadi ï District Alwar Rajasthan India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for both drug substance 

data related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40oC ± 2oC / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30oC ± 2oC / 65% ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

comparator i.e. Meronem 1g injection.  

Analytical method 

validation/verification of product 

Firm has submitted report of verification of analytical 

method for the drug substance and drug product. 

STABILITY STUDY DATA  

Manufacturer of API  Rajasthan Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial Area Bhiwadi 

ï District Alwar Rajasthan India. 

API Lot No. UIMRPS19021 

Description of Pack  

(Container closure system) 
Glass vial  

Stability Storage Condition  Real time : 30°C ± 2°C / 65% ± 5%RH 
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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. MR-004 MR-005 MR-006 

Batch Size  350 vials 350 vials 350 vials 

Manufacturing Date 01-2020 01-2020 01-2020 

Date of Initiation 07-01-2020 07-01-2020 07-01-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Not applicable. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. DC/A-

1/WHO-GMP/2020/1961) issued by Drugs control 

organization Governmnet of Rajasthan dated 09-12-2020. 

The certificate is valid till 26-02-2022. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

¶ Firm has submitted copy of Form 6 ñLicense to import 
drugs for clinical trial, examination, test or analysisò for 

import of meropenem 3Kg from M/s Rajasthan 

Antibiotics Ltd. Plot No. 619 & 630 RIICO Industrial 

Area Bhiwadi ï District Alwar Rajasthan India issued by 

AD (I&E) DRAP field office. The license was issued on 

02-01-2020. 

¶ Firm has submitted copy of commercial invoice dated 02-

01-2020 specifying import of 3Kg meropenem. The 

invoice is signed by AD (I&E) DRAP. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC for only single day 01-07-2020. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC: 

Shortcomings communicated Response by the firm 

Provide details regarding total number of sections 

and number of products already registered on 

contract manufacturing of M/s Caraway Pharma. 

Firm has submitted that they are not manufacturing 

any product on contract manufacturing. 

Firm has submitted letter of renewal of DML dated 

15-04-2015 specifying 11 sections 

Submit the label claim as per the reference product 

along with the sodium carbonate. 

Firm has submitted revised label claim in which 

sodium carbonate is also mentioned. 

Submit valid GMP certificate of the drug substance 

manufacturer since the submitted GMP certificate 

was valid till 07-03-2020. 

Firm has submitted copy of GMP certificate (No. 

DC/A-1/WHO-GMP/2020/1961) issued by Drugs 

control organization Governmnet of Rajasthan 

dated 09-12-2020. The certificate is valid till 26-

02-2022. 
 

Decision: Approved.  
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¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the commitment 

submitted in the registration application.  

¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
 

40.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle 

Kahuta Road Islamabad. 

Name, address of Manufacturing site.  M/s Seraph Pharmaceuticals Plot # 210, Industrial Triangle 

Kahuta Road Islamabad. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm GMP certificate issued on the basis of inspection conducted 

on 11/07/2019.  

Evidence of approval of manufacturing 

facility 

Firm (M/s Seraph Pharmaceuticals) has submitted copy of 

Issuance of DML letter dated 12-06-2017 specifying 

Capsule Cephalosporin section.  

Status of application  δNew Drug Product (NDP) 

 χGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  δDomestic sale 

 δExport sale  

 χDomestic and Export sales 

Dy. No. and date of submission Dy No. 2832 dated 25-01-2021  

Details of fee submitted Rs.20,000/- Dated 30-12-2020 

Proposed proprietary name / brand name  TRISPAN 200mg Capsule 

Strength/ concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each capsule contains: 

Cefixime (as trihydrate)éé200mg 

Pharmaceutical form of applied drug White to off-white powder filled in red/red hard gelatin 

capsule shells. 

Pharmacotherapeutic Group of (API) Cephalosporin antibiotic  

Reference to Finished product 

specifications   

JP specs 

Proposed Pack size  As per SRO 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

Cefixima Normon 200 Mg Hard Capsules EFG (Spain 

Approved) 

For generic drugs (me-too status) Secure 200mg capsule of Wilshire 

Name and address of API manufacturer. Pharmagen Limited. Kot Nabi Bukshwala, 34 Km, 

Ferozepur Road, Lahore.  

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 
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specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time conditions. 

The accelerated stability data is conducted at 40°C ± 2°C / 

75% ± 5% RH for 6 months. The real time stability data is 

conducted at 30°C ± 2°C / 65 ± 5% RH for 36 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against Cefim 

200mg Capsule (Batch No. 135788, Mfg date 07-2019). 

Firm has submitted results of CDP for their product against 

Cefim 200mg Capsule (Batch No. 135788, Mfg date 07-

2019). Firm has tested CDP in three dissolution medium and 

the results of f2 factor are within the acceptable limit. 

Analytical method 

validation/verification of product 

Firm has submitted report of validation of analytical method 

for the drug product. 

Firm has submitted report of verification studies of 

analytical method for the drug substance.   

STABILITY STUDY DATA  

Manufacturer of API  Pharmagen Limited. Kot Nabi Bukshwala, 34 Km, Ferozepur Road, Lahore. 

API Lot No. 00244/015/2020 

Description of Pack  

(Container closure system) 
Alu-alu 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: 6 months            

Accelerated: 6 months 

Frequency  Accelerated: 0, 3, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. T001 T002 T003 

Batch Size  1500 capsule 1500 capsule 1500 capsule 

Manufacturing Date 02-2020 02-2020 02-2020 

Date of Initiation 20-02-2020 20-02-2020 20-02-2020 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of 

the firm (if any) 

Firm has referred to following product specific inspection 

reports 

¶ Dexpro (Dexlansoprazole) 30 and 60mg Capsule. PSI was 

conducted on 11-09-2018 and the product was approved 

in 285th meeting of Registration Board. 

¶ Neovel 800mg Tablet. Its PSI was conducted on 14-12-

2018 and the product was approved in 288th meeting of 

Registration Board. 
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¶ Serbica 20mg Capsule. Its PSI was conducted on 29-10-

2018 and the product was approved in 290th meeting of 

Registration Board. 

Firm has further submitted that their product Neogene 2g 

Injection was approved in 293rd meeting of Registration 

Board. That product was applied by AGP and contract 

manufactured by Seraph and was submitted on Form 5F 

(CTD) along with complete data. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate issued by 

Additional Director DRAP, Lahore dated 11-01-2019. The 

GMP certificate was granted based on inspection dated 08-

01-2019. 

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of proforma invoice dated 07-01-

2020 specifying purchase of 25Kg Cefixime (compacted).  

4. Data of stability batches will be 

supported by attested respective 

documents like chromatograms, Raw 

data sheets, COA, summary data sheets 

etc. 

Firm has submitted complete record of testing of all batches 

along with chromatograms, raw data sheets, COA and 

summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted that since the stability study of this 

product was initiated in January / Feb 2020, at that time our 

HPLC (Schimadzu) was not 21 CFR compliant. However 

now we have 21 CFR compliant (Perkin Elmer) HPLC 

system. We undertake that in future we will use 21 CFR 

compliant HPLC system for stability testing. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

As per the drug substance specifications of the drug 

substance manufacturer i.e. Pharmagen Limited, 

the material complies BP specification and the 

analytical method also involves testing as per BP 

monograph. The drug product manufacturer i.e. 

Seraph Pharmaceutical has submitted drug 

substance specification as per USP and its 

analytical method is also as per USP monograph. 

Clarification is required in this regard how drug 

product manufacturer can use USP specifications 

including testing method while the drug substance 

complies BP monograph. 

Firm has submitted revised specifications and 

analytical procedures of the drug substance as per BP 

monograph. 

The verification studies of the analytical method of 

drug substance specifies a different column 

specifications as well as mobile phase. Further the 

procedure for assay specifies cefixime dry 

suspension and contains a different method for 

assay. Clarification is required in this regard. 

Firm has submitted that verification studies have 

been performed according to BP specs and the report 

is attached which does not contains any date. 

As per the analytical method submitted by the firm 

i.e. Seraph Pharmaceuticals, the flow rate is 

adjusted so that the retention time of cefixime is 

about 10 minutes, but as per the verification study 

report and system suitability testing, the retention 

time of 6 samples was not more than 3.5 minutes. 

Justify how the verification studies were concluded 

to be acceptable since the retention time is different 

Firm has submitted that cefixime raw material was 

analysed as per BP monograph and BP defined 

method was also verified. In BP retention time is not 

specified for cefixime. However in product analysis 

JP method was followed with little deviation in flow 

rate so as to manage the samples. 
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from that specified in the method as well as USP 

monograph. 

The accuracy and recovery study in verification 

studies of the drug substance is performed by 

analysing samples having 80%, 100% and 120% of 

ñAò or reference solution preparation. As per the 

method, the standard solution has a concentration 

of 0.2mg/ml while as per the accuracy and recovery 

table the amount of drug added is 20mg, 25mg and 

30mg. Justification / clarification is required how 

20, 25 and 30mg is equivalent to 80%, 100% and 

120% of ñAò 

Firm has submitted that verification studies have 

been performed according to BP specs and the report 

is attached which does not contains any date. 

The repeatability studies have been performed 

using sample concentration 0.012mg/ml, while 

neither standard solution or the sample solution has 

this concentration. Justification is required 

regarding this concentration to perform 

repeatability and intermediate precision in 

verification studies 

Firm has submitted that verification studies have 

been performed according to BP specs and the report 

is attached which does not contains any date. 

The COA of drug substance (Batch No. 

00244/051/2020) from Pharmagen Limited 

specifies that the manufacturing date is February 

2020 and the COA has been signed on 19-02-2020, 

while as per the analytical report of the same batch 

from Seraph Pharmaceutical, the analysis is 

performed on 28-01-2020. Justification is required 

is this regard. 

Firm has submitted that COA from Pharmagen 

specifying the manufacturing date to be Feb 2020 

and sign date 19-02-2020 is that of Batch number 

00244/051/2020 while the report from Seraph 

pharma is not of the same batch instead is of Batch 

No 00244/015/2020. The same batch is also used for 

the formulation development and stability studies. 

The COA of drug substance issued from the drug 

substance manufacturer specifies that the material 

complies BP specs while the drug product 

manufacturer concludes that the material complies 

USP specs. Clarification is required in this regard. 

Firm has submitted that the material was tested as 

per BP specs and complied the specification s as 

defined in BP. Mistakenly the report was 

misinterpreted. 

Provide justification of the selection of excipients, 

since the excipients used in the formulation are 

different from that of the FDA approved innovator 

product. 

Firm has submitted that we have followed the 

innovator product approved by EMA named 

Cefixima 200mg Capsules by M/s Laboratories 

Normon. The excipient we selected are 

approximately same as that of the innovator product.  

The average weight of the product mentioned in 

pharmaceutical equivalence studies is 335mg while 

the total weight of master formulation available in 

section 3.2.P.1 is 260mg. Justification is required 

in this regard. 

In master formulation the weight of shell is not 

included. Without shell the weight is 260mg and if 

shell weight ñ75mgò is added, it makes 335mg 

weight per capsule.  

Justify why the pharmaceutical equivalence as well 

as comparative dissolution profile was studied 

against comparator product instead of using 

innovator / reference product. 

Due to unavailability of cefixime 200mg capsule by 

M/s Laboratoies Normon we have performed 

equivalence and CDP with comparator product. 

Moreover the comparator product is approved by 

DRAP, so we used that for comparative studies. 

Provide details including batch number, 

manufacturing and expiry date of the comparator 

product used in product development studies. 

Product name: Cefim 200mg capsule 

Batch No 135788 

Mfg date: 07/2019 

Exp date: 07/2021 

Justify the dissolution specifications of NLT 80% 

in 90 minutes, since the JP monograph specifies 

this limit only for 100mg potency capsule. 

Previously we applied for the registration of 

cefixime 400mg Capsule with innovatorôs specs as 

cefixime 400mg capsule is not defined by JP, USP 

or BP etc. The DRAP granted the registration with 

JP specs, in case of cefixime 200mg capsule 

although not defined by JP, we followed JP specs 

NLT 80%(Q) in 90 minutes keeping in view the case 

of cefixime 400mg capsule. 



Minutes of 307th meeting of Registration Board                                                                             | 135  

The USFDA review of innovator product of 

cefixime 400mg capsule reveals that the 

acceptance criteria for dissolution test should be 

NLT (Q) in 45 minutes using 7.2pH phosphate 

buffer. Justify the results of comparative 

dissolution profile at 6.8 pH phosphate buffer in 

which the drug release of both test as well as 

comparator product was less than 70% in 45 

minutes. 

The USFDA specification defined are that of 

cefixime 400mg capsule while for cefixime 200mg, 

the USFDA recommends tablet dosage form not the 

capsule, so USFDA 400mg limits can only be used 

as reference but not mandatory for 200mg capsule. 

While JP limits are applied because of the point 

explained in aforementioned query justification. 

Justify how exactly same results are obtained in 

verification studies of drug substance and the drug 

product. 

The results of verification studies of druh product are 

different from drug substance while compiling 

dossier we mistakenly misplaced drug substance 

verification with drug product. Drug product 

verification studies are now attached. 

The formulation development section specifies that 

the cefixime capsule uses red/red hard gelatin 

capsule shells, while the batch analysis in section 

3.2.P.5.4 specifies that blue/blue hard gelatin 

capsule shells are used in the product. Clarification 

is required in this regard. 

There was a typo mistake in the batch analysis 

section 3.2.P.5.4, where capsule color blue/blue is 

mentioned while we use capsule shel with red/red 

color. 

As per the analytical report of finished product 

submitted in batch analysis in section 3.2.P.5.4 the 

results of water, dissolution and assay of Batch 

T001 are 4.12%, 96.23% and 101.12%, while the 

results of the same batch mentioned in initial time 

point of stability studies is 9.06%, 96.69% and 

101.06% respectively for the above-mentioned 

tests. Clarification is required in this regard. 

There was a typo mistake in the batch analysis report 

of T001. Correct report is attached. 

Justify how the HPLC analysis was conducted for 

cefixime capsule in which retention time is around 

3.3 minutes, while the JP monograph specifies that 

the retention time should be around 10 minutes. 

JP method was followed for the analysis of cefixime 

capsule, however, to manage the samples a little 

deviation in the flow rate was commenced. But in 

routine analysis JP method was followed without 

any deviation. 

Justify the HPLC analysis using ambient column 

temperature as mentioned on each chromatogram, 

since the JP monograph specifies that the column 

should be maintained at a constant temperature of 

40°C. 

Column temperature was maintained at 40°C but the 

column oven is operated manually independent of 

software so the software does not show the 

temperature. Now the column oven is replaced with 

a new oven which is operated with software, so new 

chromatograms will display the set temperature.  

Justify the calculation of results of assay as well 

dissolution using a different formula as specified in 

JP monograph. 

Firm has submitted new formula for calculation of 

assay and dissolution results along with revised 

method and raw data sheets.  

Submit copy of commercial invoice as evidence of 

purchase of drug substance, since proforma invoice 

dated 07-01-2020 is submitted which does not 

confirm that the drug substance has been procured. 

Firm has submitted copy of invoice (No. 1712), 

dated 24-01-2021 specifying cefixime compacted 25 

Kg Batch number 00244-01/015/2020. 

The stability studies specifies that cefixime 

(compacted) having batch number 00244/015/2020 

was used for product development and stability 

studies. As per the COA of that particular batch, the 

batch was manufactured in January 2020 and the 

batch was released after testing on 23-01-2020. 

Justify how the proforma could be generated on 07-

01-2020 even before the analysis and release of the 

batch. 

Proforma invoice is a general agreement (quotation) 

invoice that is signed between two parties (seller and 

buyer). It is not for a particular batch. For a particular 

batch commercial invoice is authentic evidence of 

purchase. 

As per the COA provided in section 3.2.S.4.4. the 

batch number of drug substance used is 

00244/051/2020, while as per stability data the 

batch number of drug substance used in stability 

The batch 00244/015/2020 was used for stability 

studies. A typographic mistake occurred. The COA 

of the particular batch is also provided. 
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studies is 00244/051/2020. Clarification is required 

in this regard. 

Provide batch manufacturing record (BMR) of 

three stability batches. 

Firm has submitted copy of BMR of the three 

stability batches 

Provide record of data logger for temperature and 

humidity monitoring of stability chambers (real 

time and accelerated). 

Firm has submitted record of data logger of 

temperature and humidity monitoring. 

 

Decision: Deferred for following: 

¶ Scientific justification for having retention time around 3.3 minutes in assay testing while JP 

monograph specifies that retention time should be 10 minutes. 

¶ Scientific justification for adaptation of dissolution acceptance criteria NLT 80% in 90 

minutes, since JP monograph specifies this limit only for 100mg potency capsule while USFDA 

review of innovator product of cefixime 400mg capsule reveals that the acceptance criteria for 

dissolution test should be NLT (Q) in 45 minutes using 7.2 pH phosphate buffer. 
  

41.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Genome Pharmaceuticals Pvt Ltd., 16/I, Phase IV, 

Industrial Estate Hattar. 

Name, address of Manufacturing site.  M/s Genome Pharmaceuticals Pvt Ltd., 16/I, Phase IV, 

Industrial Estate Hattar. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm Firm has submitted GMP certificate based on the 

inspection conducted dated 12-05-2018. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of Section approval letter dated 

19-02-2016 specifying Tablet General section.  

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 25109: 26-11-2019 

Details of fee submitted PKR 50,000/-: 26-11-2019 

Proposed proprietary name / brand name  IPF 801mg Tablet 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each Film Coated Tablet Contains; 

Pirfenidone............801mg 

Pharmaceutical form of applied drug White to off white oblong unscored biconvex film coated 

tablet packed in Alu-Alu blister 

Pharmacotherapeutic Group of (API) Antifibrotic agent (L04AX05) 

Reference to Finished product 

specifications   

Innovators specs 

Proposed Pack size  3 x 10ôs 

Proposed unit price As per SRO  

Status in reference regulatory authorities ESBRIET 801mg tablets (USFDA Approved) 

For generic drugs (me-too status) Not applicable 

Name and address of API manufacturer. ZCL chemicals limited 3102/b, GIDC, Industrial Estate, 

Ankleshwar Ankleswar-393 002, 

Dist-bharuch,Gujarat State, India. 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 
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manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed drug substance data related to 

nomenclature, structure, general properties, solubilities, 

physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

24 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation pf analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability. 

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

of their Batch No. IPF 801-T001 with the innovator product 

i.e. Esbriet 801mg Tablet.  

Firm has submitted results of comparative dissolution 

profile of their Batch No. IPF 801-T001 with the innovator 

product i.e. Esbriet 801mg Tablet. Firm has performed 

CDP in 0.1 N HCl, acetate buffer and phosphate buffer.  

Analytical method validation/verification 

of product 

Firm has submitted protocols and reports of validation 

studies of analytical method of drug substance as well as 

drug product. 

STABILITY STUDY DATA  

Manufacturer of API  ZCL chemicals limited 3102/b, GIDC, Industrial Estate, Ankleshwar 

Ankleswar-393 002, Dist-bharuch,Gujarat State, India. 

API Lot No. FEN3300118  

Description of Pack  

(Container closure system) 
Alu-Alu 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: 6 months           Accelerated: 6 months 

Frequency  Accelerated: 0, 1, 2, 3, 4, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. IPF-T001 IPF-T002 IPF-T003 

Batch Size  1152 Tablets 1152 Tablets 1152 Tablets 

Manufacturing Date 07-03-2019 08-03-2019 09-03-2019 

Date of Initiation 09-03-2019 11-03-2019 12-03-2019 

No. of Batches  03 
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DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to product specific inspection report for 

the product Valsac Tablet which were approved by 

Registration Board in its 295th meeting. The PSI report 

confirms that the firm has 21 CFR compliant HPLC 

system(KNAUER Azura UVD2.1L Germany software 

ClarityChrome V 2.1. 

2. Approval of API/ DML/GMP certificate of 

API manufacturer issued by concerned 

regulatory authority of country of origin. 

Firm has submitted copy of GMP certificate (No. 1808977) 

of M/s ZCL Chemicals Limited, issued by Food and Drugs 

Control Administration Gujrat State India. The certificate is 

valid till 12-08-2021.  

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of commercial invoice specifying 

import of 4Kg Pirfenidone. The invoice is attested by AD 

(I&E) DRAP Peshawar office dated 31-12-2018. 

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with chromatograms, raw data sheets, COA 

and summary data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted audit trail record of product testing of 

HPLC. 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

REMARKS OF EVALUATOR3 

Shortcomings communicated Response by the firm 

Submit data of verification of analytical procedure of 

drug substance in section 3.2.S.4.3 of module 3. 

Firm has submitted report of verification of 

analytical procedures of the drug substance.  

Submit certificate of analysis of relevant batch of 

drug substance from both drug substance 

manufacturer as well as drug product manufacturer. 

Firm has submitted certificate of analysis of batch 

FEN3300118 of drug substance from both drug 

substance manufacturer as well as drug product 

manufacturer. 

Stability study data of 3 batches of drug substance as 

per zone IV-A conditions 

Firm has submitted stability study data of 3 batches 

of drug substance at both accelerated as well as real 

time conditions. The accelerated stability data is 

conducted at 40°C ± 2°C / 75% ± 5% RH for 6 

months. The real time stability data is conducted at 

30°C ± 2°C / 65 ± 5% RH for 24 months. 

Submit results of pharmaceutical equivalence 

against the innovator product. 

Firm has submitted results of pharmaceutical 

equivalence of their Batch No. IPF 801-T001 with 

the innovator product i.e. Esbriet 801mg Tablet. 

Submit results of comparative dissolution profile 

against the innovator product. 

Firm has submitted results of comparative 

dissolution profile of their Batch No. IPF 801-

T001 with the innovator product i.e. Esbriet 801mg 

Tablet. Firm has performed CDP in 0.1 N HCl, 

acetate buffer and phosphate buffer. 

Submit process validation protocols for the drug 

product 

Firm has submitted process validation protocols 

for the drug product. 

Submit validation report of analytical method of the 

drug product. 

Firm has submitted validation report of analytical 

method of the drug product. 

Submit Batch Manufacturing Record of the three 

stability batches. 

Firm has submitted copy of BMR of stability 

batches. 
 

Decision: Approved with innovatorôs specification.  

¶ Manufacturer will place first three production batches on long term stability studies 

throughout proposed shelf life and on accelerated studies for six months as per the 

commitment submitted in the registration application.  
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¶ Manufacturer will perform proce ss validation of first three batches as per the commitment 

submitted in the registration application. 
 

42.  Name, address of Applicant / Marketing 

Authorization Holder 

M/s Kaizen Pharmaceuticals (Pvt) Ltd., E-127-129, North 

Western Industrial Zone, Bin Qasim Karachi. 

Name, address of Manufacturing site.  M/s Kaizen Pharmaceuticals (Pvt) Ltd., E-127-129, North 

Western Industrial Zone, Bin Qasim Karachi. 

Status of the applicant  χManufacturer  

 δImporter  

 δIs involved in none of the above (contract giver) 

GMP status of the firm The firm has submitted copy of GMP certificate issued on 

the basis of inspection dated 28-08-2019. 

Evidence of approval of manufacturing 

facility 

Firm has submitted copy of letter of issuance of Drug 

Manufacturing License (DML) dated 24-09-2012 

specifying Tablet section. The GMP certificate dated 30-

08-2019 also specify tablet (general) section.  

Status of application  χNew Drug Product (NDP) 

 δGeneric Drug Product (GDP) 

Intended use of pharmaceutical product  χDomestic sale 

 δExport sale  

 δDomestic and Export sales 

Dy. No. and date of submission Dy. No. 24332: 19-11-2019  

Details of fee submitted PKR 50,000/-: 18-11-2019 

The proposed proprietary name / brand 

name  

SAFIMIDE 50mg Tablet 

Strength / concentration of drug of Active 

Pharmaceutical ingredient (API) per unit 

Each film coated tablet Contains: 

Safinamide (as mesylate)ééé50mg 

Pharmaceutical form of applied drug orange round biconcave film coated tablet  

Pharmacotherapeutic Group of (API) Monoamine oxidase inhibitor 

Reference to Finished product 

specifications   

In house specs 

Proposed Pack size  3 x 10ôs 

Proposed unit price As per SRO  

The status in reference regulatory 

authorities 

(USFDA Approved) 

For generic drugs (me-too status) Not Applicable  

Name and address of API manufacturer. Zhejiang Menovo Pharmaceutical Co Ltd. No. 8, Jing 13 

Road, Hangzhou gulf Shangyu economic and technological 

development zone, Shangyu city Zhejiang Province China 

Module-II (Quality Overall Summary) Firm has submitted QOS as per WHO QOS-PD template.  

Firm has summarized information related to nomenclature, 

structure, general properties, solubilities, physical form, 

manufacturers, description of manufacturing process and 

controls, impurities, specifications, analytical procedures 

and its validation, batch analysis and justification of 

specification, reference standard, container closure system 

and stability studies of drug substance and drug product. 

Module-III Drug Substance: Firm has submitted detailed data for drug substance data 

related to nomenclature, structure, general properties, 

solubilities, physical form, manufacturers, description of 

manufacturing process and controls, impurities, 

specifications, analytical procedures and its validation, 



Minutes of 307th meeting of Registration Board                                                                             | 140  

batch analysis and justification of specification, reference 

standard, container closure system and stability studies of 

drug substance. 

Stability Studies of Drug Substance 

(Conditions & duration of Stability 

studies) 

Firm has submitted stability study data of 3 batches of drug 

substance at both accelerated as well as real time 

conditions. The accelerated stability data is conducted at 

40°C ± 2°C / 75% ± 5% RH for 6 months. The real time 

stability data is conducted at 30°C ± 2°C / 65 ± 5% RH for 

12 months. 

Module-III Drug Product: Firm has submitted data of drug product including its 

description, composition, pharmaceutical development, 

manufacture, manufacturing process and process control, 

process validation protocols, control of excipients, control 

of drug product, specifications, analytical procedures, 

validation of analytical procedures, batch analysis, 

justification of specifications, reference standard or 

materials, container closure system and stability.  

Pharmaceutical Equivalence and 

Comparative Dissolution Profile 

Firm has submitted results of pharmaceutical equivalence 

for all the quality tests for their product against the 

innovator i.e. Xadago 50mg Tablet of Newron 

Pharmaceuticals 

Firm has submitted results of CDP in three dissolution 

media i.e. 0.1 N HCl (pH 1.2), acetate buffer pH 4.5 and 

phosphate buffer pH 6.8 for their product against Xadago 

50mg Tablet of Newron Pharmaceuticals 

Analytical method validation/verification 

of product 

Firm has submitted verification studies of the drug 

substance and analytical method validation of the drug 

product. 

STABILITY STUDY DATA  

Manufacturer of API  Zhejiang Menovo Pharmaceutical Co Ltd. No. 8, Jing 13 Road, Hangzhou 

gulf Shangyu economic and technological development zone, Shangyu city 

Zhejiang Province China 

API Lot No. PD/SAF/05/1511/02R 

Description of Pack  

(Container closure system) 
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, 3, 4, 6 (Months) 

Real Time: 0, 3, 6 (Months) 

Batch No. TF-02 TF-03 TF-04 

Batch Size  1200 Tablet 1200 Tablet 1200 Tablet 

Manufacturing Date 09-2018 11-2018 11-2018 

Date of Initiation 20-10-2018 10-12-2018 10-12-2018 

No. of Batches  03 

DOCUMENTS / DATA TO BE PROVIDED ALONG WITH STABILITY STUDY DATA 

1. Reference of previous approval of 

applications with stability study data of the 

firm (if any) 

Firm has referred to their last onsite inspection conducted 

for product Rofair (Roflumilast) 500mcg Tablets on 25th 

June, 2019. The said inspection report was discussed in 

290th meeting of Registration Board held on 3rd ï 4th July, 

2019 and the case was approved. The inspection report 

confirms following points: 
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¶ The firm has Shimadzuós LC 20A, with software ˈLab 
solution DBớ which is 21 CFR part 11 compliant with 

audit trail and date time stamped and with complete multi-

level user authorization 

¶ Audit trail on the testing reports is available. 

¶ Adequate monitoring and control are available for 

stability chamber. Chambers are controlled and 

monitored through software having alarm system for 

alerts as well. 

¶ Related manufacturing area, equipment, personnel and 

utilities are GMP compliant. 

2. Approval of API/ DML/GMP certificate 

of API manufacturer issued by concerned 

regulatory authority of country of origin. 

¶ Firm has submitted copy of GMP certificate (No. 409-

2/2017-5) issued on the basis of inspection dated 13-03-

2017 by Agency for medicinal products and medical 

devices of the Republic of Slovenia and available on 

Eudra GMP database. 

¶ While reviewing the EudraGMP database another GMP 

certificate of the manufacturing site (certificate No. 409-

9/2019-7) issued by Agency for medicinal products and 

medical devices of the Republic of Slovenia on the basis 

of inspection dated 17-11-2019 was also verified.  

3. Documents for the procurement of API 

with approval from DRAP (in case of 

import). 

Firm has submitted copy of license to import drugs for 

clinical trials, examination, test or analysis dated 13-04-

2018 for import of 752 gm Safinamide mesylate The license 

was issued by AD (I&E) DRAP Karachi.   

4. Data of stability batches will be supported 

by attested respective documents like 

chromatograms, Raw data sheets, COA, 

summary data sheets etc. 

Firm has submitted complete record of testing of all 

batches along with raw data sheets, COA and summary 

data sheets. 

5. Compliance Record of HPLC software 

21CFR & audit trail reports on product 

testing 

Firm has submitted compliance certificate and HPLC audit 

trail reports 

6. Record of Digital data logger for 

temperature and humidity monitoring of 

stability chambers (real time and 

accelerated) 

Firm has submitted record of digital data logger for 

temperature and humidity monitoring of real time and 

accelerated stability chambers. 

Evaluation by PEC3: 

Shortcomings communicated Response by the firm 

The address of API manufacturer mentioned on 

Form 3 and Form 7 is Menovo Pharmaceutical Co 

Ltd. (R&D Centre) 7 Wei 11 Road, Hangzhou Gulf 

Industrial Area, Shangyu Zhejiang China while the 

address of API manufacturer mentioned on GMP 

certificate is Zhejiang Menovo Pharmaceutical Co. 

Ltd. No. 8 Jing 13 Road, Hangzhou Gulf Shangyu 

Economic and technological development zone, 

Shangyu City, Zhejiang Province China. 

Clarification is required in this regard.  

Firm has submitted that Ningbo Menovo is the group 

company with its head office as Ningbo Menovo 

while the manufacturing site is Zhejiang Menovo 

Pharmaceutical Co Ltd.  

The DMF holder is Ningbo Menovo being the group 

company but the actual manufacturing site is 

Zhejiang Menovo Pharmaceutical Co Ltd. 

Firm has also submitted copy of EudraGMP 

certificate of the manufacturing site. 

Submit data of verification of analytical procedure 

of drug substance in section 3.2.S.4.3 as per the 

guidance document approved by Registration 

Board which specifies that ñAnalytical Method 

Verification studies including specificity, accuracy 

and repeatability (method precision) performed by 

the Drug Product manufacturer for both 

compendial as well as non-compendial drug 

substance(s) shall be submittedò. 

Firm has submitted report of verification studies of 

the analytical method of drug substance including 

the tests of accuracy, specificity and repeatability. 

Firm has also submitted supporting data including 

chromatograms and raw data sheets to support the 

calculations. As per the chromatograms, the 

verification studies were conducted in June 2018 

which the before the manufacturing of stability 

batches. 




