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Minutes of 245th meeting of Registration Board held on  

29-30th September, 2014. 
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Item No.VI Registration of drugs 25-136 
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Item No.IX Medical Devices 315-321 

Item No.X Cases referred by Central Licensing Board 322-326 
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blind placebo controlled trail 

327-328 

Item No.XII Supplementary Agenda 329-356 
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245
th

 meeting of Registration Board was held on 29-30
th

 September, 2014 in the 

Committee Room, M/o National Health Regulation Services and Coordination, Islamabad. The 

meeting was chaired by Mr. Ghulam Rasool Dutani, Director, Pharmaceutical Evaluation & 

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

attended by the following:-   

1.  Lt General (R) Karamat Ahmed Karamat. 

 

Member 

2.  Brig (R). Dr. Muzammil Hasan Najmi,          

Associate Dean, Basic Sciences Division,   

Foundation Medical University, Rawalpindi. 

 

awalpindi. 

 

 

 

 

 

 

Member 

 
 

3.  Brig.Dr. Aslam Khan, Professor of Medicine,  

Military Hospital Rawalpindi. 

Member 

 

 

 

4.  Dr. Muhammad Arshad,  

President, Pakistan Veterinary Medical Council 

 

Member 

5.  Abdul Razak 

Director Drugs Testing Laboratory             

Government of Sind, Karachi. 

Member 

6.  Muhammad Jamil Anwar 

Director Drugs Testing Laboratory 

Government of Punjab, Lahore.   

Member 

7.  Dr.Amanullah Khan 

Director Drugs Testing Laboratory  

Government of Baluchistan, Quetta. 

Member 

8.  Shakira Khurshid 

Representative of IPO, Islamabad. 

Member 

9.  A.Q.Javed Iqbal 

Director QA &LT, DRAP  

Member 

10.  Abdul Samad Khan 

Director Biological, DRAP 

Member 

11.  Saleem Khan  

Director MD&MC, DRAP 

Member 

12.  Dr. Obaidullah, Deputy Director General (Reg.I).  Secretary/Member 

  

Brig. Dr. Aslam Khan and Mr.Saleem Khan, Director MD&MC did not attend the 

meeting on 29.07.2014 and Dr. Muhammad Arshad did not attend the meeting on 30.07.2014.  
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Dr. Tariq Siddique (DDG), Muhammad Arif (DDC(R.I), Babar Khan (Incharge, PEC), 

Muneeb Ahmad Cheema, Ammad Zaka, Atiq ul Bari, Sara Mehreen, Tehreem Sara (DDC 

MD&MC), Asif Jalil (ADC MD&MC), Ahmad Din Ansari (DDC QC)  and Khalid Mehmood 

(DDC QC) assisted relevant Directors and Secretary of the Board with agenda.  

Mr.Abuzar Faizy and Dr.Munir Anwar, Mr.Nadeem Alamgeer and Muhammad Farooq 

Memon attended the meeting as observer on behalf of PPMA, Pharma Beauru and PCDA 

respectively. 

In addition to routine agenda, the Board discussed various other matters, as follows: 

a. Guidelines on stability studies 

Registration Board took notice of the concerns and queries raised by pharmaceutical 

industry regarding performance of stability studies. To address the worries of manufacturers, the 

Board constituted a committee comprising Dr. Obaidullah, Secretary Registration Board and Mr. 

Babar Khan, Incharge Evaluation Cell for drafting guidelines on stability studies. The Board 

further directed that PPMA and Pharma Bureau shall also be taken on board while drafting these 

guidelines and recommendations shall be presented in forthcoming meeting of Registration 

Board. 

b. Requirement of TOC analyzer and particle counter for liquid injectable: 

Registration Board in 243
rd

 meeting discussed manufacturing requirements for liquid 

injectable preparations and deliberated requirement of TOC and particle counter in analysis of 

sterile injectable preparations. However, keeping in view observations of PPMA, the Board 

constituted a committee comprising of Dr. Ikram ul Haq, Member CLB, Director DTL, Lahore 

and Dr. Tariq Siddique, DDG (Reg-II) for deliberation on scientific grounds and to present 

recommendations before Registration Board in forthcoming meeting. 

c. Non- Availability of finished drugs in country of origin/ manufacture:  

Registration Board discussed that in some cases, finished drug of a manufacturing site is 

neither available / authorized for sale in country of origin / manufacture nor approved by any of 

regulatory authority of USFDA, Australian TGA, Japan or EMA, but applicant intend to import 

finished product from that site. The Board deliberated the matter and constituted a committee 

comprising Prof. Muzamil Hassan Najmi, Member Registration Board, Mr. A Q Javed, Director 

QA & LT and Mrs. Sara Mahreen ADC, PEC to look into the matter keeping in view 

international practices in such cases and frame its recommendations. 
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d. Recommendations of Review Committee on various formulations: 

Registration Board in its various meetings deferred various formulations for scientific 

review by its committee. These recommendations were presented before Registration Board. The 

Board appreciated the efforts of Review committee for their strenuous work. However, PPMA 

and Pharma Bureau requested that the Board may also consider their views on these 

formulations. The Board acceded to the request and advised both to forward their comments by 

15.11.2014 for consideration of Registration Board. 

e. Evaluation of Registration Dossiers:  

In charge, Pharmaceutical Evaluation Cell informed the Board that one of the main 

reasons in delay in dossier evaluation process is belated replies on the part of applicants. As a 

result, evaluators have to spend their time in writing reminders to applicant firms for rectification 

of shortcomings in the registration dossiers which is a time consuming process.  The Board took 

notice of the matter and decided that only a single comprehensive letter shall be issued to the 

firms for each application and applicants shall be bound to submit the reply within one month 

period. Letter of shortcoming shall be sent by UMS or to be collected by an authorized 

representative of the firm. In case of failing to rectify shortcomings / non-reply in stipulated time 

period, the registration application shall be placed before the Registration Board for decision.  

f. Registration of 10 products per section for new licenses/ additional sections: 

Registration Board in its 243
rd

 meeting had constituted a committee to review policy of 

registration of 10 products per section to new manufacturers/ additional sections. One of the 

member of this committee Prof. Rafi uz Zaman Saeed ul Haq is abroad, therefore the Board 

reconstituted the committee as follows and advised to submit report in 45 days. 

- Prof. Muzamil Hassan Najmi, Member Registration Board 

- Mr. A Q Javed, Director QA, DRAP 

- Mr. Arif Chowdhry, DDC Reg-I 

g. Import of raw materials for experimental purpose and stability studies etc. 

Representative of PPMA informed that their member companies are facing problem 

regarding clearance of imported raw material for experimental purpose and stability studies etc. 

As the matter is catered by QA & LT Division, therefore the Board advised the concerned 

division to dispose off / process such cases on priority basis. It will encourage local 

manufacturers for conduction of stability studies and product development. Director QA stated 

that any such import for trial batch is not discouraged subject to meet all codal formalities 

required for the production of commercial batch as per defined policy 
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h. Adoption of Bio-Equivalency / Bio-availability / Bio-similarity study report by 

DRAP as pre-requisite for registration of drugs. 

Registration Board in 242
nd

 meeting constituted a committee for detailed evaluation of 

case in light of international practices and guidelines of WHO. The committee is comprised of 

Prof.Dr.Muzammil H Najmi, Director DTL, Peshawar and Director (QA & Lab Testing), DRAP 

(Convenier). The committee will also consult PPMA and Pharma Bureau for their views. 

Registration Board again advised the committee to frame its recommendation within 60 days. 

i. Registration Board decided that cases which were/ are approved subject to some 

condition shall be issued after approval of Chairman, Registration Board after addressing/ 

meeting the subject condition. 

j. Registration Board discussed that afew products like PPI (Omeprazole, esomeprazole etc) 

are available both in lyophilized and powder form in injectable (dry powder) dosage form. It was 

decided that manufacturer will claim lyophilized only if product is manufactured by 

lyophilization process.  

k. Incharge, Pharmaceutical Evaluation Cell informed that applicants apply for some major 

variation in submitted registration application. Matter was discussed in detail and Registration 

Board decided that registration application once submitted can be changed / modified only for 

minor variations and cannot be changed for dosage form and APIs.  

k. Registration Board discuused various scenarios for change of brand names of registered 

drugs. It was decided that same brand name will be granted for any API in all dosage form. 

Moreover, one brand name will not be granted to two manufacturers / importers.  

l. Registration Board discussed comments of Director Malaria Control, Islamabad 

regarding injectable anti-malarial therapy and invited him in forthcoming meeting for detailed 

discussion.   

m. Registration Board decided that cases for issuance of duplicate registration letter will be 

discussed by the Board on case to case basis keeping in view sensitivity of the matter. 

n. Registration Board discussed manufacturing requirements for various classes of drugs, 

and Chairman advised all members, PPMA and Pharma Bureau to forward their scientic 

comments and relevant references on manufacturing requirements for following classes of drugs 

till 15.11.2014: 

- Steroids. 

- Immunosuppresants. 

- Clomiphene and letrozole 

- Prostaglandins and its analogues. 

- Storage requirement of Misoprostol 

- Vancomycin 
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Item No I:  Confirmation of minutes 244
th

 meeting Registration Board. 

244
th

 meeting of Registration Board was held on 22-23
rd

 July, 2014 and minutes were 

circulated to all members through e-mail. DDC (QC) has forwarded following comment on 

behalf of Director (QA&LT) Division on Item No. VIII (Quality Control Cases), as follows: 

 

“The firms whose registrations were suspended will recall all the marketed batches of 

sub-standard drugs from distribution / sale outlets / institutionall supplies if any and area 

FID shall take report from the firm and submit a compliance report to Chairman 

Registration Board.” 
 

Minutes were approved after incorporation of above correction.  

Decision: Registration Board approved minutes of 244
th

 meeting of Registration Board. 

Item No II:  Agenda point referred by Director DTL, Quetta. 

Director DTL, Quetta forwarded following agenda point for discussion. 

  

“In 244
th

 Registration Board meeting, registration of Sofosbuvir containing medicines 

was thoroughly discussed and keeping view its dire need for the country, it is proposed 

that in the forthcoming DRB meeting all those Pharmaceutical firms who had applied for 

the registration of their product “Sofosbuvir" may be kept on the agenda and across the 

board take decision so that the product may be available for the country man.” 
 

Decision: Director DTL, Quetta was of the opinion that stability study shall be 

conducted by the manufacturer and accordingly stability data must be submitted to the 

Registration Board before the launch of their product into the market. My point is this that 

registration may be granted to the firms with the undertaking that they will provide 

stability study before the launch of their product into the market as per previous practice.  

However, other members of Registration Board endorsed decision in 244
th

 meeting about 

deferment of all cases of Sofosbuvir containing drugs for completion of application for 

requirements as approved by Registration Board for new drug molecule. 
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Item No III:   Conduction of stability study. 

W group of industries informed that following are their sister companies and applied for 

Sofosbuvir 400mg Tablet. Now we want to conduct the stability studies in a single particular 

industry to cut down the administrative and analytical expenditure.  

1. Wnsfield Pharmaceutical 

2. Weatherfold Pharmaceutical 

3. Wenovo Pharmaceutical 

4. Welmark Pharmaceutical 

5. Welwrd Pharmaceutical 

6. Winbrain Research Laboratories 

7. Welwink Pharmaceutical 

Decision: Firm has withdrawn its request, thus case was not discussed by the Board.  

  

Item No IV: Manufacturing requirements for steroidal preparations. 

Registration Board in its various meetings deferred cases for registration of steroidal 

preparations and constituted a committee comprising of Dr.Tariq siddique and Dr.Obaid Ali for 

determination of the requirement. Views of PPMA and pharma Bureau were also taken by the 

committee. Following recommendations of committee was discussed by registration Board in 

243
rd

 meeting: 

“Although in the state of compliance of GMP regulation and current expectation of 

science, handling of anti-inflamatory steroids / hormones in common manufacturing area of non-

sensitive drugs with appropriate controls is acceptable, but domestic dynamics does not give 

reasonable space to allow across the board for handling of sensitive materials in common 

manufacturing facilities of different drugs. However, depending upon the level of facility 

compliance, material sensitivity, product dosage and demonstration of sustainable effectiveness 

of stringent controls to prevent cross contamination, case to case decision may be considered”. 

Registration Board after discussion decided to forward recommendations of the 

committee to Licensing Division for decision, as Schedule B-II is catered by that Division. 

 Central Licensing Board in 236
th

 meeting considered above recommendations and 

decided as follows: 
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 Schedule –B (5.2) of drugs (Licensing, Registering & Advertising) Rules, 1976 already 

specifies dedicated facilities for production of hormones. 

 For manufacturing requirements of anti-inflammatory steroids, the Board referred the 

case back to registration Board for clear and candid recommendations from its committee 

so that CLB may decide accordingly. The said committee may be enlarged for better 

scientific discussion and recommendations keeping in view the domestic dynamics as 

well. 

Decision: Chairman, Registration Board advised all members, PPMA and Pharma 

Bureau to forward their scientic comments and relevant references on manufacturing 

requirements for following classes of drugs till 15.11.2014: 

- Steroids. 

- Immunosuppresants. 

- Clomiphene and letrozole 

- Prostaglandins and its analogues. 

- Storage requirement of Misoprostol 

- Vancomycin 

 

Item No V: Recommendations of Review Committee. 

Meeting of the Review Committee constituted by the   Registration Board was held on 10
th

 June, 

2014 in the office of the Chairman Committee. The meeting was chaired by Brig (R). Dr. 

Muzammil Hasan Najmi, Member Drug Registration Board. The meeting started with the 

recitation of Holy Verses. Chairman Committee welcomed all the participants and informed the 

participants that it is the first meeting of the newly constituted Committee and hoped that 

members of the Committee will contribute their level best to make the process of review of 

different molecules/dosage forms for registration in expeditious and transparent manner. It will 

also help to ensure the availability of safe, effective and quality drugs to the ailing public.  

  The meeting was attended by the following:-   

1.  Brig. Dr. Aslam Khan, Professor of Medicine, Military 

Hospital Rawalpindi 

 

Member 

2.  Dr. Tariq Siddique, Deputy Director General (R-II) Member 

3.  Muhammad Arif Ch, Deputy Drugs Controller (R-I) Convener 

The committee review the following formulations applied by different applicants and 

deferred by the Registration Board it its various meetings the concluding remarks and 
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recommendations of the committee are hereby submitted for the consideration of the Registration 

Board for further deliberations and implementation on deferred applications as well as already 

registered drugs. 

S. 

No 

Drug Name 

Generic (Brands) 

Approv

al by 

Internat

ional 

Regulat

ory 

Bodies 

 

Status in 

Authentic 

Textbooks 

(Pharmacol

ogical basis 

of 

therapeutic

s-Goodman 

& Gilman, 

Basic & 

Clinical 

pharmacolo

gy-B G 

Katzung, 

Current 

Medical 

Diagnosis & 

Treatment 

– 2013) 

Research 

published in 

Reputed/ 

Authentic 

Journals 

Concluding 

Remarks & 

Recommendation 

1.  Keto Injection  

Each vial contains:- 

Ketamine HCl 

 Ketamine 500 mg 

(General Anesthetics) 

Yes 

FDA 

EMA & 

others 

Recommend

ed for use in 

general 

anesthesia. 

Numerous Ketamine is 

chemically related to 

phencyclidine and 

therefore has a 

potential for abuse. 

The drug is included 

in the controlled list 

and is placed in 

Schedule III in USA. 

In view of its useful 

role in anesthesia, 

Ketamine is 

recommended to be 

retained as a 

registered drug. 

However, it should 

be dealt with 

narcotics and 

appropriate 

restrictions may be 

applied to prevent 

its abuse. 

Recommended for 



 

Minutes 245th Meeting Registration Board   10 

 

registration. 

2.  Fluoxetine + Olenzapine 

Citrate  

Each capsule contains:- 

Fluoxetine HCl   25 mg  

Olenzapine Citrate 

 Olenzapine   12 mg 

(Antidepressant) 

FDA 

only 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned.  

Available Fluoxetine is an 

SSRI and can 

interact with MOAIs 

to cause serotonin–

syndrome. Since it is 

converted into a very 

long acting 

metabolite, the 

interaction can occur 

during 4 weeks after 

cessation of 

Fluoxetine. The risk 

of QT prolongation 

and causing Torsade 

de pointes also 

exists.  

The Fixed-Dose 

combination may 

be allowed with 

relevant warning 

and to be dispensed 

on prescription by 

qualified 

psychiatrist only. 

Recommended for 

registration. 

3.  Each capsule contains:- 

Omeprazole  20 mg  

Sodium Bicarbonate 1100 

mg  

(Proton Pump Inhibiter) 

Tentativ

e 

approval 

by FDA 

only. 

Not 

approve

d by 

EMA, 

PMDA, 

TGA 

 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

No independent 

scientifically 

designed studies 

available to 

support the 

combination of 

these two drugs. 

Omeprazole, a PPI, 

is a prodrug which 

requires acidic 

environment for 

conversion into 

active form. It blocks 

the H/K ATPase 

irreversibly and 

reduces the gastric 

acid secretion to very 

low levels (most 

potent among all 

anti- secretory 

drugs). 

Sodium bicarbonate 

is a rapidly acting 

systemic antacid. It 

absorbs into blood 

and long-term use 

may cause systemic 
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alkalosis, besides 

other toxicity. 

It is irrational to 

combine the two 

drugs as the antacid 

may impair 

activation of 

Omeprazole. Further, 

in the face of strong 

acid-inhibiting effect 

of Omeprazole, it is 

superfluous to 

administer an antacid 

on regular basis. 

The combination 

adds to the cost and 

increases adverse 

effects.  

Not Recommended 

for registration. 

4.  Each capsule contains:- 

Omeprazole 40 mg  

Sodium Bicarbonate 1100 

mg  

(Proton Pump Inhibiter) 

Tentativ

e 

approval 

by FDA 

only. 

Not 

approve

d by 

EMA, 

PMDA, 

TGA 

 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

No independent 

scientifically 

designed studies 

available to 

support the 

combination of 

these two drugs. 

Omeprazole, a PPI, 

is a prodrug which 

requires acidic 

environment for 

conversion into 

active form. It blocks 

the H/K ATPase 

irreversibly and 

reduces the gastric 

acid secretion to very 

low levels (most 

potent among all 

anti- secretory 

drugs). 

Sodium bicarbonate 

is a rapidly acting 

systemic antacid. It 

absorbs into blood 

and long-term use 

may cause systemic 

alkalosis, besides 

other toxicity. 

It is irrational to 

combine the two 

drugs as the antacid 

may impair 

activation of 
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Omeprazole. Further, 

in the face of strong 

acid-inhibiting effect 

of Omeprazole, it is 

superfluous to 

administer an antacid 

on regular basis. 

The combination 

adds to the cost and 

increases adverse 

effects.  

Not Recommended 

for registration. 

5.  U-Fit 10 mg Dry Suspension  

Each 5ml contains:- 

Famotidine 10 mg  

(Antiulcer) 

Famotidi

ne in dry 

suspensi

on form 

is not 

approve

d by any 

reputed 

internati

onal 

agency 

NA NA Famotidine is widely 

available in Tablet, 

Capsule, Suspension, 

Chewable & 

Dispersible tablet 

forms. Dry 

suspension does not 

seem to offer any 

advantage over the 

existing formulations 

and is not supported 

by international 

market scenario.  

Not Recommended 

for registartion. 

6.  Sacopan Sachets  

Each sachet contains:- 

Saccharomyces  

Boulardii 250mg  

(anti Diarrhoeal) 

Not 

approve

d by 

FDA, 

EMA, 

PMDA 

Approve

d by 

TGA 

only 

 Some studies 

about the role of 

probiotics in 

IBS and CD 

infection have 

been published 

but their role 

requires more 

elucidation. 

The probiotics are in 

evaluation stage and 

their benefits in IBS, 

Crohn‘s disease, C. 

difficle infection etc. 

have not been 

established. In 

immune-compromised 

patients these may 

cause life-threatening 

infection. In most of 

the countries these are 

available as food-

supplements or OTCs. 

Some of these are 

already available as 

additives in milk 

formulas for infants.   

May be de-registered 

as drug and allowed 

as food supplements. 
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7.  Ritocin-B Dry Suspension 

200 mg  

Each 5ml contains:- 

 Erythromycin Ethyl 

Succinate. 

  Erythromycin  200mg 

Bromhexine HCl  4mg  

(Macrolide) 

Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA.  

Erythromyci

n as single 

drug is 

recommende

d by books 

for 

infections by 

susceptible 

organisms. 

Bromhexine 

is not even 

mentioned. 

Studies have 

been published 

showing in vitro 

effect of 

bromhexine as 

mucolytic. 

There is no 

evidence for 

such action in 

vivo after oral 

administration. 

Mucolytics are 

useful in 

management of 

COPD after 

administration by 

inhalation. Evidence 

is lacking for any 

benefit after oral 

administration.  

All oral 

formulations 

containing 

bromhexine as 

single drug or in 

combination with 

other drugs, are 

recommended to be 

de-registered. 

8.  Spardix Tablets 100mg  

Each tablet contains:-  

Sparfloxacin 100 mg  

(Anti-infective, 

Fluoroquinolone) 

Not 

approve

d by 

FDA, 

EMA,  

TGA & 

PMDA.  

Mentioned 

as member 

of 

fluoroquinol

one group. 

Studies have 

been published 

showing activity 

of sparfloxacin 

against Gram 

positive 

bacteria. 

Reports are 

published 

describing 

potassium 

channel 

blocking 

activity causing 

QT prolongation 

and life-

threatening 

torsade de 

pointes 

arrhythmias. 

Several of the 

Fluoroquinolones 

have been reported 

to cause QT 

prolongation and 

cardiac arrhythmias. 

The potential is 

highest for 

Sparfloxacin.  

In view of the 

unfavorable 

risk/benefit ratio, 

the drug is not 

recommended for 

registration. 

9.  ES ZIN 20mg Tablets Each 

tablet contains:-  

Esomeprazole 20mg  

Magnesium 700mg 

Sodium Bicarbonate 20mg 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA. 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

No independent 

scientifically 

designed studies 

available to 

support the 

combination of 

these drugs. 

The comments given 

above at No.3 also 

hold good for this 

preparation.  

All dosage 

strengths 

recommended for 
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mentioned. de-registration. 

10.  ES ZIN 40mg Tablets Each 

tablet contains:-  

Esomeprazole 40 mg  

Magnesium  700 mg  

Sodium Bicarbonate  40mg 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA. 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

No independent 

scientifically 

designed studies 

available to 

support the 

combination of 

these drugs. 

The comments given 

above at No.3 also 

hold good for this 

preparation.  

All dosage 

strengths 

recommended for 

de-registration. 

11.  Calzob-500 Capsules 

Each capsule contains:- 

Calcium dobesilate  500mg 

(Vasotherapeutics, 

Coagulants, Haemostatics) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA. 

Not 

mentioned 

in any 

standard 

textbook. 

The published 

clinical trials 

have shown that 

calcium 

dobesilate does 

not reduce the 

occurrence of 

diabetic 

retinopathy in 

patients. 

Calcium dobesilate 

was developed for 

prevention of 

diabetic retinopathy. 

Theoretically its 

mechanism of action 

(inhibition of aldose 

reductase and 

reduction of capillary 

permeability) 

supports its use for 

this purpose. 

However, in 

evidence-based 

medicine, benefits of 

this drug could not 

be established.  

Recommended for 

de-registration. 

 

12.  Ciprozan Tablets 1gm  

Each film coated SR-tablet 

contains:-  

Ciprofloxacin ……… 1 gm 

(Quinolone Antibiotic) 

One Gm 

SR 

dosage 

form not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA. 

One Gm 

extended-

release 

tablet 

mentioned 

by B G 

Katzung 

The strength is 

within the 

therapeutic 

range of dose 

described in 

published 

studies. 

The slow release 

tablet of 1 Gm is not 

in vogue but has 

been described by 

the standard 

textbook and lies 

within the 

therapeutic range of 

dose. The applicant 

may be asked to 

provide full 

justification for the 

formulation, quoting 

examples of 

countries where 

similar forms are 

available.  

Final decision may 
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be pended till point 

of view of the 

applicant is 

evaluated. 

13.  Diacin 50mg  

Capsules Each capsule 

contains:-  

Diacerein  50mg  

( Anti-Rheumatic ) 

Not 

approved 

by FDA, 

TGA & 

PMDA. 

Approved 

by EMA 

for use in 

epidermo

lysis 

bullosa 

only 

Not 

mentioned 

in any 

standard 

textbook 

Some in vitro 

studies on 

chondrocytes 

have been 

published. 

Clinical trials 

have reported 

slight but 

statistically 

significant 

superiority over 

placebo. 

Diacerein is an anti-

inflammatory drug 

acting by inhibition 

of Interleukin-1beta. 

It has been used in 

osteoarthritis where 

it may produce slight 

improvement. In 

limited number of 

countries where it is 

available, it is being 

reviewed and 

withdrawn due to 

hepatotoxicity.  

In view of the 

limited usefulness 

and concerns of 

toxicity, diacerein is 

not recommended 

for registration. 

14.  Swanliag 5 mg Tablet  

Each tablet contains:- 

Cyclobenzaprine  5mg  

(Skeletal Muscle Relaxant) 

Not 

approved 

by EMA, 

TGA & 

PMDA.  

5 mg 

dosage-

form 

discontin

ued by 

FDA. 

Mentioned 

by BG 

Katzung 

Studies have 

been published 

in which 

cyclobenzaprine 

was found to be 

superior to 

placebo and 

equivalent to 

other 

spasmolytics. 

Although 5 mg dosage 

form has been 

discontinued by FDA, 

but other dosage forms 

contain higher doses 

which may be 

associated with more 

side effects. By virtue 

of its non-addictive 

nature It may be 

superior to 

benzodiazepines.  

In view of the 

scientific evidence for 

efficacy of the drug, 

Cyclobenzaprine may 

be retained as a 

registered drug. 

15.  Mepridone 20mg Capsules  

Each capsule contains:- 

Esomeprazole Magnesium 

Trihydrate Pellets eq. to  

Esomeprazole  20 mg 

Domperidone  30mg  

(Proton Pump Inhibitor / 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

Studies on 

individual drugs 

are available but 

not on this 

combination. 

Besides the 

combination, 

Domperidone as an 

individual drug is not 

approved by FDA. It 

has been associated 

with cardiac 
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Anti-Dopaminergic) mentioned. arrhythmias. The 

combination is 

irrational and carries 

the risk of toxicity. 

Recommended to 

be de-registered. 

16.  Each Sachet contains:- 

Omeprazole  20 mg  

Sodium Bicarbonate  1100 

mg  

(Proton Pump Inhibiter) 

Tentativ

e 

approval 

by FDA 

only. 

Not 

approve

d by 

EMA, 

PMDA, 

TGA 

 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

No independent 

scientifically 

designed studies 

available to 

support the 

combination of 

these two drugs. 

Omeprazole, a PPI, 

is a prodrug which 

requires acidic 

environment for 

conversion into 

active form. It blocks 

the H/K ATPase 

irreversibly and 

reduces the gastric 

acid secretion to very 

low levels (most 

potent among all 

anti- secretory 

drugs). 

Sodium bicarbonate 

is a rapidly acting 

systemic antacid. It 

absorbs into blood 

and long-term use 

may cause systemic 

alkalosis, besides 

other toxicity. 

It is irrational to 

combine the two 

drugs as the antacid 

may impair 

activation of 

Omeprazole. Further, 

in the face of strong 

acid-inhibiting effect 

of Omeprazole, it is 

superfluous to 

administer an antacid 

on regular basis. 

The combination 

adds to the cost and 

increases adverse 

effects.  

Not Recommended 

for registration. 

17.  Floronol Tablets  Not Not No scientifically Phloroglucinol is a 
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Each tablet contains:- 

Phloroglucinol hydrate     80 

mg Trimethyl 

Phloroglucinol  80 mg (Anti 

Spasmodic) 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

mentioned 

by any 

standard 

textbook 

designed 

clinical studies 

are available. In 

vitro and 

toxicological 

studies have 

been published. 

synthetic phenol 

having 

antispasmodic 

properties. However 

its use in medicine 

has remained 

restricted due to 

toxicity concerns. It 

is mainly used in 

explosive industry. 

The adverse effects 

reported by FDA 

include neutropenia, 

hepatotoxicity, renal 

failure, metabolic 

acidosis, 

hyperkalemia and 

allergic reactions.  

In view of severely 

unfavorable 

benefit/risk ratio all 

preparations 

containing 

phloroglucinol are 

recommended to be 

de-registered. 

18.  EsmoDome 20 Tablets  

Each tablet contains:- 

Esomeprazole Magnesium 

 Esomeprazole  20 mg 

Domperidone Maleate 

 Domperidone 30 mg 

(Antiemetics & 

Antinauseants) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

Studies on 

individual drugs 

are available but 

not on this 

combination. 

Besides the 

combination, 

Domperidone as an 

individual drug is not 

approved by FDA. It 

has been associated 

with cardiac 

arrhythmias. The 

combination is 

irrational and carries 

the risk of toxicity. 

Recommended to 

be de-registered. 

19.  EsmoDome 40 Tablets Each 

tablet contains:- 

Esomeprazole as 

Magnesium……..40mg 

Domperidone Maleate   

 Domperidone 30 mg  

(Antiemetics & 

Antinauseants) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

The 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

Studies on 

individual drugs 

are available but 

not on this 

combination. 

Besides the 

combination, 

Domperidone as an 

individual drug is not 

approved by FDA. It 

has been associated 

with cardiac 

arrhythmias. The 
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combination is 

irrational and carries 

the risk of toxicity. 

Recommended to 

be de-registered. 

20.  Piram 1 gm Syrup  

Each 5 ml contains:- 

Piracetam  1g 

(Psychostimulants, 

Nootropic, Neurotonic) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

Not 

mentioned 

by any 

standard 

textbook 

Scientifically 

conducted 

clinical studies 

have not shown 

any benefit of 

piracetam. 

Piracetam is used in 

treatment of 

cognitive disorders 

and myoclonus but 

scientific evidence 

for efficacy is 

lacking. Side effects 

including anxiety, 

insomnia, irritability, 

headache, agitation, 

nervousness, tremor, 

and hyperkinesia, 

have been reported 

with its use.  

Not Recommended 

for registration. 

21.  Wincoline 250 mg Injection  

Each 2ml ampoule 

contains:- Citicoline  

Sodium 

 Citicholine  250 mg  

(Nootropics & Neurotonic) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

Not 

mentioned 

by any 

standard 

textbook. 

Efficacy has not 

been established 

in scientifically 

conducted 

clinical trials. 

Citicoline is cytidine 

diphosphate choline 

which is said to 

increase 

dopaminergic 

receptor density in 

brain. It has been 

used in cognitive and 

some other disorders 

on this basis but 

evidence for efficacy 

is lacking.  

Not recommended 

for registration. 

22.  Each film coated tablet 

contains:- Citicoline  

Sodium 

 Citicholine 500 mg  

(Nootropics and 

Vasotherapeutic) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

Not 

mentioned 

by any 

standard 

textbook. 

Efficacy has not 

been established 

in scientifically 

conducted 

clinical trials. 

Citicoline is cytidine 

diphosphate choline 

which is said to 

increase 

dopaminergic 

receptor density in 

brain. It has been 

used in cognitive and 

some other disorders 

on this basis but 

evidence for efficacy 

is lacking.  
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Not recommended 

for registration. 

23.  Esso Forte Tablets Each 

tablet contains:-  

Naproxen USP 500 mg 

Esomeprazole Magnesium 

Trihydrate  

 Esomeprazole  20mg  

( NSAID + PPI ) 

Delayed 

release 

tablets 

are 

approve

d by 

FDA 

and 

TGA. 

Not 

approve

d by 

EMA & 

PMDA. 

This 

particular 

combination 

is not 

mentioned 

but 

combining 

NSAIDs 

with PPIs 

and H2 

blockers is 

recommende

d in general 

for 

prevention 

of 

gastropathy. 

Studies on this 

particular 

combination are 

not found. 

It is rational to 

combine NSAIDs 

with PPIs for 

prevention of 

gastropathy. Both the 

drugs individually 

are well established 

in their respective 

categories.  

Recommended for 

registration. 

24.  Valex Talets  

Each film coated tablet 

contains:- Phloroglucinol 

hydrate   80 mg Trimethyl 

Phloroglucinol  80 mg 

(Gastrointestinal/Antispasm

odics) 

Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

Not 

mentioned 

by any 

standard 

textbook 

No scientifically 

designed 

clinical studies 

are available. In 

vitro and 

toxicological 

studies have 

been published. 

Phloroglucinol is a 

synthetic phenol 

having 

antispasmodic 

properties. However 

its use in medicine 

has remained 

restricted due to 

toxicity concerns. It 

is mainly used in 

explosive industry. 

The adverse effects 

reported by FDA 

include neutropenia, 

hepatotoxicity, renal 

failure, metabolic 

acidosis, 

hyperkalemia and 

allergic reactions.  

In view of severely 

unfavorable 

benefit/risk ratio all 

preparations 

containing 

phloroglucinol are 

Recommended to 

be de-registered. 

25.  S.OM-D 30mg Capsules  Not The Studies on Besides the 
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Each capsule contains:-  

Esomeprazole Enteric 

Coated Pellets eq.  

 Esomeprazole  40 mg 

Domperidone  30mg 

(Proton Pump Inhibitor / 

antiemetic) 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA 

individual 

drugs are 

recommende

d but the 

combination 

has not been 

mentioned. 

individual drugs 

are available but 

not on this 

combination. 

combination, 

Domperidone as an 

individual drug is not 

approved by FDA. It 

has been associated 

with cardiac 

arrhythmias. The 

combination is 

irrational and carries 

the risk of toxicity. 

Recommended to 

be de-registered. 

26.  Thicol 4mg Capsules  

Each capsule contains:- 

Thiocolchicoside……..4 mg  

(Muscle Relaxant) 

Not 

approve

d by 

FDA, 

EMA & 

TGA 

Not 

mentioned 

by any 

standard 

textbook. 

No reference 

found in 

authentic 

journals 

Thiocolchicosideis a 

muscle relaxant with 

anti-inflammatory and 

analgesic effects. It 

acts as a competitive 

GABAA receptor 

antagonist and also 

glycine receptor 

antagonist. A variety 

of adverse effects have 

been reported with this 

drug. Particularly of 

concern are its ability 

to cause seizures and 

potential to cause 

tratogenecity and male 

infertility.  

Not recommended for 

registration. 

 

27.  Darcin ER 15mg Tablets  

Each extended release tablet 

contains:- 

Darifenacin  15 mg  

(Anti-Cholinergic) 

Approve

d by 

EMA & 

TGA. 

Tentativ

e 

approval 

granted 

by FDA. 

Recommend

ed for use in 

genito-

urinary 

disorders. 

Available. Darifenacin is a M 3 

selective 

antimuscarinic drug 

used for control of 

urinary incontinence 

in adults. A 

congener, solifenacin 

is already registered.  

Recommended for 

registration.  

28.  Darcin ER 7.5mg Tablets  

Each extended release tablet 

contains:-  

Darifenacin ………. 7.5mg  

(Anti-Cholinergic) 

Approve

d by 

EMA & 

TGA. 

Tentativ

e 

approval 

Recommend

ed for use in 

genito-

urinary 

disorders. 

Available. Darifenacin is a M 3 

selective 

antimuscarinic drug 

used for control of 

urinary incontinence 

in adults. A 

congener, solifenacin 
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granted 

by FDA. 

is already registered.  

Recommended for 

registration.  

29.  CarionJect 500mg Injection  

Each 10 ml injection 

contains:- Iron Ferric 

Carboxymaltose  

 Iron Element 500mg 

(Haematinic) 

Approve

d by 

FDA 

(750mg/

15 ml) & 

TGA 

(500mg/

10ml) 

This 

particular 

preparation 

not 

mentioned. 

Few but 

available. 

It is a new parenteral 

form of iron. 

Comparable to the 

existing formulations 

in efficacy and safety 

profiles.  

Recommended for 

registration. 

30.  C-Zyme Tablet 

Each tablet contains:-  

Metoclopramide HCl  6mg 

Sodium dehydrocholate 20 

mg Bromelain  35000 PU  

Pancreatin  210 FIPPU 

Simethicone  50 mg 

Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA. 

Not 

mentioned 

by any 

standard 

textbook. 

No reference 

found in 

authentic 

journals. 

A completely 

irrational 

combination 

containing drugs 

whose efficacy is not 

established.  

Not recommended 

for registration. 

31.  Carolate Injection  

Each 1ml ampoule 

contains:- Glycopyrrolate  

0.5 mg Neostigmine  

methylsulphate 2.5mg 

Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA. 

This 

particular 

combination 

is not 

mentioned 

but use of 

atropine-like 

drugs to 

counter the 

muscarinic 

effects of 

anticholinest

erases is 

recommende

d. 

Available Neostigmine is 

generally used to 

reverse muscle 

paralysis induced by 

curare-like drugs 

during anesthesia. 

This action is exerted 

on nicotinic 

receptors but is 

accompanied with 

unwanted muscarinic 

stimulation. This is 

countered by 

administration of 

antimuscarinic drugs 

like glycopyrrolate.  

Recommended for 

registration. 
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32.  Isotretinoin Cap/ 

Isotretinoin Tablet 

 Recdommen

ded for 

severe acne 

and certain 

malignant 

disorders. 

Available Isotretinoin is 13-cis 

retinoic acid. It is 

used in treatment of 

cystic acne, 

squamous cell 

carcinoma of skin 

and certain other 

malignancies. In 

view of its 

established efficacy, 

the drug is 

recommended to be 

retained.  

Any issues related 

to dosage 

form/formulation 

may be resolved 

after obtaining view 

point of 

manufacturers. 

33.  Amoxicillin + Sulbactum  The general 

principal for 

combining 

penicillins 

with beta 

lacatmase 

inhibitors is 

described. 

 It is rational to 

combine penicillin 

with beta lactamase 

inhibitors but 

Amoxicillin is 

generally combined 

with clavulanate. 

The manufacturers 

may be asked to 

provide reasons for 

using sulbactam 

along with references 

in the favor of this 

combination.  

May be deferred for 

the time being. 

34.  Silymarin Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA. 

Not 

mentioned 

by any 

standard 

textbook. 

No scientifically 

designed studies 

available in 

authentic 

journals. 

Silymarin is a dried 

extract obtained from 

Milk thistle plant. 

Efficacy in hepatic 

disorders has not 

been proved in 

authentic clinical 

trials. Adverse 

effects have been 

reported in patients 

using milk thistle 
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capsules.  

Not recommended 

for registration. 

35.  Aescin Not 

approve

d by 

FDA, 

EMA, 

TGA & 

PMDA. 

Not 

mentioned 

by any 

standard 

textbook. 

No scientifically 

designed studies 

available in 

authentic 

journals. 

Aescin is a mixture 

of saponins present 

in horse chestnut 

plant. It is claimed to 

have anti 

inflammatory and 

vasoprotective 

effects but this has 

not been proved in 

scientifically 

designed clinical 

studies  

Not recommended 

for registration. 

36.  Solcoseryl Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA. 

Not 

mentioned 

by any 

standard 

textbook. 

No scientifically 

designed studies 

available in 

authentic 

journals. 

Solcoseryl is 

deproteinated blood 

of calves. It has been 

used in a variety of 

formulations for 

various purposes but 

scientific evidence 

for efficacy is 

lacking. Not 

recommended for 

registration. 

37.  Serratiopeptidase Not 

approve

d by 

FDA, 

EMA, 

TGA  & 

PMDA. 

Not 

mentioned 

by any 

standard 

textbook. 

No scientifically 

designed studies 

available in 

authentic 

journals. 

Serratiopeptidase is a 

proteolytic enzyme 

present in silkworm 

gut which helps it to 

dissolve the cocoon. 

It has been used as 

an anti-inflammatory 

agent without any 

scientific evidence of 

efficacy.Takeda 

Pharmaceuticals, the 

brand leader 

Japanese company, 

had agreed for 

voluntary withdrawal 

from market in 2011.  

Not recommended 

for registration. 
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38.  Smectite  Not 

mentioned 

by any 

standard 

textbook. 

No clinical 

studies available 

to support 

efficacy. 

Smectite is mineral 

clay having 

adsorbent properties. 

It is similar to kaolin 

in its medicinal 

value. 

 Not recommended 

for registration. 

 

Decision: Registration Board in its various meetings deferred various formulations for 

scientific review by its committee. These recommendations were presented before 

Registration Board. The Board appreciated the efforts of Review committee for their 

strenuous work. However, PPMA and Pharma Bureau requested that the Board may also 

consider their views on these formulations. The Board acceded to the request and advised 

both to forward their comments by 15.11.2014 for consideration of Registration Board. 
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Item No.VI: Registration of drugs (cases referred by Pharmaceutical Evaluation cell). 

Case No.01: Sofosbuvir containing Drugs: 

The Registration Board in its M-244 meeting deferred above registration application of Sovaldi 

(Sofosbuvir) applied by the M/s Ferozesons, Nowshera for the provision of:  

 

“a. A consolidated CoPP verifying manufacturing, packaging and release sites from EMA 

(European Medicines Agency) for white coloured Tablets with Free Sale / Marketing status in 

EMA. 

b. In case, white coloured tablets are not freely available in country of origin, the comparable 

quality will be assessed from process validation and stability studies”.   

The firm in response to the above queries submitted a CPP from EMA verifying the manufacturing 

site as M/s Patheon, Canada & packaging site as M/s Gilead Sciences Ltd. Ireland for yellow colored 

Tablets alongwith summary of report of Process Validation & Stability Studies of Sovaldi Tablets of 

white color.  

The assessment of the documents (Process Validation & Stability Studies) submitted by the applicant 

reveals following points: 

 The applicant has submitted the process validation studies on 3 batches each of 350.2 Kg 

equivalent to 8,75,500 Tablets. 

M/s Ferozsons Laboratories 

Limited 

P.O. Ferozsons Amangarh- 

Nowshera. Pakistan 

Manufactured by: 

M/s Patheon Inc., 

2100 Syntex Court, Mississauga, 

Ontario, L5N 7K9, Canada. 

Manufactured for: 

Product license Holder 

Gilead Sciences inc.,  

333 Lakeside Drive, Foster City, 

CA, 94404, USA. 

 

Sovaldi Tablet 400 mg 

Each film coated tablet contains  

Sofosbuvir……400 mg 

 

(Antiviral) 

Finished product specifications are 

Manufacturer. 

Form 5 D 

08-05-2014 

Rs 50,000 

MRP Rs 55,000/ bottle of 

28 tablets 
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 Comparable stability studies on one batch with a size of 35 Kg equivalent to 87,500 which is the 

10% of the batches upon which the process validation is carried out. 

Decision: Registration Board approved registration of Sovaldi (Sofosbuvir) 400 mg 

white tablets of M/s Ferozsons, Nowshera as per following details: 

Manufactured by: 

M/s Patheon Inc., 2100 Syntex Court, Mississauga, Ontario, L5N 7K9, Canada. 

 

Repacked and batch release by:  

M/s Gilead Sciences Limited, IDA Business & Technology Park, Carrigtohill, County Cork, 

Ireland. 

 

Product license holder: 

M/s Gilead Sciences inc. 333 Lakeside Drive, Foster City, CA, 94404, USA. 

 

Case No.02 Registration of Sofosbuvir – Wenovo Pharmaceuticals, Taxila. 

 M/s Wenovo Pharmaceuticals, Taxila informed that in 243
rd

 meeting Registration Board, 

their application for registration of Sofosbuvir 400mg tablet was deferred due to following 

reason: 

c. Source of API 

Later on in 244
th

 meeting, their product was again discussed and the firm was advised also to 

conduct the stability studies conducted under zone IV-A conditions as per ICH/WHO guidelines. 

Firm has requested to consider their product as per decision of 243
rd

 meeting of Registration 

Board. 

Decision: Registration Board upheld its decision taken in 244
th

 meeting and decided 

that inspection of manufacturer will not be conducted as firm has still not performed 

stability studies. 

 

 

 

a. Expert opinion by Dr Najam, Shifa International Hospital, Islambad, Dr Tasawar , Fauji 

Foundation Rawalpindi, Dr Pervaiz  

b. Product specific inspection by Dr Muzamil Hassan Najmi, Member RB, Director QA & 

Lab testing and area FID 
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Case No.03: Registration applications for new DML. 

Evaluators – III 

1. Human Drugs 

S/N Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary name + 

Dosage Form + 

Strength) 

Composition 

Pharmacological Group 

Finished product 

Specification 

Type of 

Form 

Initial date, 

diary  

Fee 

including 

differential 

fee 

Demanded 

Price / Pack 

size 

Remarks on the 

formulation (if 

any) including  

International 

status in 

stringent drug 

regulatory 

agencies / 

authorities  

Me-too status  

GMP status as 

depicted in 

latest 

inspection 

report (with 

date) by the 

Evaluator 

Decision 

1.  M/s Cibex (Pvt) 

Limited, F-405, 

S.I.T.E. Karachi. 

(Capsule General 

Antibiotic) 

Midzo Capsules 400mg 

Each capsule contains:- 

Moxifloxacin as 

Hydrochloride….400mg 

 

Antibiotic, 

Fluoroquinolone 

 

Manufacturer 

 

 

Form-5 

 

Dated 

30/04/14 Dy 

No: 636 

 

20,000/- 

 

Pack of 5‘s/ 

As per PRC 

Not available in 

SRA,s 

 

Capmox of 

Neutro Pharma 

Lahore 

 

Assay method of 

esomeprazole 

granules is 

submitted under 

finished product 

specifications. 

 

The inspection 

of the firm was 

carried out on 

22-10-2013 by 

panel of 

inspectors and 

recommended 

the grant of 

DML by way of 

formulation of 

sections namely: 

Deferred for review of 

formulation by Review 

Committee. 
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Tablet 

(General), 

Capsule 

(General), 

Sachet 

(General), 

Tablet (General 

Antibiotic), 

Liquid 

Manufacturing, 

Capsule 

(General 

antibiotic), Dry 

Syrup (General 

Antibiotic), 

Ointment-I 

(Steroid), 

Ointment-II 

(steroid)  

2.  -do- Klegg Capsules 250mg 

Each capsule contains:- 

Clarithromycin…..250mg 

Antibiotic, Macrolide 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 634 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Clarith of 

Biorex 

Pharmaceuticals 

 

 

Deferred for review of 

formulation by Review 

Committee. 

3.  -do- Klegg Capsules 500mg 

Each capsule contains:- 

Clarithromycin…..500mg 

Antibiotic, Macrolide 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 633 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Clarith of 

Biorex 

Pharmaceuticals 

 

Deferred for review of 

formulation by Review 

Committee. 

4.  -do- Britto Capsules 250mg 

Each capsule contains:- 

Ciprofloxacin as 

Hydrochloride…..250mg 

Antibiotic, 

Fluoroquinolone 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 629 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Ciprin of 

Werrick 

Pharmaceuticals, 

Islamabad. 

Deferred for review of 

formulation by Review 

Committee. 
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5.  -do- Britto Capsules 500mg 

Each capsule contains 

Ciprofloxacin as 

Hydrochloride…..500mg 

Antibiotic, 

Fluoroquinolone 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 635 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Ciprin of 

Werrick 

Pharmaceuticals, 

Islamabad. 

 

 

Deferred for review of 

formulation by Review 

Committee. 

6.  -do- Alves Capsule 250mg 

Each capsule contains:- 

Levofloxacin as 

hemihydrate…..250mg 

Antibiotic, 

Fluoroquinolone 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 545 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Floximed of 

Global 

Pharmaceuticals, 

Islamabad 

 

Deferred for review of 

formulation by Review 

Committee. 

7.  -do- Alves Capsule 500mg 

Each capsule contains:- 

Levofloxacin as 

hemihydrate…..500mg 

Antibiotic, 

Fluoroquinolone 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 546 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Floximed of 

Global 

Pharmaceuticals, 

Islamabad 

Deferred for review of 

formulation by Review 

Committee. 

8.  -do- Floxibex Capsules 200mg 

Each capsule contains:- 

Ofloxacin….. 200mg 

Antibiotic, 

Fluoroquinolone 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 547 

20,000/- 

Pack of 

10‘s/ As per 

PRC 

Not available in 

SRA,s 

 

Joxacin of Jawa, 

Pharmaceuticals, 

Lahore. 

Deferred for review of 

formulation by Review 

Committee. 

9.  -do- Zolenta Capsules 250mg 

Each capsule contains:- 

Azithromycin as 

dihydrate…..250mg 

Antibiotic 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 630 

20,000/- 

Pack of 6‘s/ 

As per PRC 

Zithromax of 

Pfizer (BNF 61) 

 

Azrowin of 

Wnsfield 

Pharmaceuticals 

Hattar. 

Approved. 

10.  -do- Zolenta Capsules 500mg 

Each capsule contains:- 

Azithromycin as 

dihydrate…..500mg 

Antibiotic 

Manufacturer  

Form-5 

Dated 

30/04/14 Dy 

No: 631 

20,000/- 

Pack of 6‘s/ 

Not available in 

SRA,s 

 

Azrowin of 

Wnsfield 

Pharmaceuticals 

Deferred for review of 

formulation by Review 

Committee. 
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As per PRC Hattar. 

11.  -do- 

 

Dry Syrup 

(General 

Antibiotic) 

Britto Dry Powder 

Suspension 125mg/ 5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Ciprofloxacin as 

hydrochloride….125mg 

Antibiotic 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 620 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Not available in 

SRA,s 

 

Ciprin of 

Werrick 

Pharmaceiticals 

Islamabad. 

Deferred for review of 

formulation by Review 

Committee. 

12.  -do- Britto Dry Powder 

Suspension 250mg/ 5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Ciprofloxacin as 

hydrochloride…….250mg 

Antibiotic (Manufacturer) 

Form-5 

Dated 

30/04/14 Dy 

No: 619 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Not available in 

SRA,s 

 

Ciprin of 

Werrick 

Pharmaceuticals 

Islamabad 

Deferred for review of 

formulation by Review 

Committee. 

13.  -do- Zolenta Dry Powder 

Suspension 200mg/5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Azithromycin as 

dihydrate……200mg 

Antibiotic USP 

Form-5 

Dated 

30/04/14 Dy 

No: 617 

20,000/- 

Pack of 

15ml bottle/ 

As per PRC 

Zithromax of 

Pfizer 

 

Zetamax of 

Pfizer Karachi  

Approved. 

14.  -do- Maclid Dry Powder 

Suspension 100mg/5ml 

Each 5ml of suspension 

contains: 

Linezolid ……..100mg 

Antibiotic 

(oxazolidinone-class 

antibacterial) 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 567 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Zyvox of 

Pharmacia 

Upjohn 

 

Nezocin of 

Brookes 

Pharmaceuticals, 

Karachi 

Approved. 

15.  -do- Alvestro Dry Powder 

Suspension 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Levofloxacin as 

hemihydrate………125mg  

Metronidazole….100mg 

Antibiotic 

Form-5 

Dated 

30/04/14 Dy 

No: 615 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Not found in 

SRA‘s 

 

Me too status 

needs 

confirmation 

 

Finished product 

specifications 

are not 

Deferred for: 

1. Confirmation of 

registration status in local & 

Stringent Regulatory 

Agencies (SRA‘s). 

2. Finished product 

specifications are not 

submitted. 
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submitted. 

16.  -do- Alvestro Dry Powder 

Suspension 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

 Levofloxacin as 

hemihydarte……..250mg  

Metronidazole….200mg 

Antibiotic 

Form-5 

Dated 

30/04/14 Dy 

No: 616 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Not found in 

SRA‘s 

 

Me too status 

needs 

confirmation 

 

Finished product 

specifications 

are not 

submitted 

Deferred for: 

1. Confirmation of 

registration status in local & 

Stringent Regulatory 

Agencies (SRA‘s). 

2. Finished product 

specifications are not 

submitted. 

17.  -do- Klegg Dry Powder 

Suspension 125mg/5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:-

Clarithromycin….125mg 

Antibiotic 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 616 

 

20,000/- 

Pack of 

60ml bottle/ 

As per PRC 

Biaxin of 

AbbVie Inc 

 

Klaricid of 

Abbot Labs 

Karachi 

 

Source of taste 

masked 

clarithromycin 

needs to be 

submitted along 

with the GMP of 

the source, COA 

and requisite fee 

in case of import 

of said granules. 

Approved. RB authorized 

Chairman for issuance of 

letter after submission of  

following documents: 

1. Source of taste masked 

granules / pellets. 

2. Stability studies of zone 

IV-A/ 

3. Valid GMP certificate 

(Legalized in case of 

import). 

4. Requisite fee (in case of 

imported source) 

 

18.  -do- Cizora Dry Powdder 

Suspension 250mg/5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Fosfomycin …..250mg 

Antibaterial Agent 

Manufacturer 

 

Form-5 

Dated 

08/05/14 Dy 

No: 701 

20,000/- 

Pack of 

60ml & 

120ml 

bottle/ As 

per PRC 

Not found in 

SRA‘s 

 

Focin of Tabros 

Pharma Karachi 

 

Specific salt of 

fosfomycin 

which firm 

intends to use in 

formulation is 

not provided. 

 

Under finished 

product 

specification 

assay method of 

Deferred for rectification of 

following observations. 

 

1. Specific salt of 

fosfomycin which the 

firm intends to use in 

formulation has not been 

provided. 

 

2. Under finished product 

specification assay 

method of hydroquinone 

cream has been 

submitted. 
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hydroquinone 

cream is 

submitted 

19.  -do- Cizora Dry Powdder 

Suspension 500mg/5ml 

Each 5ml of suspension 

(when reconstituted) 

contains:- 

Fosfomycin …..500mg 

Antibaterial Agent 

Manufacturer 

 

Form-5 

Dated 

08/05/14 Dy 

No: 702 

20,000/- 

Pack of 

60ml & 

120ml 

bottle/ As 

per PRC 

Not found in 

SRA‘s 

 

Focin of Tabros 

Pharma Karachi 

 

Specific salt of 

fosfomycin 

which firm 

intends to use in 

formulation is 

not provided. 

 

Under finished 

product 

specification 

assay method of 

hydroquinone 

cream is 

submitted 

Deferred for rectification of 

following observations. 

 

1. Specific salt of 

fosfomycin which the firm 

intends to use in 

formulation has not been 

provided. 

 

 

2. Under finished product 

specification assay method 

of hydroquinone cream has 

been submitted. 

20.  -do- 

(Ointment Non-

steroidal) 

Solyst Gel 0.05% 

Each gram contains 

Isotretinoin…..0.5mg 

Anti-acne 

USP 

Form-5 

Dated 

30/04/14 Dy 

No: 568 

20,000/- 

Pack of 1‘s, 

10gm tube/ 

As per PRC 

Acutane of 

Roche USA 

 

Isotrol cream of 

Valor 

Pharmaceuticals, 

Islamabad 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

21.  -do- Perthyn Cream 

Each gram contains:- 

Permethrin…..50mg 

Scabicide 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 548 

20,000/- 

Pack of 1‘s, 

30gm tube/ 

As per PRC 

Lyclearc Dermal 

Cream of 

(Chefaro UK) 

 

Methrin of 

Medera 

Pharmaceuticals 

Islamabad 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 
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22.  -do- Zacila Gel 

Each gram contains:- 

Choline 

Salicylate….87.14mg 

Cetalkonium 

Chloride….0.1mg 

Antibacterial 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 603 

20,000/- 

Pack of 1‘s, 

20gm tube/ 

As per PRC 

Bonjela (BNF 

61) 

 

Bonjela of 

Reckitt & 

Benckiser 

Pakistan Karachi  

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

23.  -do- Panika Balm 

Contains:- 

Methyl 

salicylate…12.17% 

Oleorescin 

of Capsicum…0.3% 

Euclyptol….0.11% 

Thymol…..0.1% 

Menthol….1.3% 

Topical Chest Rub 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 601 

20,000/- 

Pack of 1‘s, 

35gm tube/ 

As per PRC 

 

Wintogeno of 

Merck (Pvt) 

Limited Karachi 

Deferred for discussion on 

Capsicum in next meeting.  

24.  -do- Cidrom Gel 

Contains:- 

Lignocaine….0.6% 

Ethanol…..33% 

Cetylpyridinium 

Chloride…0.02% 

Antiseptic 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 658 

20,000/- 

Pack of 1‘s, 

15gm tube/ 

As per PRC 

Somogel of 

Abbott Labs 

Karachi 

Deferred for clarification for 

international status from 

applicant & M/s Abbott. 

The confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing shall also be 

sought out. 

25.  -do- Mybina Plus Ointment 

Each gram contains:- 

Polymyxin B 

sulphate….5000IU 

Bacitracin…500IU 

Neomycin…3.5mg 

Lidocaine….40mg 

Antibacterial 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 605 

20,000/- 

Pack of 1‘s, 

20gm tube/ 

As per PRC 

Tribiotic LC 

Ointment of 

HART Health as 

OTC in USA 

Xyloaid of 

Barrett Hodgson 

Pakistan (Pvt) 

Ltd. 

Under finished 

product 

specifications 

assay method is 

not submitted. 

Deferred for rectification of 

following observation: 

Under finished product 

specifications assay method 

is not submitted. 

 

26.  -do- Nazox Cream 

Each gram contains:- 

Benzalkonium 

Chloride….1mg 

Zinc Oxide USP….85mg 

Form-5 

Dated 

30/04/14 Dy 

No: 604 

20,000/- 

Not found in 

SRA‘s. Firm 

provided the 

reference of 

Escaldin in 

Deferred for review of 

formulation by the Review 

Committee. The 

confirmation of 

manufacturing facility of 
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Antiseptic 

Manufacturer 

Pack of 1‘s, 

50gm tube/ 

As per PRC 

Peru. 

 

Rashnil of 

Abbott Labs  

cream from directorate of 

Drug Licensing shall also be 

sought out. 

27.  -do- Civaz Cream 

Each gram contains:- 

Silver 

Sulphadiazine….10mg 

Antibacterial 

USP 

Form-5 

Dated 

30/04/14 Dy 

No: 569 

20,000/- 

Pack of 1‘s, 

20gm & 

50gm/ As 

per PRC 

Silvadene of 

Pfizer Inc 

 

Quench cream 

of Ferozsons 

Hattar. 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

28.  -do- Pamitra Cream 

Each gram contains:- 

Benzoyl Peroxide….40mg 

Antiacne 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 597 

20,000/- 

Pack of 1‘s, 

40gm/ As 

per PRC 

PanOxylc 

Cream of Stiefel 

(BNF 61) 

 

Aknekream of 

Werrick Labs 

Islamabad 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

29.  -do- Katafen Rapid Gel 1% 

Each gram contains:- 

Diclofenac 

diethylamine….10mg 

Anti-Rheumatic 

 

 

Form-5 

Dated 

30/04/14 Dy 

No: 602 

20,000/- 

Pack of 1‘s, 

20gm & 

50gm/ As 

per PRC 

Voltral Emugel 

of Novartis 

 

Voltral Emugel 

of Novartis, 

Karachi 

 

Finished product 

specifications 

need to be 

submitted. 

Deferred for submission of 

Finished Product 

Specifications.  

30.  -do- 

(Ointment 

Steroidal) 

Nazuk Plus Cream 

Each gram contains 

Hydroquinone…..40mg 

Fluocinolone as 

acetonide…0.1mg 

Tretinoin….0.5mg 

Anti-inflammatory, Anti-

infective 

Manufacturer 

Form-5 

Dated 

30/04/14 Dy 

No: 571 

20,000/- 

Pack of 1‘s, 

15gm tube/ 

As per PRC 

Tri Luma Cream 

approved by 

FDA 

 

Hydroquin Plus 

of ATCO Labs 

Karachi 

Approved with change in 

brand name. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

31.  -do- Basizon-NN Cream 

Each gram contains:- 

Clobetasol 

propionate….0.5mg 

Neomycin Sulphate…5mg 

Form-5 

Dy No: 600 

Dated: 30-

04-14 

20,000/- 

Dermovate NN 

of Chemidex 

(BNF 61) 

 

Dermovate NN 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 
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Nystatin…..100,000 Units 

Anti-inflammatory 

Manufacturer 

As per PRC/ 

Tube of 

20gm 

of GSK Karachi 

 

 

Licensing. 

32.  -do- Buxton-N Cream 

Each gram contains:- 

Betamethasone as 

Valerate…..1mg 

Neomycin as 

Sulphate….5mg 

Anti-infective 

Manufacturer 

Form-5 

Dy No: 570 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

20gm 

Betnovate N of 

Chemidex 

 

Betacin-N of 

Geofmann 

Pharmaceuticals  

 

 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

33.  -do- Buxton-N Ointment 

Each gram contains:- 

Betamethasone as 

Valerate…..1mg 

Neomycin 

Sulphate….5mg 

Anti-infective 

Manufacturer 

Form-5 

Dy No: 598 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

20gm 

Betnovate N of 

Chemidex 

 

Betnovate-N of 

GSK Karachi  

Approved.  

34.  -do- Fisker Cream 0.025% 

Each gram contains:- 

Fluocinolone 

Acetonide……0.25mg 

Corticosteroid 

USP 

Form-5 

Dy No: 596 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

30gm 

Fluoderm of 

Taro 

Pharmaceuticals, 

Canada. 

 

Synalar of 

Pharma Health 

Pakistan  

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

35.  -do- Betisal Ointment 

Each gram contains:- 

Betamethasone 

Dipropionate…..0.5mg 

Salicylic acid…..30mg 

Anti-infective 

Manufacturer 

Form-5 

Dy No: 551 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

15gm 

Diprosalic of 

Schering Plough 

 

Unisalic of 

Unicorn Pharma 

Approved. 

36.  -do- Betisal Cream 

Each gram contains:- 

Betamethasone 

Dipropionate…..0.5mg 

Salicylic acid…..30mg 

Anti-infective 

Manufacturer 

Form-5 

Dy No: 549 

Dated: 30-04-

14 

20,000/- 

As per PRC/ 

Tube of 15gm 

Not found in 

SRA‘s 

 

Diprocort-S of 

Pearl 

Pharmaceuticals 

Deferred for review of 

formulation by Review 

Committee. The 

confirmation of 

manufacturing facility of 

cream from directorate of 

Drug Licensing shall also be 

sought out. 

37.  -do- Daycin Cream 

Each gram contains:- 

Triamcinolone 

Form-5 

 

Dy No: 550 

Not found in 

SRA‘s However 

firm has 

Deferred for review of 

formulation by Review 

Committee. The 
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acetonide….1mg 

Neomycin 

as Sulphate….2.5mg 

Gramicidin….0.25mg 

Nystatin….100,000Units 

Corticosteroid, Antifungal 

Manufacturer 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

30gm 

submitted the 

reference of 

Viaderm KC 

(Newzeland) 

 

Kenacomb of  

GSK 

confirmation of 

manufacturing facility of 

cream from directorate of 

Drug Licensing shall also be 

sought out. 

38.  -do- Fulib Ointment 

Each gram contains:- 

Flumethasone 

Pivalate….0.2mg 

Salicylic Acid….30mg 

Anti-inflammatory, 

Antipruritic and 

Corticosteroids 

Manufacturer 

Form-5 

Dy No: 550 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

15gm 

Not found in 

SRA‘s 

 

Locasalic of 

Dermagin 

Pharma 

Deferred for review of 

formulation by Review 

Committee and me too 

status 

39.  -do- Zolecon Cream 

Each gram contains:- 

Hydrocortisone….10mg 

Clotrimazole….10mg 

Antifungal 

Manufacturer 

Form-5 

Dy No: 660 

Dated: 30-

04-14 

20,000/- 

As per PRC/ 

Tube of 

20gm 

Hydrozole 

cream approved 

by TGA 

 

Hydrozole of 

Stiefel Labs 

Karachi 

Approved. RB authorized 

Chairman for issuance of 

letter after confirmation of 

manufacturing facility of gel 

from directorate of Drug 

Licensing. 

40.  M/s Al-Fazal 

Pharma 

Industries (Pvt), 

Limited, 16 Km 

Sheikhupura 

Road, Lahore  

  

(Liquid General) 

I-Fen Syrup 100mg/ 5ml 

Each 5ml contains:- 

Ibuprofen……100mg 

NSAID (Anti-Rheumatic, 

Antipyretic, Analgesic) 

BP 

 

Form-5 

23/05/14 Dy 

No: 1028 

20,000/- 

Rs 25/- Pack 

of 60ml 

Rs 40/- Pack 

of 90ml 

Ibuprofen 

suspension 

100mg/5ml 

(BNF 61) 

Brufen of 

Abbott Labs 

Karachi. 

The inspection 

of the firm was 

carried out on 

23
rd

 June 2014 

by the panel of 

inspectors and 

recommended 

the grant of 

DML of sections 

namely Oral 

Liquid 

(General),  

Capsule 

(General) and 

Cream/ointment/ 

gel (General) 

Approved. 
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41.  -do- Brotamol Syrup 

Each 5ml contains 

Dextromethorphan 

HBr….. 7.5mg 

Pseudoephedrine HCl 

……15mg 

Chlorpheniramine Maleate 

……1mg 

Paracetamol 

………160mg 

Cough sedative 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1044 

20,000/- 

Rs 55/- Pack 

of 120ml 

Not found in 

SRA‘s 

 

Triaminic Syrup 

of Novartis 

Karachi 

Deferred for review of 

formulation by Review 

Committee & justification 

would be asked from 

innovator /brand leader.  

42.  -do- P-Mide Syrup 

Each 5ml contains:- 

Pizotifen….0.5mg 

Vitamin B1….1.75mg 

Vitamin B2….2.62mg 

Vitamin B6…..1.54mg 

Nicotinamide….10.50mg 

Apetite Stimulator 

Serotonin Receptor, 

Agonist 

Vitamins (Manufacturer) 

Form-5 

23/05/14 Dy 

No: 1031 

20,000/- 

Rs 55/- Pack 

of 120ml 

Not found in 

SRA‘s 

 

Phozphodex of 

Helicon 

Pharmaceuticals 

Rejected on the ground that 

the product has been applied 

for wrong indication. 

43.  -do- Magacid Syrup 

Each 5ml contains:- 

Aluminum 

Hydroxide……215mg 

Magnesium 

Hydroxide…..80mg 

Simethicone…..25mg 

Antacid (Manufacturer) 

Form-5 

23/05/14 Dy 

No: 1058 

20,000/- 

Rs 30/- Pack 

of 120ml 

Rs 60/- Pack 

of 240ml 

Not found in 

SRA‘s 

 

Me too status 

needs 

confirmation 

 

 

Deferred for confirmation of 

availability or registration 

status in Stringent 

Regulatory Agencies 

(SRA‘s) as well as local. 

44.  -do- P-Mole Syrup 

Each 5ml contains:- 

Paracetamol…..120mg 

Analgesic, Antipyretic 

BP 

Form-5 

23/05/14 Dy 

No: 1049 

20,000/- 

Rs 25/- Pack 

of 60ml 

 

Panadol of GSK 

Approved. 

45.  -do- Maltose Syrup 

Each 5ml contains:- 

Iron (III) Hydroxide 

Polymatose Complex 

equivalent to elemental 

Iron……..50mg 

Iron Supplement 

Form-5 

23/05/14 Dy 

No: 1050 

20,000/- 

Rs 70/- Pack 

of 60ml 

Rs. 135/- 

Not found in 

SRA‘s 

 

Ferosoft of 

Hilton Pharma 

Karachi 

Approved. 
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Manufacturer Pack of 

120ml 

46.  -do- F-Tose Syrup 

Each 5ml contains:- 

Iron (III) Hydroxide 

Polymatose Complex 

equivalent to elemental 

Iron……..50mg 

Folic acid……0.35mg 

Hematinic 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1050 

20,000/- 

Rs 70/- Pack 

of 60ml 

Rs. 135/- 

Pack of 

120ml 

 

Not found in 

SRA‘s 

 

Malcifer of 

Martin Dow 

Karachi 

Deferred for Product 

Specific Inspection by 

Director DTL, Lahore and 

FID. 

47.  -do- P-Fen Syrup 

Each 5ml contains:- 

Pizotifen as hydrogen 

malate……0.25mg 

Appetite Stimulator 

Serotonin Receptor 

Antagonist 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1018 

20,000/- 

Rs. 50/- 

Pack of 

60ml 

Rs.70/-Pack 

of 120ml 

Not found in 

SRA‘s 

 

Fonaz of Focus 

& Rules 

Islamabad 

Rejected on the ground that 

the product has been applied 

for wrong indication 

48.  -do- Protilate Syrup 

Each 15ml contains:- 

Iron Protein 

Succinylate…..800mg 

Hematinic 

Manufacturer 

 

Form-5 

23/05/14 Dy 

No: 1048 

20,000/- 

Rs. 100/- 

Pack of 

60ml 

Rs.150/-

Pack of 

120ml 

Not found in 

SRA‘s 

 

Hemacore of 

Himont Pharma 

Lahore 

Approved. 

49.  -do- Fepar Syrup 

Each 5ml contains:- 

Albendazole…….100mg 

Anthelmintic 

BP 

Form-5 

23/05/14 Dy 

No: 1023 

20,000/- 

Rs. 25/- 

Pack of 

10ml 

Not found in 

SRA‘s 

 

Xantinil of 

Miracle 

Pharmaceuticals 

Islamabad 

Deferred for clarification of 

dosage form and me too 

status. 

50.  -do- 

 

(Capsule Section 

General) 

T-dol Capsules 50mg 

Each capsule contains 

Tramadol 

Hydrochloride……50mg 

Synthetic Opioid 

Analgesic 

BP 

Form-5 

23/05/14 Dy 

No: 1057 

20,000/- 

Rs 120/- 

Pack of 10‘s 

Tramake (BNF 

61) 

Tramal of Sami 

Pharma Karachi 

Revised master 

formulation with 

correct quantity 

of API is 

Deferred for final reminder 

regarding rectification of 

following observation. 

 

1. Revised master 

formulation with correct 

quantity of API is 

required. 
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required 

51.  -do- Thromin Capsules 250mg 

Each capsule contains 

Azithromycin as 

dihydrate…..250mg 

Antibiotic (Macrolide) 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1017 

20,000/- 

Rs 120/- 

Pack of 6‘s 

Rs 260/- 

Pack of 10‘s 

Zithromx of 

Pfizer 

 

Azomax of 

Novartis 

Karachi 

Approved. 

52.  -do- D-Line Capsules 100mg   

Each Capsule contains: 

Doxycycline……100mg 

(Antibiotic) 

BP 

Form-5 

23/05/14 Dy 

No: 1016 

20,000/- 

Rs 60/- Pack 

of 2x10‘s 

Rs 270/- 

Pack of 

10x10‘s 

Vibramycin of 

USFDA 

 

Dotur capsules of 

Novartis 

 

Quantity of API 

in master 

formulation is 

irrational. Revised 

master 

formulation needs 

to be submitted 

Deferred for final reminder 

regarding rectification of 

following observation. 

 
1. Quantity of API in master 

formulation is irrational. 

Revised master formulation 

needs to be submitted 

53.  -do- Fluzole Capsules 150mg 

Each capsule contains:- 

Fluconazole…….150mg 

Anti Fungal 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1016 

20,000/- 

Rs 60/- Pack 

of 2x10‘s 

Rs 270/- 

Pack of 

10x10‘s 

Diflucan of 

Pfizer 

 

Diflucan of 

Pfizer 

 

 

Approved. 

54.  -do- Clomin Capsules 50mg 

Each capsule contains:- 

Clomiphene 

Citrate……50mg 

Anti Estrogen 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1041 

20,000/- 

Rs 250/- 

Pack of 10‘s 

Not found in 

SRA‘s 

 

Prolifen of 

Chiesi 

Pharmaceuticals 

(Pvt) Ltd. 

 

 

Deferred for me-too & 

international status. 
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55.  -do- E-Zole Capsules 20mg 

Each capsule contains:- 

Esomeprazole Magnesium 

Pellets (22.5%) equivalent 

to 

Esomeprazole……20mg 

PPI 

Manufacturer 

 

Source of Pellets: 

M/s Vision 

Pharmaceutical Islamabad. 

 

Note: 

 

The firm now provided 

information regarding 

source of API, Stability 

studies, COA & GMP 

certificate. 

Form-5 

23/05/14 Dy 

No: 1032 

20,000/- 

Rs 120/- 

Pack of 14‘s 

Nexium of 

Astrazenca 

 

Esso of Shighan 

Pharma 

Islamabad 

 

Source of 

Esomeprazole 

magnesium 

pellets along 

with the GMP 

certificate of the 

source, 

certificate of 

analysis, 

stability studies 

as per zone IV-

A and the 

requisite fee in 

case of import of 

said pellets. 

 

Approved with change in 

brand name. 

56.  -do- E-Zole Capsules 40mg 

Each capsule contains:- 

Esomeprazole Magnesium 

Pellets (22.5%) equivalent 

to 

Esomeprazole……40mg 

PPI 

Manufacturer 

Source of Pellets: 

M/s Vision 

Pharmaceutical Islamabad. 

 

Note: 

 

The firm now provided 

information regarding 

source of API, Stability 

studies, COA & GMP 

certificate. 

Form-5 

23/05/14 Dy 

No: 1052 

20,000/- 

Rs 200/- 

Pack of 14‘s 

Nexium of 

Astrazenca 

 

Esso of Shighan 

Pharma 

Islamabad 

 

Source of 

Esomeprazole 

magnesium 

pellets along 

with the GMP 

certificate of the 

source, 

certificate of 

analysis, 

stability studies 

as per zone IV-

A and the 

requisite fee in 

case of import of 

said pellets. 

Approved with change in 

brand name. 

57.  -do- Ficlo Capsules 100mg 

Each capsule contains 

Form-5 

23/05/14 Dy 

Diclomax 

Retard of Galen 

Approved. RB authorized 

Chairman to issue 
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Diclofenac sodium 

sustained release pellets 

(33%) equivalent to 

diclofenac 

sodium……100 mg 

Anti rheumatic 

BP 

 

Source of Pellets: 

M/s Vision 

Pharmaceutical Islamabad. 

 

Note: 

 

The firm now provided 

information regarding 

source of API, Stability 

studies, COA & GMP 

certificate. 

No: 1032 

20,000/- 

Rs 100/- 

Pack of 

2x10‘s 

 

Dicloran SR of 

Sami 

Pharmaceuticals 

Karachi 

 

Source of 

Diclofenac 

Sodium pellets 

along with the 

GMP certificate 

of the source, 

certificate of 

analysis, 

stability studies 

as per zone IV-

A and the 

requisite fee in 

case of import of 

said pellets. 

 

An undertaking 

is required that 

before 

marketing of the 

product, submit 

the comparative 

dissolution 

profile with the 

established 

brand 

regiatration letter after 

submission of an 

undertaking that before 

marketing of the product, it 

shall submit the 

comparative dissolution 

profile with the innovator 

brand. 

58.  -do- Telosin Capsules 0.4mg 

Each capsule contains:- 

Tamsulosin HCL as 

modified release pellets 

(0.2%)………0.4mg 

Adrenergic Alpha 

Antagonist, Antineoplastic 

Manufacturer  

 

Source of Pellets: 

M/s Vision 

Pharmaceutical Islamabad. 

 

Note: 

 

The firm now provided 

Form-5 

23/05/14 Dy 

No: 1026 

20,000/- 

Rs 580/- 

Pack of 

2x10‘s 

Flomax of 

Boehringer 

Ingelheim 

Pharmaceuticals, 

Inc 

 

Maxflow of 

CCL Lahore  

 
Source of 

Tamsulosin  

pellets along with 

the GMP 

certificate of the 

source, certificate 

of analysis, 

stability studies as 

Approved. RB authorized 

Chairman to issue 

regiatration letter after 

submission of an 

undertaking that before 

marketing of the product, it 

shall submit the 

comparative dissolution 

profile with the innovator 

brand. 
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information regarding 

source of API, Stability 

studies, COA & GMP 

certificate. 

per zone IV-A 

and the requisite 

fee in case of 

import of said 

pellets. 

An undertaking is 

required that 

before marketing 

of the product, 

submit the 

comparative 

dissolution profile 

with the 

established brand 

59.  -do- O-zole Capsules 20mg 

Each capsule  contains:- 

Omeprazole pellets (8.5%) 

equivalent to 

Omeprazole……20mg 

PPI 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1042 

20,000/- 

Rs 200/- 

Pack of 14‘s 

Losec of 

AstraZeneca 

 

Omega of 

Ferozsons Labs 

 

Source of 

Omeprazole  

pellets along 

with the GMP 

certificate of the 

source, 

certificate of 

analysis, 

stability studies 

as per zone IV-

A and the 

requisite fee in 

case of import of 

said pellets. 

Approved with change in 

brand name. 

60.  -do- 

(Cream/ 

Ointment/ Gel) 

General 

Alene Super Gel 3% 

Each gram contains:- 

Adapalene……..30mg 

Antiacne 

Manufacturer  

 

Note: The percentage of 

gel has been corrected as 

3 % which was 

mentioned in agenda as 

.3 %. 

Form-5 

23/05/14 Dy 

No: 1022 

20,000/- 

Rs 180/- 

Pack of 

10gm 

Not Found in 

SRA‘s 

 

Me too status 

needs 

confirmation 

 

Deferred for confirmation of 

availability or registration 

status in Stringent 

Regulatory Agencies 

(SRA‘s) as well as local. 

61.  -do- Cloderm Cream 

Each gram conatains: 

Clotrimazole…….10mg 

Form-5 

23/05/14 Dy 

No: 1020 

Canestene of 

Bayer consumer 

care 

Approved. 
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Antifungal 

USP 

 

 

20,000/- 

Rs 50/- Pack 

of 10gm 

Rs 70/-Pack 

of 15gm 

 

Clotrim of Zafa 

Pharmaceuticals 

Karachi 

62.  -do- Bezal Gel 

Each gram contain: 

Clindamycin as 

phosphate…….10mg 

Benzoyl 

peroxide…….50mg 

Antibiotic, antibacterial 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1053 

20,000/- 

Rs 240/- 

Pack of 

10gm 

Duac Once 

Daily of Stiefel 

 

Clinda Plus of 

Valor Pharma 

RWP 

 

 

Approved. 

63.  -do- Isomycin Gel 

Each gram contains:- 

Isotretinoin…….0.5mg 

Erythromycin ….20mg 

Vitamin A derivative 

Antibiotic 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1040 

20,000/- 

Rs 240/- 

Pack of 

10gm 

Isotrexin  

(Stiefel) 

 

Isotrexin  

(Stiefel) 

 

 

 

Approved. 

64.  -do- Ficlo Gel 1% 

Each gram contains:- 

Diclofenac diethyl 

ammonium salt …….11.6 

mg 

Anti Rheumatic 

BP 

Form-5 

23/05/14 Dy 

No: 1019 

20,000/- 

Rs 60/- Pack 

of 20gm 

Voltral Emugel 

of Novartis 

 

Voltral Emugel 

of Novartis 

 

 

Approved. 

65.  -do- Tenoin Gel 0.05% 

Each gram contains:- 

Isotretinoin……..0.5mg 

Vitamin A Derivative 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1024 

20,000/- 

Rs 100/- 

Pack of 

10gm 

Isotrex of 

Stiefel. 

 

Isotrol of Valor 

Pharmaceuticals 

RWP 

Approved. 

66.  -do- Trin Cream 

Each gram contains:- 

Triamcinolone…….1mg 

Lidocaine as HCL 

……20mg 

Hormone & Pain Killer 

 

Form-5 

23/05/14 Dy 

No: 1025 

20,000/- 

As per PRC 

Not approved in 

SRA‘s 

 

Me too status 

needs 

confirmation 

 

Clinical use is 

submitted as 

tactile 

sensitivity of 

penis in advance 

Rejected as formulation is 

irrational & applied for 

wrong indication. 
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of intercourse as 

means of 

delaying 

ejaculation in 

cases of over 

rapid or 

precipitant 

ejaculation. 

 

Ambiguous 

details are 

submitted under 

finished product 

specification. 

Complete 

specifications 

along with the  

reference needs 

to be submitted 

Confirmation of 

manufacturing 

facility for 

steroidal 

preparations 

required. 

67.  -do- Zinsil Cream 1% 

Each gram contains:- 

Silver 

Sulphadiazine…..10mg 

Antibacterial 

USP 

Form-5 

23/05/14 Dy 

No: 1027 

20,000/- 

Rs. 50/- 

Pack of 

20gm 

Rs. 130/- 

Pack of 

50gm 

Flamazine 

Cream of S&N 

Health 

 

Dermazine of 

Novartis Pharma 

Karachi 

 

Approved. 

68.  -do- Key-zole cream 2% 

Each gram contains:- 

Ketoconazole…….20mg 

Antifungal 

USP 

Form-5 

23/05/14 Dy 

No: 1038 

20,000/- 

Rs. 85/- 

Pack of 

10gm 

Nizoral 

(Janssen-Cilag) 

 

Nizoral 

(Janssen-Cilag) 

Approved with change in 

brand name. 

69.  -do- Alene Cream 0.1% 

Each gram contains:- 

Adapalene…..1mg 

Anti acne 

Manufacturer 

Form-5 

23/05/14 Dy 

No: 1043 

20,000/- 

Rs. 150/- 

Differin  

(Galderma) 

 

Acne Lene 

Cream of Valor 

Approved. 
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Pack of 

15gm 

Pharmaceuticals, 

Islamabad 

70.  M/s Aurik 

Pharmaceuticals, 

Plot. No 6 &7, St. 

No, S-9, National 

Industrial zone, 

Rawat Islamabad 

 

Tablet Section 

(General) 

Bronchair Tablets 10mg 

Each film coated tablet 

contains:- 

Montelukast as 

sodium…….10mg 

Anti asthmatic 

Manufacturer 

 

Note: The firm has now 

submitted. 

 

Attested copy of DML 

needs to be submitted. 

Evidence of approval of 

section is not provided. 

Form-5 

16/07/14 Dy 

No: 1539 

20,000/- 

As per SRO, 

Pack of 10 

& 14‘s 

Singulair of 

MSD (BNF 

61) 

Montiget of 

Getz 

Karachi 

 

 

Singulair of 

MSD (BNF 61) 

Montiget of 

Getz Karachi 

Inspection of the 

firm was 

conducted on 

19-06-214 by 

panel of 

inspectors and 

recommended 

the grant of 

DML by of 

formulation of 

sections namely 

capsule and 

tablet. 

 

Approved with change in 

brand name. 

71.  -do- Auropride Tablet 150mg 

Each film coated tablet 

contains:- 

Itopride 

Hydrochloride……150mg 

Gastroprokinetic 

Manufacturer 

 

Note: The firm has now 

submitted. 

 

Attested copy of DML 

needs to be submitted. 

Evidence of approval of 

section is not provided. 

Form-5 

16/07/14 Dy 

No: 1584 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

 

Not found in 

SRA‘s but firm 

has submitted 

reference of 

Ganaton of 

Abbot Labs 

Philippines. 

Ganaton Tablets 

of Abbott Labs 

Karachi 

 

Deferred for review of 

formulation by Review 

Committee. 

72.  -do- Betatrin Tablet 20mg 

Each tablet contains:- 

Piroxicam Beta 

Cyclodextrin equivalent to 

Piroxicam…….20mg 

Anti-inflammatory 

analgesic 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1592 

20,000/- 

As per SRO, 

Pack of 

2x10‘s 

 

 

Brexidol of 

Chesi BNF 61 

Nysa of Getz 

Karachi 

 

Approved with change in 

brand name. 
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73.  -do- Pridosul Tablets 50mg 

Each film coated tablet 

contains:- 

Levosulpiride……50mg 

Antidepressant 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1588 

20,000/- 

As per SRO, 

Pack of 

2x10‘s 

 

 

Levopraid 

tablets of  

Therable 

Pharma SA, 

Belgium 

Levopraid 

tablets of Pacific 

Pharma Lahore 

 

Deferred for review by the 

Review Committee as per 

Reistration Board decision 

in its M-241 meeting. 

74.  -do- Auropram Tablets 20mg 

 

Each film coated tablet 

contains:- 

Escitalopram as 

oxalate…….20mg 

Antidepressant 

USP 

Form-5 

16/07/14 Dy 

No: 1590 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

Cipralex of 

Lundbeck BNF 

61 

Zavget of Glitz 

Pharma, 

Islamabad 

 

Approved with change in 

brand name. 

75.  -do- Auroflox Tablet 250mg 

Each film coated tablet 

contains:- 

Levofloxacin as 

hemihydrate…..250mg 

Antibacterial 

Manufacturer  

Form-5 

16/07/14 Dy 

No: 1590 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

 

 

Levaquin of 

Janssen 

Leflox of Getz 

Karachi 

 

Approved with change in 

brand name. 

76.  -do- Auroflox Tablet 500mg 

Each film coated tablet 

contains:- 

Levofloxacin as 

hemihydrate…..500mg 

Antibacterial 

Manufacturer  

Form-5 

16/07/14 Dy 

No: 1591 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

 

Levaquin of 

Janssen 

Leflox of Getz 

Karachi 

 

Approved with change in 

brand name. 

77.  -do- Auromox Tablet 400mg 

Each film coated tablet 

contains:- 

Moxifloxacin as 

hydrochloride…..400mg 

Antibacterial 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1586 

20,000/- 

As per SRO, 

Pack of 

1x5‘s 

 

 

Avelox of 

Schering Plough 

Maxione of Max 

Pharmaceuticals, 

Islamabad. 

 

Approved with change in 

brand name. 
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78.  -do- Aurocip Tablet 500mg 

Each film coated tablet 

contains:- 

Ciprofloxacin as 

hydrochloride……500 mg 

Antibacterial 

BP 

Form-5 

16/07/14 Dy 

No: 1589 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

 

Ciproxin of 

Bayer UK 

Ciproxin of 

Bayer Pakistan 

 

 

Approved with change in 

brand name. 

79.  -do- Auroprox Tablet 20mg 

Each film coated tablet 

contains:- 

Paroxetine as 

hydrochloride……20mg 

Antidepressant 

BP 

Form-5 

16/07/14 Dy 

No: 1585 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

Seroxat of GSK, 

BNF 61 

Paraxyl of CCL, 

Lahore 

 

Approved with change in 

brand name. 

80.  -do- 

Capsule Section 

(General) 

Azaurik Capsule 250mg 

Each capsule contains: 

Azithromycin as 

dihydrate……250mg 

Macrolide 

USP 

Form-5 

16/07/14 Dy 

No: 1583 

20,000/- 

As per SRO, 

Pack of 

1x6‘s 

Zithromax of 

Pfizer  

Zithromax of 

Pfizer 

 

Approved with change in 

brand name. 

81.  -do- Aurogab capsules 75mg 

Each capsule contains:- 

Pregabalin…..75mg 

GABA Analogue 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1582 

20,000/- 

As per SRO, 

Pack of 

2x7‘s  

 

Lyrica of Pfizer 

USA 

Zegab of Hilton 

Pharma Karachi 

 

Approved with change in 

brand name. 

82.  -do- Aurogab capsules 150mg 

Each capsule contains:- 

Pregabalin…..150mg 

GABA Analogue 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1581 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

Lyrica of Pfizer 

USA 

Zegab of Hilton 

Pharma Karachi 

 

Approved with change in 

brand name. 

83.  -do- Mezole Capsule 20mg 

Each capsule contains:- 

Omeprazole enteric coated 

pellets (8.5%) equivalent 

to Omeprazole…….20mg 

PPI 

USP 

Source: Vision 

Form-5 

16/07/14 Dy 

No: 1577 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

Prelosec of 

Statrx USA 

Risek of Getz 

Karachi 

 

Approved with change in 

brand name. 
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Pharmaceuticals, 

Islamabad 

84.  -do- Esaur Capsule 20mg 

Each capsule contains:- 

Esomeprazole magnesium 

trihydrate enteric coated 

pellets (22.5%) equivalent 

to 

Esomeprazole…….20mg 

PPI 

Manufacturer 

Source: Vision 

Pharmaceuticals, 

Islamabad 

Form-5 

16/07/14 Dy 

No: 1577 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

Nexium of 

AstraZeneca 

USA 

Nexum of Getz 

Karachi 

 

Approved with change in 

brand name. 

85.  -do- Esaur Capsule 40mg 

Each capsule contains:- 

Esomeprazole magnesium 

trihydrate enteric coated 

pellets (22.5%) equivalent 

to 

Esomeprazole…….40mg 

PPI USP 

Source: Vision 

Pharmaceuticals, 

Islamabad 

Form-5 

16/07/14 Dy 

No: 1580 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

Nexium of 

AstraZeneca 

USA 

Nexum of Getz 

Karachi 

 

Approved with change in 

brand name. 

86.  -do- Rabeaur Capsule 20mg 

Each capsule contains:- 

Rabeprazole sodium 

enteric coated pellets 

(8.5%) equivalent to 

Rabeprazole …….40mg 

PPI 

Manufacturer 

Source: Vision 

Pharmaceuticals, 

Islamabad 

Form-5 

16/07/14 Dy 

No: 1574 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

False details 

provided 

Rabiton of 

envoy Pharma 

Lahore 

 

Deferred for confirmation of 

registration status in 

Stringent Regulatory 

Agencies  

87.  -do- Pezole Capsule 40mg 

Each capsule contains:- 

Pantoprazole sodium 

enteric coated pellets 

(22.5%) equivalent to 

Pantoprazole……40mg 

PPI 

Manufacturer 

Source: Vision 

Pharmaceuticals, 

Form-5 

16/07/14 Dy 

No: 1578 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

False details 

submitted 

Ottozole 

Capsule of 

Ottoman 

Pharmaceuticals 

 

Deferred for confirmation of 

registration status in 

Stringent Regulatory 

Agencies  
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Islamabad 

88.  -do- Aurocox Capsule 200mg 

Each capsule contains:- 

Celecoxib…..200mg 

Analgesic 

Manufacturer 

Form-5 

16/07/14 Dy 

No: 1576 

20,000/- 

As per SRO, 

Pack of 

1x10‘s 

Celebrex of 

Pharmaci 

Celbex of Getz 

Karachi 

 

Approved with change in 

brand name. 

89.  -do- Duloxa Capsules 60mg 

Each capsule contains:- 

Duloxetine hydrochloride 

as entric coated pellets 

(17%) equivalent to 

Duloxetine……60mg 

Antidepressant 

Manufacturer 

Source: Vision 

Pharmaceuticals, 

Islamabad 

Form-5 

16/07/14 Dy 

No: 1575 

20,000/- 

As per SRO, 

Pack of 

2x7‘s 

 

 

Cymbalta, Eli 

Lilly USA 

Cymbalta, Eli 

Lilly Pakistan  

 

Approved with change in 

brand name. 

 

 

Evaluator – IV 

S/N Name and 

address of 

manufacture

r/ Applicant 

Brand Name 

(Proprietary 

name + Dosage 

Form + Strength) 

 

Composition 

 

Pharmacological 

Group 

 

Finished product 

Specification 

 

Type of Form 

 

Initial date, 

diary  

 

Fee including 

differential fee 

 

Demanded Price 

/ Pack size 

Remarks on the 

formulation (if any) 

including  International 

status in stringent drug 

regulatory agencies / 

authorities  

 

Me-too status  

 

GMP status as depicted 

in latest inspection report 

(with date) by the 

Evaluator 

 

Decision 

90.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

Cisper tablet 135 

mg 

Each film coated 

tablet contains 

Mebeverine HCL 

BP…….135 mg 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 30‘s 

International: 

Mebeverine Hcl 135mg 

available in UK 

Me too: Colofac tablet 

135mg by M/s Highnoon 

Deferred for 

confirmation of 

registration status in 

Stringent Regulatory 

Agencies. 
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License) (Antispasmodic) 

Finished product 

specifications are 

BP 

91.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Zavey- DS 10 mg 

enteric coated 

tablet 

Each enteric 

coated tablet 

contains 

Serratiopeptidase

…….10 mg 

(Anti-

inflammatory) 

Finished product 

specifications are 

Manufacturer.  

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 20‘s 

HOTC 

 

Deferred for review of 

formulation by 

Review Committee. 

92.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Batema-F Tablet  

Each chewable 

tablet contains 

Iron Protein 

Succinylate…400 

mg 

Folic Acid 

USP……2.5 mg 

(Anti-anemic) 

 

Finished product 

specifications are 

Manufacturer 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 20‘s 

International: Feromalt 

tablet in India 

Me too: me too status in 

chewable tablet needs 

confirmation 

Deferred for 

confirmation of 

availability or 

registration status in 

Stringent Regulatory 

Agencies (SRA‘s) as 

well as local. 

93.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Cimpero Tablet  

Each film coated 

tablet contains 

Solifenacin 

Succinate…5 mg 

 

(Urinary 

antispasmodic) 

 

Finished product 

specifications are 

Manufacturer. 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 10‘s 

International: Vesicare 

tablet 5 mg 

Me too: Fenaso tablet 5mg 

by M/s Highnoon 

Analytical detail of active 

raw material has not been 

given. 

 

Deferred for final 

reminder for 

rectification of 

following observation. 

 

1. Analytical detail of 

active raw material 

has not been given. 

 

94.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

Cibkast 5 mg 

Tablet 

Each chewable 

tablet contains 

Montelukast 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 14‘s 

International: Singulair 

5mg chewable (FDA) 

Me too: Ventomax 5 mg 

chewable by M/s 

Highnoon 

Approved  
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License) Sodium…..5 mg 

(Leukotriene 

Antagonist) 

 

Finished product 

specifications are 

Manufacturer 

95.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Citelum 20 mg & 

120 Tablet 

Each  tablet 

contains 

Artemether..20 mg 

Lumefantrine...120 

mg 

(Antimalarials) 

 

Finished product 

specifications are 

Manufacturer 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 16‘s 

International: Available 

in India 

Me too: A-Fantrine 

20/120 by M/s Atco 

Approved with USP 

SALMOUS 

96.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Citelum- DS 40 

mg & 240 Tablet 

Each  tablet 

contains 

Artemether……40 

mg 

Lumefantrine….24

0 mg 

(Antimalarials) 

 

Finished product 

specifications are  

Manufacturer 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 8‘s 

International: Available 

in India 

Me too: A-Fantrine 

40/240 by M/s Atco 

Approved with USP 

SALMOUS 

97.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Cibex 1000 Plus 

Effervescent 

Tablet orange 

flavour  

Each effervescent 

tablet contains  

 Calcium Lactate 

Gluconate 

USP…..1000 mg 

  Calcium 

carbonate BP  327 

mg 

  Ascorbic acid  

BP    500 mg 

  Vitamin D3  USP     

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 10‘s 

International: Cavic C 

Plus in Bangladesh 

Me too: Cac 1000 plus by 

M/s Novartis 

Deferred till 

finalization of vitamin 

policy. 
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4 mg 

  Vitamin B 6  BP      

10 mg 

 (Calcium 

supplements) 

 

Finished product 

specification are 

Manufacturer 

98.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Balon Tablet 500 

mcg 

Each tablet 

contains 

Mecobalamin……

.. 500mcg 

(Vitamin B12) 

 

Finished product 

specifications are 

Manufacturer 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 20‘s 

International: 

Methycobal in India 

Me too: Mecobal 500mcg 

by M/s Nabiqasim 

Deferred for 

clarification as 

applied product is 

uncoated while 

approved formuation 

is sugar coated. 

99.  M/s Cibex 

(Pvt.) Ltd., F-

405, S.I.T.E., 

Karachi. 

(New 

License) 

Cibkast 10 mg 

Tablet 

Each  film coated 

tablet contains 

Montelukast 

Sodium…..10 mg 

(Leukotriene 

Antagonist) 

 

Finished product 

specifications are 

Manufacturer 

Form 5 

28-04-2014 

20,000 

As per PRC  

Pack size of 14‘s 

International: Singulair 

10mg (FDA) 

Me too: Aerokast 10mg by 

M/s Barrett Hodgson 

Approved. 

 

 

 

 

 

 

 

 

Evaluator - V 



 

Minutes 245th Meeting Registration Board   53 

 

S/N Name and 

address of 

Manufacturer / 

Applicant 

Brand Name 

(Proprietary 

name + Dosage 

form + 

Strength) 

 

Composition 

 

Pharmacologic

al Group 

 

Finished 

product 

specification 

 

Type of Form 

 

Initial date, 

diary.  

 

Fee including 

differential 

fee 

 

Demanded 

Price / Pack 

size 

 

International 

status in 

stringent 

regulatory 

agencies 

 

 Me-too status  

 

GMP status as 

depicted in 

inspection 

report (dated) 

 

Remarks / 

Observations 

Decision 

100.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

New License 

Tablet (General) 

Capsule (General) 

Syrup (General) 

Azilis Capsules 

250 mg 

 

Each capsule 

contains  

Azithromycin as 

Dihydrate 

……………….. 

250 mg 

 

(Macrolide 

Antibiotic) 

 

USP 

Specifications 

 

Form-5 

 

New License  

 

 

24-06-2014  

824 R&I 

 

Fee 

Rs.20,000/- 

 

Rs 400 / 2 × 

5‘s or As per 

SRO 

 

ZITHROMAX 

250mg (as 

dihydrate) 

Capsule 

Pfizer 

MHRA 

 

 

AZOMAX 

250mg Capsule  

Novartis 

 

 Approved. 

101.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

 

Ezole Capsules 

20 mg 

 

Each capsule 

contains:  

Enteric coated 

pellets (8.5%) of 

Esomeprazole  

as  Magnesium 

Trihydrate 

……………….

…20 mg  

  

 

(Proton pump 

inhibitor) 

 

USP 

Specifications 

 

Form-5 

 

New License  

 

24-06-2014  

822 R&I 

 

 

Fee 

Rs.100,000/- 

 

 

Rs 200 / Pack 

2 × 7‘s or As 

per SRO 

NEXIUM 

20mg  

Delayed 

release Capsule 

AstraZeneca 

USFDA 

 

 

NEXUM 

20mg Capsule 

Getz 

 

1. GMP 

certificate valid 

until 04-07-2014. 

 

Approved. RB 

authorized 

Chairman for 

issuance of 

registration letter 

after submission of 

legalized GMP of 

pellets 

manufacturer and 

change in brand 

name. 
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Source of 

Pellets 

M/s Precise 

Chemipharma 

Pvt., Ltd. 

Gut No. 215/1 & 

215/2, Khatwad 

Phata, At post: 

Talegaon,  

Taluka: Dindori, 

Dist: Nashik - 

422 202, 

Maharashtra 

State, India 

102.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

 

Ezole Capsules 

40 mg 

 

Each capsule 

contains: 

Enteric coated 

pellets (22.5%) 

of Esomeprazole  

as  Magnesium 

Trihydrate 

………………

……40 mg  

  

(Proton pump 

inhibitor) 

Finished product 

specifications 

are USP. 

 
Source of 
Pellets 
M/s Precise 

Chemipharma 

Pvt., Ltd. 

Gut No. 215/1 & 

215/2, Khatwad 

Phata, At post: 

Talegaon,  

Taluka: Dindori, 

Dist: Nashik - 

422 202, 

Maharashtra 

State, India 

Form-5 

 

New License  

 

24-06-2014  

840 R&I 

 

 

Rs.100,000/- 

 

Rs 260 / Pack 

2 × 7‘s or as 

per SRO 

 

NEXIUM 

40mg  

Delayed 

release Capsule 

AstraZeneca 

USFDA 

 

 

NEXUM 

40mg Capsule 

Getz 

 

1. GMP 

certificate valid 

until 04-07-2014. 

 

Approved. RB 

authorized 

Chairman for 

issuance of 

registration letter 

after submission of 

legalized GMP of 

pellets 

manufacturer and 

change in brand 

name. 

 

103.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

Titrazole 

Capsule 20mg 

 

Each capsule 

contains: 

Form-5 

 

New License  

 

24-06-2014  

PRILOSEC 

20mg  

Delayed 

release Capsule 

AstraZeneca 

1. GMP 

certificate valid 

until 04-07-2014. 

 

Approved. RB 

authorized 

Chairman for 

issuance of 

registration letter 
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Enteric coated 

pellets (8.5%) of 

Omeprazole 

……20 mg  

 

(Proton pump 

inhibitor) 

 

Finished 

Product 

Specifications 

are USP. 

 
Source of 
Pellets 
M/s Precise 

Chemipharma 

Pvt., Ltd. 

Gut No. 215/1 & 

215/2, Khatwad 

Phata, At post: 

Talegaon,  

Taluka: Dindori, 

Dist: Nashik - 

422 202, 

Maharashtra 

State, India 

842 R&I 

 

 

Rs.100,000/- 

 

Rs 250 / Pack 

2 × 7‘s or as 

per SRO 

 

USFDA 

 

 

Risek 

20mg Capsule 

Getz 

 

after submission of 

legalized GMP of 

pellets 

manufacturer. 

 

104.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Flucan Capsule 

150mg 

Each capsule 

contains 

Fluconazole 

(USP) 

……………..…

150mg 

Antifungal 

Manufacturers 

specifications. 

Form-5 

 

New License  

 

24-06-2014  

842 R&I 

 

 

Rs.20,000/- 

 

Rs 350 / Pack 

1 × 1‘s or as 

per SRO 

 

Diflucan 

150mg Capsule 

BNF 

 

 

Diflucan 

150mg Capsule 

M/s Pfizer 

 

 Approved. 

105.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Racedo Capsule 

100mg 

Each capsule 

contains 

Racecadotril 

…100 mg  

 

(Anti Diarrheal) 

 

Form-5D 

 

New License  

 

15-09-2014  

194 R&I 

 

 

Rs.50,000/- 

HIDRASEC 

100mg 

UK 

 

1) Reference and 

data of various 

international 

clinical studies 

has been 

provided. 

2) Stability Study 

data per ICH / 

WHO guidelines 

Deferred for: 

1. Expert opinion 

of Brig.Amjad 

Salamat MH, 

Rwp; Prof.Syed 

Irfan, BBH and 

Prof.Rauf Niazi, 

PIMS &  

2. provision of  
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Manufacturers 

specifications 

 

 

10‘s as per 

brand leader 

 

(Zone IV-A) has 

not been 

provided. 

However, the 

firm, having new 

manufacturing 

license, has 

provided an 

undertaking to 

conduct stability 

studies as per 

guidelines 

approved by 

Registration 

Board. A 

protocol for 

stability studies 

is also provided. 

Stability studies. 

106.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Algesic-DS 

200mg 

 

Liquid 

Suspension 

Each 5ml 

contains:- 

Ibuprofen 

(B.P)...200mg 

 

( NSAID‘s, 

antipyretic ) 

 

B.P  

specifications 

Form-5 

 

New License  

 

24-06-2014  

838 R&I 

 

 

Rs.20,000/- 

 

Rs 60 / Pack 

90ml or as per 

SRO 

 

 

Advil Pediatric 

Drops  

200 mg/5 mL 

Ibuprofen  

oral suspension 

Health Canada 

 

Brufen DS 

Suspension 

200mg / 5ml 

Abbott 

 

 Approved with 

change in brand 

name. 

107.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Algesic 100mg 

 

Liquid 

Suspension 

 

Each 5ml 

contains:- 

Ibuprofen 

(B.P)...100mg 

 

( NSAID‘s, 

antipyretic ) 

 

B.P  

specifications 

 

Form-5 

 

New License  

 

24-06-2014  

829 R&I  

 

 

Rs.20,000/- 

 

Rs 36 / Pack 

90ml or as per 

SRO 

 

Children‘s 

Advil  

100mg/5mL 

Ibuprofen oral 

suspension 

Health Canada 

 

 

Brufen 

Suspension 

100mg / 5ml 

Abbott 

 Approved with 

change in brand 

name. 

108.  M/s. TITLIS 

Pharma 528-A 

Irobest Syrup 

 

Form-5 

 

 

 

 Approved. 
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Sundar Industrial 

Estate, Lahore 

 

Each 5ml 

contains:- 

Iron (III) 

Hydroxide 

Polymaltose 

Complex          

eq. to Elemental 

Iron……50mg 

 

(Anti-Anaemic, 

HAEMATINIC) 

 

Manufacturer 

Specification 

New License  

 

24-06-2014  

826 R&I 

 

 

Rs.20,000/- 

 

Rs 200 / Pack 

120ml 

 

FERFIX 

Getz 

109.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Titlac Syrup 

 

Each 5ml 

contains:- 

Lactulose 

USP…. 3.35gm 

 

(Laxative) 

 

BP Specification 

 
Source 
Fresenius Kabi 

Austria GmbH, 

Estermannstrass

e 17, 4020 Linz, 

Austria 

Form-5 

 

New License  

 

24-06-2014  

831 R&I 

 

 

Rs.100,000/- 

 

Rs 175/- Pack 

120ml or As 

per SRO 

 

DUPHALAC 

3.35g/ml 

MHRA 

 

LILAC 

3.35g/ml 

Getz 

1. GMP 

certificate of the 

source of 

Lactulose dated 

13-02/2012 with 

the statement that 

this certificate 

reflects the status 

of manufacturer 

at the time of 

inspection (31-

01-2012) and 

should not be 

relied upon to 

reflect the 

compliance status 

if more than three 

years have 

elapsed since the 

date of that 

inspection. 

Deferred for 

product specific 

inspection by 

concerned Director 

DTL & area FID & 

provision of 

legalized GMP of 

source. 

110.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Kufnil Syrup 

 

Each 5ml 

contains:- 

Ammonium 

chloride 

………………

….. 30mg 

Aminophylline

…..32mg  

Diphenhydramin

e HCl 

………………... 

8mg 

Menthol …….. 

0.98mg 

Form-5 

 

New License  

 

24-06-2014  

828 R&I 

 

 

Rs.20,000/- 

 

 

Rs 80 / Pack 

120ml or As 

per SRO 

 

 

 

Hydrallin  

M/s Searle 

 Approved with 

change in brand 

name. 
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(Xanthine/antihi

stamine/ 

Expectorant) 

 

Manufacturer 

Specifications 

111.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Nidazole 

Suspension 

 

Each 5ml 

Contains: 

Metronidazole 

as Benzoate ….. 

200mg 

 

Anti-Amoebic  

 

Manufacturer‘s  

Specs           

Form-5 

 

New License  

 

24-06-2014  

827 R&I 

 

Rs.20,000/- 

 

Rs 32 / Pack 

60ml or as per 

SRO  

 

FLAGYL S 

200mg/5ml 

MHRA 

 

FLAGYL 

200mg/5ml 

Sanofi 

 Approved. 

112.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Titlix Syrup 

 

Each 5 ml 

contains: 

Acefylline 

Piperazine 

……………. 45 

mg  

Diphenhydramin

e 

 HCl ……….  8 

mg  

(Antihistamine  

Bronchodilator) 

 

Manufacturer 

Specifications 

Form-5 

 

New License  

 

24-06-2014  

835 R&I 

 

Rs.20,000/- 

 

Rs 60 / Pack 

120ml or as 

per SRO 

 

ACEFYL 

Cough Syrup 

Nabiqasim  

& 

M-CEFYL 

Munawar 

Pharma 

 Deferred for review 

of formulation by 

Review 

Committee. 

 

113.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Levorest Syrup 

Each 5 ml 

contains: 

Levocetirizine 

Dihydrochloride

……. 2.5 mg  

  

(Antiallergic / 

Antihistamine ) 

 

Manufacturer 

Specifications 

Form-5 

 

New License  

 

29-08-2014  

4000 R&I 

 

Rs.20,000/- 

 

60ml,  As per 

SRO 

 

XYZAL 

0.5mg/ml Oral 

Solution 

US FDA 

 

Neo-Sedil 

2.5mg/5ml 

Sami 

 Approved. 

114.  M/s. TITLIS 

Pharma 528-A 

Levolis Tablets 

500mg 

Form-5 

 

LEVAQUIN 

500mg film 

 

 

Approved. 
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Sundar Industrial 

Estate, Lahore 

 

 

Each Film 

Coated Tablet 

contains:- 

Levofloxacin (as 

hemihydrate)…

………500mg 

 

(Quinolone, 

Antibiotic) 

 

Manufacturer 

Specifications 

New License  

 

24-06-2014  

833 R&I 

 

 

Rs.20,000/- 

 

Rs 350 / Pack 

2×5‘s or as per 

SRO 

 

coated tablet 

Janssen 

Pharmaceutical

s 

US FDA 

 

 

LEFLOX 

500mg tablet 

Getz Pharma 

 

115.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Ciproxit Tablets 

500mg 

 

Each film coated 

tablet contains:- 

Ciprofloxacin as 

Hydrochloride 

……….. 500mg 

 

(Quinolone, 

antibiotic) 

 

USP  

Specifications 

Form-5 

 

New License  

 

24-06-2014  

836 R&I 

 

 

Rs.20,000/- 

 

Rs 500 / Pack 

1×10‘s or as 

per SRO 

CIPRO 

500mg f/c 

tablet 

Bayer 

US FDA 

 

CIPROXIN 

500mg tablet 

Bayer, Pakistan 

 Approved. 

116.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Degout Tablets 

40mg  

 

Each film coated 

Tablet contains:  

Febuxostat 

………. 40mg  

 

Xanthine 

Oxidase 

inhibitor  

 

Manufacturer 

Specifications 

 

Form-5 

 

New License  

 

24-06-2014  

825 R&I 

 

 

Rs.20,000/- 

 

Rs 475 / Pack 

1×10‘s or as 

per SRO 

 

ULORIC 

40mg tablets 

US FDA 

 

DEGOURIC 

40mg tablets 

Atco 

 Approved. 

117.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Gluconil Tablets 

500mg  

 

Each film coated 

Tablet contains:  

Metformin HCl 

…. 500mg  

 

Hypoglycemic 

Form-5 

 

New License  

 

24-06-2014  

837 R&I 

 

 

Rs.20,000/- 

GLUCOPHAG

E 

500mg tablets 

US FDA 

 

 

GLUCOPHAG

E 

500mg tablets 

 

 

Approved. 
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BP 

Specifications 

 

Rs 175 / Pack 

5×10‘s or as 

per SRO 

 

Merck 

 

118.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Moxitit Tablets 

400mg 

 

Each film coated 

tablet contains:  

Moxifloxacin as 

Hydrochloride 

……400mg 

 

Quinolones 

 

Manufacturer 

Specifications 

Form-5 

 

New License  

 

24-06-2014  

839 R&I 

 

Rs.20,000/- 

 

Rs 475 / Pack 

1×5‘s or as per 

SRO 

AVELOX 

400mg f/c 

tablet 

Bayer, USA 

 

 

AVELOX 

400mg 

Bayer, Pakistan 

 Approved. 

119.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Linaptin - M 

Tablets 2.5/1000 

mg  

 

Each film coated 

tablet contains  

Linagliptin 

………..2.5 mg 

Metformin 

Hydrochloride 

………………

… 1000mg 

(DPP - 

Biguanide)  

 

Manufacturers 

Specifications 

Form-5 

 

New License  

 

29-08-2014  

3999 R&I 

  

 

Rs.20,000/- 

 

2×7‘s  As per 

SRO 

 

JENTADUET

O 

2.5/1000mg 

f/c tablet 

USFDA 

 

Lina-Met 

2.5/1000mg 

tablet 

M/s CCL 

Pharmaceutical

s, Lahore 

Approved in 

the 243rd 

meeting of the 

Registration 

Board 

 Refer to Law 

Division for 

seeking opinion on 

Sindh High Court, 

Decision. 

120.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Linaptin - M 

Tablets 2.5/500 

mg  

 

Each film coated 

tablet contains  

Linagliptin 

………..2.5 mg 

Metformin 

Hydrochloride 

………………

Form-5 

 

New License  

 

29-08-2014  

4001 R&I 

  

 

Rs.20,000/- 

 

2×7‘s  As per 

SRO 

JENTADUET

O 

2.5/500mg 

f/c tablet 

USFDA 

 

Lina-Met 

2.5/500mg 

tablet 

M/s CCL 

Pharmaceutical

s, Lahore 

Approved in 

the 243rd 

 Refer to Law 

Division for 

seeking opinion on 

Sindh High Court, 

Decision. 
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… 500mg 

(DPP - 

Biguanide)  

 

Manufacturers 

Specifications 

meeting of the 

Registration 

Board 

121.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Levorest Tablets 

5 mg  

 

Each film coated 

tablet contains  

Levocetirizine 

dihydrochloride 

…….5 mg 

(Antiallergic, 

Antihistamine)  

 

Manufacturers 

Specifications 

 

Form-5 

 

New License  

 

29-08-2014  

3998 R&I 

  

 

Rs.20,000/- 

 

10s  As per 

SRO 

 

XYZAL 

f/c tablet 

5mg 

BNF 

 

BELAIR 

Bayer Health 

Care 

 Approved. 

122.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Bradin Tablets 5 

mg  

 

Each film coated 

tablet contains  

Ivabradine as 

hydrochloride 

…….…. 5 mg 

(Antianginal)  

 

Manufacturers 

Specifications 

Form-5 

 

New License  

 

15-09-2014  

204 R&I 

  

 

Rs.20,000/- 

 

10s  As per 

brand leader 

 

CORALAN 

5mg f/c tablet 

TGA 

 

SIVAB 

5mg tablet 

Getz 

 

IVATAB 

5mg tablet 

Nabiqasim 

 Approved. 

123.  M/s. TITLIS 

Pharma 528-A 

Sundar Industrial 

Estate, Lahore 

 

Bradin Tablets 

7.5 mg  

 

Each film coated 

tablet contains  

Ivabradine as 

hydrochloride 

….…. 7.5 mg 

(Antianginal)  

 

Manufacturers 

Specifications 

Form-5 

 

New License  

 

15-09-2014  

198 R&I 

  

 

Rs.20,000/- 

 

10s  As per 

brand leader 

 

CORALAN 

7.5mg f/c tablet 

TGA 

 

 

SIVAB 

7.5mg tablet 

Getz 

 

IVATAB 

7.5mg tablet 

Nabiqasim 

 

 Approved. 
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b. Veterinary Drugs 

S/N Name and 

address of 

manufacturer 

/ Applicant 

Brand Name 

(Proprietary name + Dosage 

Form + Strength) 

Composition 

Pharmacological Group 

Finished product 

Specification 

Type of Form 

Initial date, diary  

Fee including 

differential fee 

Demanded Price / 

Pack size 

Remarks on 

the 

formulation (if 

any) including  

International 

status in 

stringent drug 

regulatory 

agencies / 

authorities  

Me-too status  

GMP status as 

depicted in 

latest 

inspection 

report (with 

date) by the 

Evaluator 

Decision 

124.  M/s Hawk Bio 

Pharma (Pvt) 

Limited, 

Rawat 

Islamabad. 

 

(Oral Liquid 

Antibiotic) 

Cenatin Oral Liquid 

 

Each ml contains: 

Enrofloxacin (BP)…75mg 

Sulphamethoxypyri-dazine 

(EU.PH)…..75mg 

Sulphamethazine 

(BP)…..50mg 

Trimethoprim (BP)……25mg 

Antibiotic/ Antibacterial 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

949 

 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 500ml, 1 

Liter, 2.5 Liter, 5 

Liter 

Cina-TS of 

Leads Pharma 

Islamabad 

The firmwas 

inspected by the 

panel of 

inspectors on 

dates 06-05-

2014 and the 

panel 

recommended 

the grant of 

DML by of 

formulation of 

sections namely 

Antiobiotic oral 

powder 

(veterinary), 

Non Antibiotic 

Oral powder 

(veterinary), 

Approved. 
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antibiotic oral 

liquid 

(veterinary) and 

Non antibiotic 

oral liquid 

(veterinary) 

125.  -do- Enro-17 Oral Liquid  

Each ml contains:- 

Enrofloxacin 

(BP.Vet)………100mg 

Colistin Sulphate 

(BP/USP)……30mg 

Amantadine HCL 

(Eu.Ph)……40mg 

Antibiotic/Antiviral 

(Manufacturer) 

Form-5 

26-06-14 Dy No: 

947 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml, 1 Liter, 2.5 

Liter, 5 Liter 

Enrocane of 

Breeze Pharma 

Islamabad. 

Approved. 

126.  -do- Mycotrim-BS Liquid  

Each 1000ml contains:- 

Tylosin Tartrate (BP.Vet) 

……50gm 

Sulphamethoxypyridazine  

Sodium (Eu.Ph)……50gm 

Trimethoprim (BP)…… 

10gm 

Bromhexine HCL 

(Eu.Ph)…… 

5gm 

Antibiotic/Antibacterial/ 

Mucolytic 

Manufacturer 

Form-5 

26-06-14 Dy No: 

951 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 500ml, 1 

Liter, 2.5 Liter, 5 

Liter 

 

Complishell of 

Inshal Pharma 

Islamabad 

Approved. 

127.  -do- Boviscour Liquid 

Each ml contains:- 

Sulphadiazine (BP)…35.5mg 

Sulphadiamidine 

(BP)……28.4mg 

Neomycin Sulphate 

(BP)……1.8mg 

Hysocine Methylbromide 

…..0.04mg 

Pectin (USP)…...7.1mg 

Kaolin (BP)……103.3mg 

Form-5 

26-06-14 Dy No: 

945 

 

20,000/- 

 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 250ml. 

500ml, 1 Liter, 2.5 

Scour-X Oral 

Liquid of 

Selmore Pharma 

Lahore 

Approved. 
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Vitamin B1 (BP)……0.15mg 

Vitamin B2(BP)…….0.22mg 

Antidiarrhoeral 

Manufacturer 

Liter, 5 Liter 

 

 

128.  -do- Bio-Aflunex Liquid 

Each ml contains:- 

Enrofloxacin (BP. 

Vet)……100mg 

Colistin Sulphate 

(BP/USP)…….0.5 MIU 

Amantadine HCL 

(Eu.Ph.)……..40mg 

Bromhexine HCL 

(Eu.Ph)………5mg 

Antibiotic/Antibacterial 

/ Antiviral/Mucolytic 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

948 

 

20,000/- 

 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml, 1 Liter, 2.5 

Liter, 5 Liter 

Flumats Oral 

Liquid of D-

Maarson 

Pharmaceuticals 

Islamabad 

Approved. 

129.  -do- Poliflor Liquid  

Each ml contains:- 

Florfenicol 

(USP)…………….250mg 

Colistin Sulphate 

(USP/BP)……0.5 MIU 

Antibiotic/Antibacterial 

Manufacturer 

 

Form-5 

26-06-14 Dy No: 

944 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml, 1 Liter, 2.5 

Liter, 5 Liter 

Flocal Liquid of 

D-Marson 

Pharmaceuticals 

Islamabad 

Approved. 

130.  -do- Respidox-T Oral Liquid 

Each ml contains:- 

Tylosin Tartrate 

(BP.Vet)………………100mg 

Doxycycline HCL 

(Eu.Ph)……………..200mg 

Colistin Sulphate 

(BP/USP)……………0.5 

MIU 

Bromhexine HCL 

(Eu.Ph)……………….5mg 

Antibiotic/Antibacterial 

/Mucolytic 

Form-5 

 

26-06-14 Dy No: 

933 

 

20,000/- 

 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 500ml, 1 

Liter, 2.5 Liter, 5 

Liter 

CRD-COL 

Liquid of D-

Maarson 

Islamabad 

Approved. 
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Manufacturer  

131.  -do- 

 

Florum-23% Oral Liquid  

Each ml contains:- 

Florfenicol 

(USP)……230mg/ml 

 

Antibiotic/Antibacterial 

 

Manufacturer 

Form-5 

26-06-14 Dy No: 

942 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml, 1 Liter, 2.5 

Liter, 5 Liter 

Neoflox of 

Selmore 

Pharma Lahore 

Approved. 

132.  -do- Floxadin-C Oral Liquid 

 

Each ml contains:- 

Enrofloxacin (BP. 

Vet)………………..100mg 

Colistin Sulphate 

(BP/USP)……………35mg 

Amantadine HCL 

(Eu.Ph)………………40mg 

Antibiotic/Antiviral 

Manufacturer 

Form-5 

26-06-14 Dy No: 

932 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml, 1 Liter, 2.5 

Liter, 5 Liter 

CLIFLU of D-

Maarson 

Pharmaceuticals 

Islamabad. 

Approved. 

133.  -do- Typhonil-C Liquid 

Each ml contains:- 

Florfenicol 

(USP)……………….230mg 

Colistin Sulphate 

(BP/USP)…….0.5 MIU 

Antibiotic/Antibacterial 

Manufacturer 

Form-5 

26-06-14 Dy No: 

932 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 500ml, 1 

Litre, 2.5 Litre, 5 

Litre 

 

Flotin of D-

Maarson 

Pharmaceuticals 

Islamabad 

Approved. 

134.  -do- 

(Oral Liquid 

Non-

Antibiotic) 

Flukazole Drench 

Each ml contains:- 

Oxyclozanide 

(BP.Vet)……62.50mg 

Oxfendazole 

(BP.Vet)………22.65mg 

(Anthelmintic). 

Form-5 

26-06-14 Dy No: 

958 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

Oxanid Liquid 

of GSK 

Pakistan 

Approved. 
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Manufacturer 50ml, 100ml, 

500ml 

 Litre, 2.5 Litre, 5 

Litre, 10 Litre 

135.  -do- Oxamex 2.265% Suspension 

Each ml contains:- 

Oxfendazole 

(BP.Vet)…………22.65mg 

 

Anthelmintic 

BP 

Form-5 

 

26-06-14 Dy No: 

959 

 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 450ml, 

500ml, 1 Litre, 2.5 

Litre, 5 Litre, 10 

Litre 

Fentadol of 

Leads Pharma 

Islamabad. 

Approved. 

136.  -do- Alba-Super 2.5% Suspension  

Each ml contains:- 

Albendazole 

(BP.Vet)………….25mg 

Anthelmintic 

Manufacturer 

 

Form-5 

26-06-14 Dy No: 

961 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 450ml, 

500ml, 1 Litre, 2.5 

Litre, 5 Litre, 10 

Litre 

Bental 

Suspension of 

Islamabad 

Pharmaceutical 

Product. ISB 

Approved. 

137.  -do- Parazole Suspension 

Each ml contains:- 

Oxyclozanide 

(BP.Vet)….30mg 

Levamisole (BP.Vet)…… 

15mg 

Anthelmintic 

Manufacturer  

Form-5 

26-06-14 Dy No: 

966 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 250ml, 

500ml, 1 Litre, 2.5 

Litre, 5 Litre, 10 

Litre 

Levazan 

suspension of 

star Labs 

Lahore 

Approved. 

138.  -do- P-Cox 2.5% Oral Liquid 

 Each ml contains:- 

Form-5 

26-06-14 Dy No: 

Emicox of 

Leads Pharma 

Approved. 
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Toltrazuril (BP)……..25mg 

Anticoccidial 

Manufacturer 

956 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 500ml, 1 

Litre 

5 Litre 

ISB. 

 

139.  -do- Endoex 8.75% Liquid 

 Each ml contains:- 

Triclabendazole 

(BP.Vet)……………50mg 

Levamisole HCL 

(BP.Vet)………….37.5mg 

Anthelmintic 

Manufacturer 

Form-5 

26-06-14 Dy No: 

954 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml 

1 Litre, 5 Litre 

Trifas of Leads 

Pharma 

Islamabad 

Approved. 

140.  -do- Endoex 19.5% Liquid 

 Each ml contains:- 

Triclabendazole 

(BP.Vet)……………120mg 

Levamisole HCL 

(BP.Vet)…………….75mg 

Anthelmintic 

Manufacturer  

Form-5 

26-06-14 Dy No: 

960 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml 

1 Litre, 5 Litre 

Endosym of 

Syman Pharma 

Approved. 

141.  -do- Levomex Drench 

Levamisole HCL 

(BP.Vet)………….1.5% 

Anthelmintic 

Manufacturer 

 

 

Form-5 

26-06-14 Dy No: 

957 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

100ml, 150ml, 1 

Litre, 2.5 Litre, 5 

Litre, 10 Litre 

Nilworm of ICI 

Pakistan 

Approved. 

142.  -do- Endoplus 5.1% Sheep Oral 

Suspension 

Each ml contains:- 

Form-5 

26-06-14 Dy No: 

962 

Endoplus of 

Biolabs 

Islamabad 

Approved 

with change 

in brand 
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Triclabendazole 

(BP.Vet)…………50mg 

Ivermectin 

(BP.Vet)……………….1mg 

Anthelmintic 

Manufacturer 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml 

1 Litre, 2.5 Litre, 5 

Litre 

 

Applied name 

resemles with 

the already 

registerd name. 

 

name. 

143.  -do- Endoplus 12.2% Cattle Oral 

Suspension 

Each ml contains:- 

Triclabendazole 

(BP.Vet)……….120mg 

Ivermectin 

(BP.Vet)………2mg 

Anthelmintic 

Manufacturer 

Form-5 

26-06-14 Dy No: 

963 

20,000/- 

Decontrolled/White  

Bottle with 

aluminum seal of 

50ml, 100ml, 

500ml 

1 Litre, 2.5 Litre, 5 

Litre 

Endoplus of 

Biolabs 

Islamabad 

 

Applied name 

resemles with 

the already 

registerd name. 

 

Approved 

with change 

in brand 

name. 

144.  -do- 

(Oral Powder 

Antibiotic) 

Linco-Gold Powder  

Each gm contains:- 

Colistin Sulphate 

(Eu.Ph)…………800,000 IU 

Lincomycin HCL 

(BP)…………………100mg 

(Polypeptide  

Antibiotic/Antibacterial 

Manufacturer 

 

Form-5 

26-06-14 Dy No: 

938 

 

20,000/- 

Decontrolled\pack 

size of 

100gm,500gm,1 

Kg, 2.5 Kg, 5 Kg, 

25Kg 

Vety Lincoco of 

Leads Pharma 

Islamabad 

Approved. 

145.  -do- Penta-Gold Powder 

Each1000gm contains: 

Doxycyline  

HCL (EU.PH)……..200gm 

Tylosin Tartrate  

(BP VET)………100g 

Colistin  

sulphate 

(BP/USP)………..500MIU 

Bromhexine  

HCL (EU.PH)………..5g 

Form-5 

 

26-06-14 Dy No: 

936 

 

20,000/- 

 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 2.5 Kg, 5 Kg 

Virox-TD 

Powder of 

Leads Pharma 

Islamabad. 

Approved. 
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Amantadine HCL  

(EU.)--…………40g 

Antibiotic/Antiviral/ 

Mucolytic 

Manufacturer 

 

146.  -do- NCCS Oral Powder  

Each gm contains:- 

Chlortetracycline HCL 

(USP)………200mg 

Neomycin Sulphate 

(USP)…………...60mg 

Colistin Sulphate 

(BP)……………….10mg 

Streptomycin Sulpahte 

(USP)………..20mg 

Antibacterial/Antibiotic 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

940 

 

20,000/- 

 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 2.5 Kg, 5 Kg 

 

Chlorocept of 

D-Maarson 

Pharmaceuticals 

Islamabad 

Approved. 

147.  -do- Multidox Oral Powder  

Each 100gm powder 

contains:- 

Doxycycline HCL 

(Eu.Ph)……………40gm 

Tylosin Tartrate 

(BP.Vet)……………..20gm 

Colistin Sulphate 

(B.P/USP)………….10gm 

Bromhexine HCL 

(Eu.Ph)…………….2gm 

Antibiotic/Mucolytic 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

935 

 

20,000/- 

 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 2.5 Kg, 5 Kg 

 

Brocotyde of 

Univet Pharma 

RWP 

Approved. 

148.  -do- Emricide-AK Oral Powder  

Each Kg contains:- 

Amprolium HCL 

(BP/USP)……166gm 

Sulphaquinoxaline Sodium 

(BP. Vet)…166gm 

Colistin Sulphate 

(BP)……500 MIU 

Vitamin A (USP)……5 MIU 

Vitamin K3 (BP)…….5gm 

(Antibiotic/Vitamins/ 

Form-5 

 

26-06-14 Dy No: 

939 

 

20,000/- 

 

Decontrolled\pack 

size of 100gm, 

500gm, 1 Kg, 2.5 

Kg 

DM-Cide WSP 

of D-Maarson 

Pharmaceuticals 

Islamabad  

Approved. 
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Anticoccidial 

Manufacturer 

5 Kg 

 

 

149.  -do- Comentacin Oral Powder  

Each 100gm contains:- 

Enrofloxacin  

(BP. Vet)…… 

10gm 

Colistin Sulphate 

(BP/USP)…. 

.3.5gm 

Amantadine HCL 

(Eu.Ph)…… 

4gm 

(Antibiotic/Antibacterial/ 

Antiviral). 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

934 

 

20,000/- 

 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 2.5 Kg, 5 Kg 

 

Intracin Plus of 

Leads Pharma 

Islamabd. 

Approved. 

150.  -do- D-Flutyl Powder  

Each gm contains:- 

Doxycycline HCL 

(Eu.Ph)……200mg 

Tylosin Tartrate 

(BP.Vet)……100mg 

Amantadine HCL 

(Eu.Ph)……40mg 

(Antibiotic/Antibacterial/ 

Antiviral). 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

937 

 

20,000/- 

 

Decontrolled\pack 

size of 

10gm,100gm 

500gm, 1 Kg, 2.5 

Kg 

5 Kg 

Respi-Flu 

Powder of 

Inshal Pharma 

Approved. 

151.  -do- Bio-Nilscour Oral Powder  

Each 12gm contains:- 

Neomycin Sulphate 

(USP)……400mg 

Streptomycin Sulphate 

(USP)……400mg 

Sulphaquanidine 

(BP)………4gm 

Kaolin (USP)……4gm 

Pectin (USP)………400mg 

Bismuth Subnitrate 

Form-5 

26-06-14 Dy No: 

946 

20,000/- 

Decontrolled\pack 

size of 12gm, 

60gm, 100gm, 

250gm 

500gm, 1 Kg, 2.5 

Kg, 5 Kg 

 

Diarroban 

Powder of Star 

Labs Lahore 

Approved. 
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(USP)……2gm 

Vitamin A (USP)……80,000 

IU 

Antibiotic/Antidiarrhoeral 

Manufacturer 

152.  -do- Enteroflor Oral Powder  

Each gm contains:- 

Florfenicol (USP)…….150mg 

Oxytetracycline HCL 

(Eu.Ph)….150mg 

Antibiotic/Antimicrobial 

Manufacturer 

Form-5 

26-06-14 Dy No: 

941 

20,000/- 

Decontrolled\pack 

size of 10gm, 

100gm 

500gm, 1 Kg, 2.5 

Kg 

5 Kg 

 

ST-Floxy 

Powder of 

Leads Pharma 

Islamabad 

Approved. 

153.  -do- Poli-50 Oral Powder 

 Each gm contains:- 

Colistin Sulphate 

(Eu.Ph)…………5,000,000 

IU 

(Polypeptide  

Antibiotic/Antibacterial 

 

 

Form-5 

26-06-14 Dy No: 

941 

20,000/- 

Decontrolled\pack 

size of 10gm, 

100gm 

500gm, 1 Kg, 2.5 

Kg 

5 Kg 

Colistin Forte 

of D-Maarson 

Pharmaceuticals 

Islamabad 

Approved. 

154.  -do- 

Oral Powder 

Non-

Antibiotic 

Bio-Gumbonil Oral Powder  

Each 100gm contains:- 

Ammonium Chloride 

(BP)……………70gm 

Methionine (BP)………10gm 

Sorbitol (BP)…………5gm 

Vitamin A (BP)……..150,000 

IU 

Vitamin C (BP)……10gm 

Urinary Acidifier, 

Diuretic/Vitamin 

Manufacturer 

Form-5 

26-06-14 Dy No: 

925 

20,000/- 

 

Decontrolled\pack 

size of 100gm, 

500gm, 1 Kg, 5 Kg 

10 Kg 

 

Gumbore-X of 

Biolabs 

Islamabad. 

Approved. 

155.  -do- Solorenal Oral Powder  

 

Each 100gm contains:- 

Form-5 

 

26-06-14 Dy No: 

Biomed Powder 

of BioLabs 

Islamabad 

Approved. 
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Methanamine Mandelate 

(USP)……95gm 

Vitamin B1 

(USP)…………………800mg 

Vitamin B2 

(USP)…………………920mg 

Vitamin K3 

(USP)…………………200mg 

Urinary Antiseptic, 

Diuretic/Vitamins 

Manufacturer 

964 

 

20,000/- 

 

Decontrolled\pack 

size of 100gm, 

500gm, 1 Kg, 5 Kg 

10 Kg 

 

156.  -do- Lamex-15% Oral Powder 

 Each gm contains:- 

Levamisole HCL (BP 

Vet)………150mg 

Anthelmintic 

Manufacturer 

Form-5 

26-06-14 Dy No: 

923 

20,000/- 

Decontrolled\pack 

size of 20gm, 

50gm, 100gm, 

500gm, 1 Kg 

5 Kg 

Medimisole 

Powder of 

Medivet 

Pharma 

Approved. 

157.  -do- Lamex-50% Oral Powder  

Each gm contains:- 

Levamisole HCL (BP 

Vet)………500mg 

Anthelmintic 

Manufacturer 

Form-5 

26-06-14 Dy No: 926 

20,000/- 

Decontrolled\pack size 

of 10gm, 100gm 

500gm,1 Kg, 5 Kg 

10 Kg 

Anthiy of Leads 

Pharma 

Islamabad. 

Approved. 

158.  -do- Ektaban Oral Powder  

Each gm contains:- 

Trichlorfon 

(USP)………960mg 

Anthelmintic 

/Endo/Ectoparasiticide 

(Manufacturer) 

Form-5 

26-06-14 Dy No: 

965 

20,000/-

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 5 Kg, 25 Kg 

Ectofan of Prix 

Pharmaceuticals 

Lahore 

Approved. 

159.  -do- Bio-Aspervet-C Oral Powder  

Each gm contains:- 

Acetyl Salicylic Acid 

(BP)…………..200mg 

Vitamin C 

(BP)…………600mg 

(Antipyretic/Analgesic 

Form-5 

26-06-14 Dy No: 

931 

20,000/- 

Decontrolled\pack 

size of 50gm, 

100gm, 500gm, 1 

Medi-CA 

powder of 

Medivit Pharma 

Approved. 
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/Antistress) 

Manufacturer 

Kg, 5 Kg 

10 Kg 

160.  -do- Mega Flusher Oral  

Powder 

Each gm contains:- 

Furosemide 

(BP.Vet)……………20mg 

Extract Belladonna 

(USP)………..2mg 

Diuretic/Antispasmodic 

Manufacturer 

Form-5 

26-06-14 Dy No: 

930 

20,000/- 

Decontrolled\pack 

size of 50gm, 

100gm, 200gm, 

250gm, 500gm, 1 

Kg, 2 Kg, 2.5Kg, 5 

Kg, 10Kg 

Frusenal 

Powder of 

Leads Pharma 

Islamabad . 

Approved. 

161.  -do- Allfon-98 Oral Powder 

 Each gm contains:- 

Trichlorforn 

(USP)………980mg 

(Anthelmentics 

/Endo/Ectoparasiticide) 

Manufacturer 

Form-5 

26-06-14 Dy No: 

928 

20,000/- 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 5 Kg 

Chrofon of MS 

International 

Pharma Lab 

Lahore 

Approved. 

162.  -do- Acecorb-C Oral Powder  

Each gm contains:- 

Acetyl Salicylic Acid 

(BP)…………..67mg 

Vitamin C (BP)………200mg 

(Antipyretic/Analgesic/ 

Antistress) 

Manufacturer 

Form-5 

 

26-06-14 Dy No: 

929 

20,000/- 

Decontrolled\pack 

size of 10gm, 

100gm, 500gm, 1 

Kg, 5 Kg 

Sali-C of 

Selmore 

Pharmaceuticals 

Lahore 

Approved. 

163.  -do- Bio-Vita Punch  Oral  Powder  

Each 100gm contains:- 

Vit-A (BP/USP)………4gm 

Vit-D3 (BP/USP)…….0.8gm 

Vit-E (BP/USP) ……..0.8gm 

Vit-C (BP)………2gm 

Vit-K3 (USP)……1gm 

Vit-B1 (USP)….…0.1gm 

Vit-B2 (USP)……0.4gm 

Vit-B6 (USP)……0.3gm 

Nicotinamide (USP)…….3gm 

Ca-D-Pantothenate 

Form-5 

26-06-14 Dy No: 

924 

20,000/- 

Decontrolled\pack 

size of 100gm, 

500gm, 1 Kg, 5 Kg, 

10 Kg, 20 Kg 

 

Vety- 

Stresscheck of 

Leads Pharma 

Islamabad.  

Approved. 
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(USP)……1gm 

Folic Acid (USP)….0.2gm 

Biotin (USP)……0.5gm 

Vit-B12 

(USP)………0.002gm 

L-Lysine HCL 

(BP)…….1.5gm 

DL-Methionine 

(BP)..…1.5gm 

Vitamin/amino Acid 

Manufacturer 

 

Case No.04.  Registration Applications of New / Additional sections. 

Evaluator – II 

S/N

. 

Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary name 

+ Dosage Form + 

Strength) 

Composition 

Pharmacological 

Group 

Finished product 

Specification 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differentia

l fee 

Demanded 

Price / 

Pack size 

Remarks on the formulation (if 

any) including  International 

status in stringent drug 

regulatory agencies / 

authorities  

Me-too status  

GMP status as depicted in 

latest inspection report (with 

date) by the Evaluator 

 

Decision 

164.  M/s. Shrooq 

Pharmacetuicals 

(Pvt) Ltd., 21-Km 

Ferozepur Road, 

Lahore. 

Additional 

Sections granted 

vide letter No. 

F.6-2/2013-Lic 

(M-233) dated 07-

04-2014 

1.Injection 

(General) 

Ampoules 

2. Vial Infusion 

Moven IM/IV 

Injection 

Each 3ml contains:- 

Diclofenac sodium 

(U.S.P)….75mg 

(NSAID) 

(Manufacturer‘s 

Spec.s) 

 

    Form 5 

 

27-3-2014 

(609)  

Rs.20,000/ 

 

As Per 

SRO/5‘s 

BNF. Voltarol (Novartis) 

 

Voltral (Novartis) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyzer & liquid 

particle counter. 
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165.  -do-  Maxlum IM 

Injection 

Each ml contains:- 

Artemether….80m

g 

(Antimalarial) 

(Manufacturer‘s 

Spec.s) 

 

Form 5 

 

31-3-2014 

(611)  

Rs.20,000/ 

 

As Per 

SRO/1ml 

Not confirmed in Stringent 

DRA,s 

 

Artem (Hilton) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

2. Antimalarial drug.  

Availability not confirmed in 

Stringent DRA,s . Firm 

provided reference of China 

for proof of international 

availability. 

Deferred in the light of 

recommendations by  

Malaria Control 

Programme  

166.  -do- D-Fast  

Injection 

Each  ml contains:- 

Cholecalciferol 

(B.P)….5mg 

(Vitamin D 

Analogue) 

(B.P Spec.s) 

Form 5 

 

31-3-2014 

(612)  

Rs.20,000/ 

 

As Per 

SRO/1 amp 

Not confirmed in Stringent 

DRA,s. 

 

Indrop-D (Neutro) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

2. Availability not confirmed in 

Stringent DRA,s . Firm 

provided reference of 

Bangladesh for proof of 

international availability. 

Formulation has been 

mentioned in B.P in 0.75% 

w/v strength. Applied 

strength is 0.5% 

Deferred for 

confirmation of Liquid 

particle counter. 

167.  -do- Rise I.V 

Injection 

Each ml contains:- 

Iron Sucrose 

complex equivalent 

to elemental 

Iron….20mg 

(Anti-anemia) 

(USP Spec.s) 

Form 5 

 

31-3-2014 

(618)  

Rs.20,000/ 

 

As Per 

SRO/ 5‘s 

BNF :  Venofer 

(Vifor) 

 

Neufer (Neutro) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

Deferred for TOC 

analyser &  liquid 

particle counter 
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particle counter are under 

the process of procurement 

168.  -do- Nalbuf  

Injection IM/IV 

Each ml contains:- 

Nalbuphine 

Hydrochloride…..1

0mg 

(Opioid agonist-

antagonist) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

31-3-2014 

(619)  

Rs.20,000/ 

 

As Per 

SRO/ 10‘s 

FDA: Nalbuphine Hydrochloride 

Inj (Hospira) 

 

Buphain (Healthtek) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC  

analyser & liquid 

particle counter. 

169.  -do- Fludec IM 

Injection 

Each ml contains:- 

Fluphenazine 

Decanoate 

(B.P)…..25mg 

(Antipsychotic) 

(B.P Spec.s) 

Form 5 

 

31-3-2014 

(613)  

Rs.20,000/ 

 

As Per 

SRO/ 1‘s 

BNF:  Modecate 

(Sanofi-Aventis) 

 

Flucate (Akhai) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for 

confirmation of liquid 

particulate counter.  

170.  -do- Ligcaine   

Injection 

Each 2ml contains:- 

Lignocaine HCl 

(USP)…..20mg 

(Local Anaesthetic) 

(USP Spec.s) 

Form 5 

 

31-3-2014 

(614)  

Rs.20,000/ 

 

As Per 

SRO/ 100 

amp 

BNF:   Lidocaine (Non-

proprietary)  

 

Epocain (Epoch) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 
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171.  -do- Life-Line  

Injection 

Each ampoule 

contains:- 

Water for injection 

(U.S.P)….5ml 

(Water for 

Injection) 

(USP Spec.s) 

Form 5 

 

31-3-2014 

(616)  

Rs.20,000/ 

 

As Per 

SRO/5ml× 

500 amp 

BNF:  Water for Injection 

 

WFI (Saturn Pharma) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

172.  -do- Hirex IM/IV 

Injection 

Each ml contains:- 

Mecobalamin……

……...500mcg 

(Active 

endogenous 

coenzyme form of 

vitamin B12) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

31-3-2014 

(615)  

Rs.20,000/ 

 

As Per 

SRO/1ml 

Vancomin 

Dainippon Sumitomo, Japan 

 

Cobolmin (Macter) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

173.  -do- Zupenth IM 

Injection 

Each ml contains:- 

Zuclopenthixol 

Decanoate 

(B.P)……..50mg 

(Typical 

antipsychotic drug 

of  thioxanthene 

class) 

(B.P Spec.s) 

 

Form 5 

 

31-3-2014 

(617)  

Rs.20,000/ 

 

As Per 

SRO/1×2m

l ampoule 

Not confirmed in Stringent 

DRA,s 

 

Clopixol Acuphase Injection  

(Lundbeck) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

2. International availability in 

stringent DRA,s not 

confirmed.  Firm provided 

reference of India for proof 

of international availability.  

Deferred for 

international 

availability & 

confirmation of 

Particulate counter. 

174.  -do- 

(Vial Infusion 

Section) 

Paraceq IV 

Infusion 

Each 100ml 

contains:- 

Paracetamol…1.0g

m 

(Mild analgesic) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

11-4-2014 

(690)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF. Perfalgan 

(Bristol-Myers Squibb) 

 

Provas (Sami) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

Deferred for TOC 

analyser &  liquid 

particle counter 

http://www.drugs.com/international/vancomin.html
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particle counter are under 

the process of procurement 

175.  -do- Occunet I.V 

Infusion 

Each 250ml 

Contains:- 

Moxifloxacin (as 

Hydrochloride) 

(B.P)….400mg 

(Quinolone) 

(Manufacturer‘s 

Spec.s) 

 

Form 5 

 

27-3-2014 

(563)  

Rs.20,000/ 

 

As Per 

SRO/1×25

0ml 

BNF:  Avelox (Bayer) 

 

Molox (CCL) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. Firm has RW-500 vial filling 

Machine which has filling 

range of 2-100ml, However 

Firm claims that its range 

can be increase to 250ml. 

2. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC & 

Liquid Particle counter. 

The confirmation of 

manufacturing facility 

requirement for large 

volume parenteral shall 

be sought out from 

directorate of Drug 

Licensing. 

176.  -do- Lefexy I.V  

Infusion 

Each 100ml 

contains:- 

Levofloxacin (as 

hemihydrate) 

(USP)….500mg 

(Quinolone) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

27-3-2014 

(562)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF:   Tavanic 

(Sanofi-Aventis)  

 

Epovel (Epoch) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

177.  -do- M.Cip I.V  

Infusion 

Each 100ml 

contains:- 

Ciprofloxacin (as 

Lactate)….200mg 

(Quinolone) 

(B.P Spec.s) 

Form 5 

 

27-3-2014 

(561)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF:    Ciproxin 

(Bayer)   

 

Novidate (Sami) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 
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178.  -do- Cozil I.V  

Infusion 

Each 50ml 

contains:- 

Fluconazole 

(B.P)….100mg 

(Antifungal 

triazole) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

27-3-2014 

(560)  

Rs.20,000/ 

 

As Per 

SRO/1×50

ml 

BNF:     Diflucan 

(Pfizer)    

 

Diflucan 

(Pfizer) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

179.  -do- Kenvid I.V 

Infusion 

Each 100ml 

contains:- 

Ofloxacin (as 

Hydrochloride)…

….200mg 

(Quinolone) 

(Manufacturer‘s 

Spec.s) 

Form 5 

 

27-3-2014 

(559)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF:      Tarivid (Sanofi-

Aventis)     

 

Tarivid (Sanofi-Aventis) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

180.  -do- Metical I.V  

Infusion 

Each 100ml 

contains:- 

Metronidazole 

(B.P)….500mg 

(Amoebicide) 

(B.P Spec.s) 

Form 5 

 

27-3-2014 

(565)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF:       Metrolyl 

(Sandoz)      

 

Flagyl (Sanofi-Aventis) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 

181.  -do- Linsix I.V 

Infusion 

Each 100ml 

contains:- 

Linezolid….200mg 

(Oxazolidinone,anti

biotic) 

Form 5 

 

27-3-2014 

(564)  

Rs.20,000/ 

 

As Per 

SRO/1×10

0ml 

BNF:        Zyvox 

(Pharmacia)       

 

Zolrest (Bosch) 

 

Grant of additional sections 

recommended. (11-12-2013) 

 

1. TOC anlayzer and liquid 

particle counter are under 

the process of procurement 

Deferred for TOC 

analyser &  liquid 

particle counter 
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Evaluator – III 

S/N Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary name + Dosage 

Form + Strength) 

Composition 

Pharmacological Group 

Finished product 

Specification 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differential 

fee 

Demanded 

Price / 

Pack size 

Remarks on the 

formulation (if 

any) including  

International 

status in stringent 

drug regulatory 

agencies / 

authorities  

Me-too status  

GMP status as 

depicted in latest 

inspection report 

(with date) by the 

Evaluator 

 

Decision 

182.  M/s Candid 

Pharmaceuticals, 

Opposite Pasrur 

Sugar Mills, 

Sialkot Road, 

Pasrur. 

 

Additional 

Section 

Cephalosporin ( 

oral dry powder 

05 Files) 

Candroxil dry powder 

Suspension 250mg/5ml 

 

Each 5ml of suspension 

(when reconstituted) contains: 

 Cefadroxil  as 

monohydrate…..250mg/5ml 

 

Cephalosporin 

 

USP 

 

 

Form 5 

 

Dy No. 213 

dated 

16/05/2014 

 

20,000/- 

 

Pack of 1‘s 

60ml bottle 

/ Rs.227/- 

Cefadroxil 

suspension of 

Ranbaxy 

Pharmaceuticals Inc 

approved by 

USFDA 

 

Duricef of GSK 

Karachi 

 

Inspection of the 

firm was conducted 

on 26-08-2013 by 

panel of inspectors 

and recommended 

for renewal of DML 

and grant of 

additional sections 

namely Capsule 

(General), Dry 

powder for 

injectable 

(Cephalosporin), 

Dry powder for 

Approved. 
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suspension 

(Cephalosporin). 

183.  -do- Kefxim Dry Powder 

Suspension 100mg/5ml 

 

Each 5ml of contains:- 

Cefixime as 

trihydrate…..100mg/5ml. 

Cephalosporin 

USP 

Form 5 

Dy No. 215 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s 

30ml bottle 

/ Rs.180/- 

Suprax of Lupin 

Pharmaceuticals Inc  

 

Fixval of GSK 

Karachi  

Approved. 

184.  -do- Kefxim dry powder 

suspension 200mg/5ml 

Each 5ml of suspension 

contains: 

Cefixime …..200mg/5ml. 

Cephalosporin 

USP 

Form 5 

Dy No. 218 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s 

30ml bottle 

/ Rs.300/- 

Suprax of Lupin 

Pharmaceuticals Inc  

 

Fixval of GSK 

Karachi  

Approved. 

185.  -do- Cefazid dry powder 

suspension 125mg/ 5ml 

Each 5ml of suspension  

contains:- 

Cephalexin….125mg/5ml 

Cephalosporin 

USP 

Form 5 

Dy No. 217 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s 

60ml bottle 

/ Rs.57/- 

Cephalexin of 

Ranbaxy 

Pharmaceuticals 

approved by 

USFDA 

 

Ceporex of GSK 

Karachi 

Approved. 

186.  -do- Candroxil dry powder 

suspension 125mg/ 5ml 

Each 5ml of suspension 

contains:- 

Cefadroxil as 

monohydrate…….125mg/5ml 

Cephalospori (USP) 

Form 5 

Dy No. 216 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s 

60ml bottle 

/ Rs.140/- 

Baxan of BMS 

(BNF61) 

 

Ag-Drox of Saydon 

Pharmaceuticals. 

Approved. 
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187.  -do- 

 

Additional 

Section 

Cephalosporin ( 

dry powder 

injectable, 11 

Files) 

Cebactum Injection 1gm 

(IM/IV) 

Each vial contains 

Cefoperazone sodium 

USP….500mg 

Sulbactum sodium 

USP….500mg 

Antibiotic 

Manufacturer 

Form 5 

Dy No. 212 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

As per 

SRO 

Not available in 

SRA‘s However the 

Registration Board 

approved the 

applied product in 

previous meetings 

due to its clinical 

importance. 

 

Cebac of Bosh 

Karachi 

Approved. 

188.  -do- Cebactum Injection 2gm 

(IM/IV) 

Each vial contains 

Cefoperazone sodium 

USP….1g 

Sulbactum sodium USP….1g 

Antibiotic 

Manufacturer 

Form 5 

Dy No. 210 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

As per 

SRO 

Not available in 

SRA‘s However the 

Registration Board 

approved the 

applied product in 

previous meetings 

due to its clinical 

importance. 

 

Cebac of Bosh 

Karachi  

Approved. 

189.  -do- Ceftazime Injection 250mg 

(IM/IV) 

Each vial contains 

Ceftazidime Pentahydrate 

sterile USP buffered with 

sodium carbonate sterile 

equivalent to   Ceftazidime 

….250mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 209 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.135/- 

Fortum of GSK Inc 

 

Fortum of GSK 

Karachi 

Approved. 
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190.  -do- Ceftazime Injection 500mg 

(IM/IV) 

Each vial contains 

Ceftazidime Pentahydrate 

sterile USP buffered with 

sodium carbonate sterile 

equivalent to   Ceftazidime 

….500mg  

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 219 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.200/- 

Fortum of GSK Inc 

 

Fortum of GSK 

Karachi 

Approved. 

191.  -do- Pamicef Injection 500mg 

(IM/IV) 

Each vial contains Cefepime 

Hydrochloride equivalent to 

Cefepime…..500mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 214 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.340/- 

Maxipime of 

Hospira Inc 

 

Maxipime of GSK, 

Karachi 

Approved. 

192.  -do- Pamicef Injection 1g (IM/IV) 

Each vial contains Cefepime 

Hydrochloride equivalent to 

Cefepime…..1g 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 341 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.600/- 

 

Maxipime of 

Hospira Inc 

 

MAxipime of GSK, 

Karachi 

Approved. 

193.  -do- Parazone Injection 250mg 

(IM/IV) 

Each vial contains 

Cefoperazone sodium (USP)  

equivalent to  Cefoperazone 

….250mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 207 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.95/- 

Not available in 

SRA‘s 

 

Ceprazone of Bosch 

Pharmaceuticals, 

Karachi 

Deferred for review 

of formulation by 

Review Committee. 

194.  -do- Parazone Injection 500mg 

(IM/IV) 

Each vial contains 

Cefoperazone sodium (USP)  

equivalent to  Cefoperazone 

….500mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 211 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.190/- 

Not available in 

SRA‘s 

 

Ceprazone of Bosch 

Pharmaceuticals, 

Karachi 

Deferred for review 

of formulation by 

Review Committee. 
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195.  -do- Roxime Injection 250 mg 

(IM/IV) 

Each vial contains 

Cefuroxime Sodium (USP) 

equivalent to 

Cefuroxime……250mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 208 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.180/- 

Zinacef of GSK 

 

Trucef of Syncro 

Pharmaceuticals 

Approved. 

196.  -do- Roxime Injection 750 mg 

(IM/IV) 

Each vial contains 

Cefuroxime Sodium (USP) 

equivalent to 

Cefuroxime……750mg 

Antibiotic (Cephalosporin) 

USP 

Form 5 

Dy No. 206 

dated 

16/05/2014 

20,000/- 

Pack of 1‘s/ 

Rs.127/- 

Cefuroxime Soduim 

of HIKMA 

Framacetica 

approved by 

USFDA 

 

Taracef of Mass 

Pharma Lahore. 

Approved. 

197.  M/s Wenovo 

Pharmaceuticals, 

Plot No 31, 32, 

Punjab 

Industrial Estate, 

Taxila, 

Rawalpindi. 

 

(Dry Powder 

Vial Injectable 

General) 

 

 

 

Novoes Injection 40 mg 

Each vial contains 

Esomeprazole 

sodium….….40mg 

PPI 

Manufacturer 

 

Evidence of availability of 

lyophillizer was asked from 

the firm and they have 

submitted that they don‘t 

have lyophilizer but they will 

use ready to fill lyophillized 

powder. The firm has now 

given the undertaking for not 

to claim the applied 

formulation as lyophillized. 

 

Note: The wording of 

―Lyophilized‖ has therefore 

been omitted. 

Form 5 

Dy No. 540 

dated 

03/06/2014 

20,000/- 

As fixed by 

Govt  

 

Lyophillized ( 

freeze dried) 

formulations are 

available in SRA‘s 

e.g Nexium of 

AstraZeneca 

Nexum of Getz, 

Karachi 

Inspection of the 

firm was conucted 

on 14-05-2014 by 

the panel of 

inspectors and 

recommended the 

grant of additional 

sections namely Dry 

powder injection 

(cephalosporin), 

Oral dry powder 

injection 

(Cephalosporin), 

Dry powder sachet 

(Cephalosporin), 

Approved. The firm 

shall not claim the 

formulation as 

Lyophilized. 
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Dry powder vial 

injectable (General) 

and Liquid ampoule 

(SVP) 

198.  -do- Novomep Injection 40mg 

 

Each vial contains 

Omeprazole ……….….40mg 

 

PPI 

Manufacturer 

 

Evidence of availability of 

lyophillizer was asked from 

the firm and they have 

submitted that they don‘t 

have lyophilizer but they will 

use ready to fill lyophillized 

powder. The firm has now 

given the undertaking for not 

to claim the applied 

formulation as lyophillized. 

 

Note: The wording of 

―Lyophilized‖ has therefore 

been omitted. 

Form 5 

 

Dy No. 539 

dated 

03/06/2014 

 

20,000/- 

 

As fixed by 

Govt  

 

Lyophillized ( 

freeze dried) 

formulations are 

available in SRA‘s 

(Omeprazole of 

Sandoz Australia 

Approved by TGA) 

 

Risek of Getz 

Karachi 

 

 

Approved. The firm 

shall not claim the 

formulation as 

Lyophilized. 

199.  -do- 

Dry Powder 

Sachet 

Ceplosporin) 

Novocef Sachet 100mg 

Each sachet contains cefixime 

trihydrate eq to 

cefixime……100mg 

Antibiotic 

Manufacturer 

Form 5 

Dy No. 533 

dated 

03/06/2014 

20,000/- 

As fixed by 

Govt  

Not found in SRA‘s 

but firm has 

submitted the 

reference of oral 

suspension 

100mg/5ml, 60ml 

bottle of MHRA 

 

Coover of 

Deferred for review 

of formulation by 

Review Committee. 
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Winbrains Research 

Labs, Hattar 

200.  -do- 

(Oral Dry 

Powder 

Suspension 

Cephalosporin) 

Novocef Dry Suspension 

100mg/ 5ml 

Each 5ml after  reconstitution 

contains cefixime trihydrate 

eq to cefixime……100mg 

Antibiotic 

USP 

Form 5 

Dy No. 533 

dated 

03/06/2014 

20,000/- 

As per 

policy  of 

MOH 

Suprax of Lupin 

Pharmaceuticals 

approved by 

USFDA 

 

Cefmoon of 

Caraway 

Pharmaceuticals, 

Islamabad 

Approved. 

201.  -do- Novocef Dry Suspension 

200mg/ 5ml 

Each 5ml after  reconstitution 

contains cefixime trihydrate 

eq to cefixime……200mg 

Antibiotic 

USP 

Form 5 

Dy No. 525 

dated 

03/06/2014 

20,000/- 

As per 

policy  of 

MOH 

Suprax of Lupin 

Pharmaceuticals 

approved by 

USFDA 

 

Cefmoon of 

Caraway 

Pharmaceuticals, 

Islamabad 

Approved. 

202.  -do- 

(Dry Powder 

Injection 

Cephalosporin) 

Wenocef Injection 1gm (IV) 

Each vial contains 

Ceftriaxone Sodium USP 

equivalent to Ceftriaxone….. 

1gm 

Antibiotic, Cephalosporin 

USP 

Form 5 

Dy No. 625 

dated 

04/03/2014 

20,000/- 

As per 

policy  of 

MOH 

Ceftriaxone of 

Baxter Health Care 

approved by 

USFDA 

 

Getofin of Getz 

Karachi 

 

Approved. 

203.  -do- Wenocef Injection 500 (IV) 

Each vial contains 

Ceftriaxone Sodium USP 

equivalent to Ceftriaxone….. 

500mg 

Antibiotic, Cephalosporin 

USP 

Form 5 

Dy No. 623 

dated 

04/03/2014 

20,000/- 

As per 

policy  of 

MOH 

Ceftriaxone of 

Baxter Health Care 

approved by 

USFDA 

 

Getofin of Getz 

Karachi 

 

Approved. 
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204.  -do- Wenocef Injection 250 (IV) 

Each vial contains 

Ceftriaxone Sodium USP 

equivalent to Ceftriaxone….. 

250mg 

Antibiotic, Cephalosporin 

USP 

Form 5 

Dy No. 624 

dated 

04/03/2014 

20,000/- 

As per 

policy  of 

MOH 

Ceftriaxone of 

Baxter Health Care 

approved by 

USFDA 

 

Getofin of Getz 

Karachi 

 

Approved. 

205.  -do- Ketonov Injection 30mg/ml 

Each ampoule contains:- 

Ketorolac 

Tromathamine……30mg/ml 

NSAID 

USP 

Form 5 

Dy No. 626 

dated 

04/03/2014 

20,000/- 

As per 

SRO 

/Pack 

of1ml x 5‘s 

International status 

is provided of 1ml 

vial of APP 

Pharmaceuticals 

approved by 

USFDA 

 

Ketorolac of 

Wnsfield 

Pharmaceuticals 

Hattar. 

 

Evidence of 

availability of TOC 

is requires as USP 

specifications are 

claimed by the firm 

 

Deferred for TOC 

analyser & liquid 

particle counter. 

206.  -do- 

(Sachet General) 

WV-500 Sachet 

Each sachet contains: 

Calcium Lactate 

Gluconate…… 1gm 

Ascorbic Acid…..500mg 

Calcium carbonate…..327mg 

Vitamins and minerals 

Manufacturer 

Form 5 

Dy No. 562 

dated 

05/06/2014 

20,000/- 

As per 

SRO 

/Pack of 

10‘s 

Not available in 

SRA‘s 

 

High-C 1000 of 

Werrick 

Pharmaceuticals, 

Islamabad 

Deferred for review 

of formulation by 

Review Committee. 
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207.  -do- WV-1000 Sachet 

Each sachet contains: 

Calcium Lactate 

Gluconate…… 1gm 

Ascorbic Acid…..1g 

Calcium carbonate…..600mg 

Vitamins and minerals 

Manufacturer 

Form 5 

Dy No. 561 

dated 

05/06/2014 

20,000/- 

As per 

SRO 

/Pack of 

10‘s 

Not available in 

SRA‘s 

 

High-C 1000 of 

Werrick 

Pharmaceuticals, 

Islamabad 

 

 

Deferred for review 

of formulation by 

Review Committee. 

208.  -do- Strontium Sachet 2gm 

Each sachet contains: 

Strontium 

Ranelate………2gm 

Osteoporosis Drug 

Manufacturer 

Form 5 

Dy No. 560 

dated 

05/06/2014 

20,000/- 

As per 

SRO 

/Pack of 7‘s 

Protelos of Servier 

Research Labs 

(Approved by TGA) 

 

Onita of PharmEvo 

Approved. 

209.  -do- Novomep Sachet 20mg 

Each sachet contains: 

Omeprazole EC pallets 22.5% 

equivalent to 

Omeprazole…….20mg 

Proton Pump Inhibitor 

Manufacturer 

Source: Vision 

Pharmaceuticals Islamabad 

Form 5 

Dy No. 563 

dated 

05/06/2014 

20,000/- 

As per 

SRO 

/Pack of 7‘s 

Not available in 

SRA‘s however 

10mg Omeprazole 

delayed release 

granules are 

available in USFDA 

 

Acizole sachet of 

Cirin 

Pharmaceuticals, 

Hattar. 

Deferred for review 

of formulation by 

Review Committee. 

210.  -do- Esowen Sachet 10mg 

Each sachet contains: 

Esomeprazole Magnesium 

EC pellets 11.5% equivalent 

to Esomeprazole…..10mg 

PPI  

Manufacturer 

Form 5 

Dy No. 

1403 dated 

11/07/2014 

20,000/- 

As per 

SRO 

/Pack of 1‘s 

Nexium delayed 

release sachet of 

AstraZeneca 

 

Axesone of 

Highnoon labs 

approved in 243
rd

 

meeting of 

Registration Board 

Approved. 
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211.  -do- Erwo Sachet 225mg 

Each sachet contains: 

Erdosteine…….225mg 

Expectorant 

Manufacturer 

Form 5 

Dy No. 

1404 dated 

11/07/2014 

20,000/- 

As per 

SRO 

/Pack of 1‘s 

EMA approved 

Erdosteine for 

Mercury and Lead 

toxicity. 

 

Doastin of Brookes 

Karachi 

Approved. 

212.  M/s Wenovo 

Pharmaceuticals 

Taxila. 

Wenohes Sachet 

 

Each sachet contains: 

Diosmin…….900mg 

Hesperidin…….100mg 

Chronic Venous Insufficiency 

and Hemorrhoidal Disease  

Manufacturer 

Form 5D 

 

Dy No. 1405 

dated 

05/06/2014 

20,000/- 

Dy No: 776 

dated 23-09-

14 

30,000/- As 

per SRO  

/Pack of 7‘s 

Evidence of approval of 

same dosage form, 

strength, clinical use and 

dosage in any stringent 

regulatory authorities 

like FDA, EMA, TGA, 

MHLW and Health 

Canada is required. 

However firm has 

submitted the Daflon 

sachets of Servier Labs 

France 

Clinical data in 

indigenous population is 

required 

Clinical justification is 

required 

Stability data as per 

ZONE IV-A needs to be 

submitted.  

Deferred for review 

of formulation by 

Review Committee. 
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Evaluator - V 

S/N Name and 

address of 

Manufacturer 

/ Applicant 

Brand Name 

(Proprietary name 

+ Dosage form + 

Strength) 

 

Composition 

 

Pharmacological 

Group 

 

Finished product 

specification 

 

 Type of Form 

 

 Initial date, 

diary.  

 

Fee including 

differential fee 

 

Demanded Price 

/ Pack size 

 

International 

status in 

stringent 

regulatory 

agencies 

 

 Me-too status  

 

GMP status as 

depicted in 

inspection report 

(dated) 

 

Remarks / 

Observations 

Decision 

213.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

1. Oral Dry 

Powder 

Suspension 

(General) 

2. Cream / 

Ointment / Gel 

(General) 

3. Ophthalmic 

Drops Sterile 

(General) 

Rayart Dry 

Suspension 

Powder for Oral 

Solution 

Each 5ml Contains: 

(after 

reconstitution) 

Artemether ……… 

15mg 

Lumefantrine 

…….90mg 

 

(Anti Malarial) 

Form 5 

New Section 

03-04-2014 

Dy. No.383 R&I 

Rs.20,000 

30 ml 

60ml/ As Per 

PRC 

Co-Artesiane 

Dafra Pharma 

Belgium 

 

ARTEM PLUS 

15/90mg 

Hilton Pharma 

 

 

Approved.  

214.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Rayart DS Dry 

Suspension 

Powder for Oral 

Solution 

Each 5ml Contains: 

(after 

reconstitution) 

Artemether ……… 

30 mg 

Lumefantrine 

……180mg 

(Anti Malarial) 

Form 5 

New Section 

 

03-04-2014 

Dy. No.372R&I 

Rs.20,000 

30 ml/ As Per 

PRC 

Co-Artesiane 

Dafra Pharma 

Belgium 

 

 

ARTEM PLUS 

30/180mg 

Hilton Pharma 

 

 

 

Approved. 

 

 

215.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

KALCID Dry 

Suspension 

Dry Powder Oral 

Suspension 

Each 5ml contains. 

(after 

reconstitution) 

Form 5 

New Section 

03-04-2014 

Dy. No.188 

Rs.20,000 

60 ml/ As Per 

PRC 

BIAXIN Granules 

125mg / 5ml 

US FDA 

 

 

GMP inspection 

conducted on 26-

11-2013. 

 

 

 

Approved. 
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Clarithromycin ….. 

125mg 

(Macrolide, 

Antibiotic) 

Clarithromycin 

taste masked 

granules 27.5% 

Source: M/s Vision 

Pharmaceuticals, 

Plot No. 224, Street 

No. 1, I-10/3, 

Industrial Area, 

Islamabad.  

 Considered to be 

operating at a 

good level of 

compliance with 

GMP guidelines. 

216.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

C-Rays Dry 

Suspension 

Dry Suspension 

Each 5ml contains. 

(after 

reconstitution) 

Ciprofloxacin HCl 

(USP) eq. to 

Ciprofloxacin 

……………... 

250mg (Antibiotic) 

Ciprofloxacin HCl 

25% taste masked 

micro pellets. 

Source: M/s Vision 

Pharmaceuticals, 

Plot No. 224, Street 

No. 1, I-10/3, 

Industrial Area, 

Islamabad. 

Form 5 

New Section 

03-04-2014 

Dy. No.371 R&I 

Rs.20,000/- 

60 ml/ As Per 

PRC 

 

 Firm has 

submitted that: 

 Ciprofloxac

in taste 

masked 

granules 

instead of 

ciprofloxac

in base are 

used for 

better 

dispensabili

ty and taste.  

 Well 

reputed 

companies 

are 

manufactur

ing 

ciprofloxac

in dry 

suspension.  

 API is 

readily 

available 

from M/s 

Vision 

Pharmaceut

icals, 

Islamabad. 

 

Deferred for 

review of 

formulation by 

Review 

Committee. 

217.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Rayaz Dry 

Suspension 

Dry Powder for 

oral Suspension 

Each 5ml contains.  

Form 5 

New Section 

03-04-2014 

Dy. No.368 R&I 

Rs.20,000 

ZITHROMAX 

200mg / 5ml 

BNF 

 

AZOMAX 

 Approved. 
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(after 

reconstitution) 

Azithromycin as 

Dihydrate  

………………200

mg   

(Antibiotic) 

15 ml/ As Per 

PRC 

 

200mg/5ml 

Novartis 

218.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Genticyn BD Cream 

Topical 

Each gm contains: 

Gentamicin as 

Sulphate (0.1%) ….. 

1.0mg 

Betamethasone as 

dipropionate (0.1%) 

…………. 1.0mg  

Topical corticosteroid 

and aminoglycoside 

Form 5 

New Section 

03-04-2014 

Dy. No.373 R&I 

Rs.20,000 

15 gm/ As Per 

PRC 

 

VALISONE – G 

0.1 / 0.1% Cream 

Health Canada 

 

BETAGENIC 

0.1% / 0.1% 

Atco 

1) 

Confirmation 

of 

manufacturing 

facility for 

steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product will be 

manufactured 

in dedicated 

manufacturing 

equipment 

(Hobart A 2—

France). 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations.  

219.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Clinacyn-T Gel 

Topical 

Each gm contains: 

Clindamycin 

phosphate (1.2%) 

….. 12mg  

Tretinoin (0.025%) 

…………. 0.25mg 

Antibiotic and 

retinoid 

combination 

Form 5 

New Section 

03-04-2014 

Dy. No. 375 R&I 

Rs.20,000./- 

15 gm/ As Per 

PRC 

ZIANA Gel 

1.2 / 0.025% 

US FDA 

 

CLERET Gel 

1.2 / 0.025% 

Tabros 

 Approved 

220.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Clobet-G Cream 

Topical 

Each gm contains: 

Clobetsasol 

propionate 

……………. 

0.5mg 

Gentamicin 

sulphate BP eq.to 

Gentamicin ….. 

1mg 

Form 5D 

New Section 

03-04-2014 

Dy. No. 374 R&I 

Rs.50,000 

15 gm/ As Per 

PRC 

 

CLOBETAMIL-G 

0.05 / 0.1% Cream 

Merck Serono, 

India 

 

 

1) 

Confirmation 

of 

manufacturing 

facility for 

steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product will be 

manufactured 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations and 

evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 

FDA, TGA, 

MHLW, EMA 
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Anti inflammatory, 

Antibiotic  

in dedicated 

manufacturing 

equipment 

(Hobart A 2—

France). 

2) International 

availability 

reference and 

prescribing / 

clinical 

information of 

Clobetamil – G 

of M/s Merck 

Serono, India 

has been 

provided along 

with 06 months 

accelerated and 

real time 

stability 

summary. 

and Health 

Canada. 

221.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Nadiflox 1% w/w 

Cream 

Topical 

Each gm contains: 

Nadifloxacin ….. 

10mg 

Fluoroquinolone  

Antibiotic  

Form 5D 

New Section 

03-04-2014 

Dy. No.378 R&I 

Rs.50,000 

15 gm/ As Per 

PRC 

 

 

NADIXA 

1% Cream 

Ferrer 

International, 

Spain 

 

 

1) Firm has 

submitted 

results of non 

interventional 

trial on 

effectiveness 

and tolerance 

of topical 

Nadifloxacin 

along with 06 

months 

accelerated and 

real time 

stability 

summary. 

Deferred for: 

1) Expert opinion 

2) Evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 

3) Stability data 

222.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Raycort Cream 

Topical 

Each gm contains: 

Diflucortolone 

valerate 

………………... 

1mg  

Isoconazole Nitrate 

……………... 

10mg 

Anti inflammatory 

and anti fungal 

Form 5 

New Section 

03-04-2014 

Dy. No. 369 R&I 

Rs.20,000 

15 gm/ As Per 

PRC 

TRAVOCORT 

0.1 / 1% Cream 

Dublin 

 

 

TRAVOCORT 

0.1 / 1% 

Schering Asia 

1) 

Confirmation 

of 

manufacturing 

facility for 

steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product will be 

manufactured 

in dedicated 

manufacturing 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations and 

evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 
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equipment 

(Hobart A 2—

France). 

 

 

223.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Genticyn 4 Cream 

Topical 

Each gm contains: 

Gentamicin as 

sulphate 

…………………..1

gm  

Betamethasone as 

Valerate 

………………….. 

0.5mg 

Tolnaftate ……… 

10mg 

Clioquinol ………. 

10mg 

Topical 

corticosteroid and 

anti infectives in 

combination 

Form 5D 

New Section 

03-04-2014 

Dy. No.387 R&I 

Rs.50,000/- 

15 gm/ As Per 

PRC 

Quadriderm 

Cream 

Schering-Plough 

India 

1) 

Confirmation 

of 

manufacturing 

facility for 

steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product will be 

manufactured 

in dedicated 

manufacturing 

equipment 

(Hobart A 2—

France). 

2) International 

availability 

reference and 

prescribing / 

clinical 

information of 

Quadriderm 

Cream of M/s 

Schering 

Plough, India 

has been 

provided along 

with 06 months 

accelerated and 

real time 

stability 

summary. 

 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations and 

evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 

 

224.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Raymox-D Eye 

Drops 

(0.5%+0.1%)w/v 

Sterile Ophthalmic 

Solution  

Each ml contains: 

Moxifloxacin HCl 

eq. to Moxifloxacin 

…… 5mg 

Dexamethasone 

Form 5 

New Section 

03-04-2014 

Dy. No. 381 

Rs.20,000/- 

5ml/ As Per PRC 

 

VIGADEXA 

0.5 / 0.1% 

Alcon 

Laboratories, 

Brazil 

 

 

OXCIN – D 

Atco 

1) 

Confirmation 

of 

manufacturing 

facility 

requirements 

for steroidal 

preparations 

required. 

However, firm 

has informed 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations and 

evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 
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Sodium phosphate 

eq. to 

Dexamethasone 

phosphate 

………………….. 

1mg 

Anti bacterial 

/steroid 

combination 

that steroidal 

product 

manufacturing 

will be in 

dedicated 

equipment 

under dedicated 

laminar flow. 

 

 

 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 

 

 

 

225.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Netidex Eye Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Dexamethasone 

Sodium phosphate 

eq. to 

Dexamethasone 

…… 1mg 

Netilmicin sulfate 

eq. to Netilmicin 

………….. 3mg 

Anti bacterial and 

anti inflammatory 

Form 5D 

New Section 

03-04-2014 

Dy. No. 382 R&I 

Rs.50,000/- 

5ml/ As Per PRC 

 

NATILDEX  

S.I.F.I. SPA, Italia 

1) 

Confirmation 

of 

manufacturing 

facility 

requirements 

for steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product 

manufacturing 

will be in 

dedicated 

equipment 

under dedicated 

laminar flow. 

2) International 

availability 

reference and 

prescribing / 

clinical 

information of 

Natildex of M/s 

S.I.F.I. SPA, 

Italia has been 

provided along 

with 06 months 

accelerated and 

real time 

stability 

summary. 

 

Deferred for 

confirmation of 

manufacturing 

facility for 

steroidal 

preparations and 

evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 

 

226.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Ocu-Flow Eye 

Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Form 5 

New Section 

03-04-2014 

Dy. No.380 R&I 

Rs.20,000 

COSOPT 

20mg / 5mg 

US FDA 

 

COSOPT 

 

 

Approved 
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Dorzolamide 

hydrochloride eq. 

to Dorzolamide 

…………….. 

20mg 

Timolol Maleate 

eq. to Timolol 

…….. 5mg  

Anti glaucoma, 

beta blocking agent 

5ml/ As Per PRC 

 

20mg/5mg 

OBS 

227.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Raypat Ophthalmic 

Solution 

Ophthalmic 

Solution 

Each ml contains: 

Olopatadine 

Hydrochloride eq. 

to Olopatadine …. 

2mg 

Anti allergic 

Form 5 

New Section 

03-04-2014 

Dy. No.377 R&I 

Rs.20,000 

5ml/ As Per PRC 

PATADAY 0.2% 

US FDA 

 

OLOPAT 0.2% 

Vega 

Pharmaceuticals 

 

 

 

Approved 

228.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Cool-Eyes Eye 

Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Dextran 70 (USP)  

… 1mg 

Hypromellose 

(USP) 

……………………

.. 3mg 

(Ocular Lubricants) 

 

Form 5 

New Section 

03-04-2014 

Dy. No.376 R&I 

Rs.20,000 

15ml/ As Per 

PRC 

Tears Naturale 

Alcon 

BNF 

 

TEARS FORTE 

0.1 / 0.3% W/V 

Sante (Pvt) Ltd. 

 

 

 Approved 

229.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Netlicyn Eye Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Netilmicin USP …. 

3mg 

Antibacterial 

Form 5 

New Section 

03-04-2014 

Dy. No.376 R&I 

Rs. 20,000/- 

5ml/ As Per PRC 

Nettacin 0.3% 

Italy 

 

 

N-CRON 0.3% 

Atco 

 

 

 

Approved 

230.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Raymox 0.5% w/v 

Eye Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Form 5 

New Section 

03-04-2014 

Dy. No.385 R&I 

Rs.20,000/- 

VIGAMOX 

0.5% 

Alcon 

Laboratories, USA 

 

 

 

 

Approved 
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Moxifloxacin HCl 

eq. to Moxifloxacin 

…… 5mg 

Anti Infective 

5ml/ As Per PRC MOXIGAN 

0.5% 

Barrett Hodgson 

231.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Raydex-T 

Ophthalmic Drops 

Sterile Ophthalmic 

Suspension 

Each ml contains: 

Tobramycin U.S.P 

… 3mg 

Dexamethasone 

USP 

……………… 

1mg 

Anti 

Bacterial/Steroid 

combination 

Form 5 

New Section 

03-04-2014 

Dy. No. 384 

Rs. 20,000/- 

5ml/ Rs. 350/- 

 

TOBRADEX 

Ophthalmic 

Suspension 

0.1% / 0.3% 

US FDA 

 

BRACIN – D 

0.1 / 0.3% 

Atco 

1) 

Confirmation 

of 

manufacturing 

facility 

requirements 

for steroidal 

preparations 

required. 

However, firm 

has informed 

that steroidal 

product 

manufacturing 

will be in 

dedicated 

equipment 

under dedicated 

laminar flow.  

 

Deferred for 

confirmation of 

manufacturing 

facility 

requirements for 

steroidal 

preparations. 

 

232.  M/S Ray 

Pharma Pvt. 

Ltd.S-58, Site, 

Karachi 

 

Zeebrom Eye 

Drops 

Sterile Ophthalmic 

Solution 

Each ml contains: 

Bromfenac Sodium 

Sesquihydrate …. 

1.035mg  (eq. to 

Bromfenac free 

acid 0.9mg) 

Non-Steroidal anti-

inflammatory 

Manufacturers 

specifications 

Form 5D 

New Section 

03-04-2014 

Dy. No.379 

Rs.50,000/- 

5ml/ As Per PRC 

 

BROMDAY 

0.09% ophthalmic 

solution 

US FDA 

 

 

1) Prescribing / 

clinical 

information of 

Bromday of 

M/s Bausch & 

Lomb, USA 

has been 

provided along 

with 06 months 

accelerated and 

real time 

stability 

summary. 

Deferred for: 

1) Expert opinion 

of Prof. M. Daud 

Khan, Maj. Gen. 

Mazhar Ishaq and 

Prof. Ali Raza. 

2) Stability study 

data 
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Case No.05: Remaining Registration Applications of New / Additional sections. 

Evaluator – II 

S/N Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary 

name + 

Dosage Form 

+ Strength) 

Composition 

Pharmacologi

cal Group 

Finished 

product 

Specification 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differentia

l fee 

Demanded 

Price / 

Pack size 

Remarks on the 

formulation (if any) 

including  International 

status in stringent drug 

regulatory agencies / 

authorities  

Me-too status  

GMP status as depicted in 

latest inspection report 

(with date) by the 

Evaluator 

 

Decision 

233.  M/s. Novae 

Pharmaceuticals,  

Plot No. 123, 

Phase V, Hattar 

Industrial Estate, 

Hattar, Distt 

Haripur. 

 

Dry Powder 

Suspension 

Section (General) 

Clarinave 

125mg Dry 

Powder 

Suspension 

Each 5ml 

(when 

reconstituted) 

contains:- 

Clarithromycin 

(USP)…125mg 

(Anti-infective, 

Macrolide) 

(USP Spec.s) 

Form-5 

06-05-2014 

(188) 

Rs.20,000/- 

 

As per 

SRO/60ml,

30ml 

BNF: Klaricid 

(Abbott Healthcare) 

 

Klaricid (Abbott) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

 

Approved. 

234.  -do- Fluconave 

50mg/5ml Dry 

Powder 

Suspension 

Each 5ml 

(when 

reconstituted) 

contains:- 

Fluconazole 

(USP)…50mg 

(Anti Fungal) 

(Manufacturer‘

s Spec.s) 

Form-5 

06-05-2014 

(187) 

Rs.20,000/- 

 

   As per 

SRO/60ml,

30ml 

 

BNF: (Diflucan (Pfizer) 

 

(Diflucan (Pfizer) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

Approved. 
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235.  -do- Novaeflox  

250mg/5ml 

Dry Powder 

Suspension 

Each 5ml 

(when 

reconstituted) 

contains:- 

Levofloxacin 

(as 

Hemihydrate ) 

B.P…250mg 

(Quinolone, 

Anti-infective) 

(Manufacturer‘

s Spec.s) 

Form-5 

06-05-2014 

(182) 

Rs.20,000/- 

 

   As per 

SRO/60ml 

Not confirmed in Dry 

Powder suspension dosage 

form. 

 

Levaq (Global) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

 

1. International availability 

in stringent DRA,s not 

confirmed in Dry 

Powder suspension 

dosage form. 

Deferred for review of 

formulation by the 

Review Committee. 

236.  -do- 

Capsule Section 

(General) 

Diclonave 

75mg Capsule 

Each Capsule 

contains:- 

Diclofenac 

Potassium 

B.P…75mg 

(NSAID‘s) 

(Manufacturer‘

s Spec.s) 

Form-5 

06-05-2014 

(184) 

Rs.20,000/- 

 

As per 

SRO/14‘s, 

2×7‘s 

Not confirmed in stringent 

DRA,s 

 

Levaq (Global) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

 

1. International availability 

not confirmed in 

stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 

237.  -do- Navozith 

500mg Capsule 

Each Capsule 

contains:- 

Azithromycin 

(as dihydrate) 

U.S.P…500mg 

(Macrolide) 

(USP Spec.s) 

Form-5 

06-05-2014 

(185) 

Rs.20,000/- 

 

As per 

SRO/6‘s, 

10‘s 

Not confirmed in stringent 

DRA,s 

 

Azrowin (Wnsfield Pharma) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

 

1. International availability 

not confirmed in 

stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 
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238.  -do- Essonave 20mg 

Capsule  

Each Capsule 

contains:- 

Enteric coated 

pellets of 

Esomeprazole  

Magnesium 

Trihydrate 

equiv. to 

Esomeprazole

…20mg 

(Proton Pump 

Inhibitor) 

(Manufacturer‘

s Spec.s) 

{Source of 

pellets: M/s 

Vision 

Pharmaceutical

s Plot No. 224, 

Street No. 1, I-

10/3 

Islamabad} 

Form-5 

06-05-2014 

(183) 

Rs.20,000/- 

 

As per 

SRO/14‘s, 

2×7‘s 

BNF : Generic 

 

Nexum (Getz) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

Approved. 

239.  -do- Lansopnave 

30mg Capsule  

Each Capsule 

contains:- 

Enteric coated 

pellets of 

Lansoprazole 

equiv. to 

Lansoprazole…3

0mg 

(Proton Pump 

Inhibitor) 

(B.P Spec.s) 

{Source of 

pellets: M/s 

Vision 

Pharmaceuticals 

Plot No. 224, 

Street No. 1, I-

10/3 Islamabad} 

Form-5 

06-05-2014 

(186) 

Rs.20,000/- 

 

As per 

SRO/14‘s, 

2×7‘s 

BNF : Generic 

 

Zoton (Pfizer) 

 

Grant of DML 

recommended  (03-12-2012) 

Routine GMP inspection 

(11-07-14) 

Approved. 
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Evaluator – IV 

S/N Name and 

address of 

manufacturer/ 

Applicant 

Brand Name 

(Proprietary 

name + 

Dosage Form 

+ Strength) 

 

Composition 

 

Pharmacologi

cal Group 

 

Finished 

product 

Specification 

 

Type of 

Form 

 

Initial 

date, diary  

 

Fee 

including 

differential 

fee 

 

Demanded 

Price / 

Pack size 

Remarks on the 

formulation (if any) 

including  International 

status in stringent drug 

regulatory agencies / 

authorities  

 

Me-too status  

 

GMP status as depicted 

in latest inspection 

report (with date) by the 

Evaluator 

 

Decision 

240.  M/s Wnsfeild 

Pharmaceuticals 

Plot # 122, 

Block A, Phase 

V, Industrial 

Estate, Hattar 

Mucolec 

225mg Sachet 

Each sachet 

contains  

Erdosteine……

225 mg 

Expectorant 

 

Wnsfeild 

Specifications  

 

Note: 

Folowing 

remarks have 

been omitted in 

minutes as  

firm has 

provided the 

undertaking for 

the following 

observation. 

Firm has not 

provided 

following: 

stability 

studies 

Clinical trials/ 

clinical data 

 

 

Form 5 

04-07-2014 

Rs 20,000/- 

As fixed by 

Govt 

 

International: EMA 

approved Erdosteine 

Sachet for lead & 

mercury toxicity. 

Erdosteine sachet 

available internationally 

local: Dostin Sachet 

225mg by M/s Brooks 

Inspection report dated 

23-05-2014 has been 

attached in dossier. 

 

Approved. 
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241.  M/s Wnsfeild 

Pharmaceuticals 

Plot # 122, 

Block A, Phase 

V, Industrial 

Estate, Hattar 

Venusmin  

Sachet 

Each sachet 

contains  

Diosmin……9

00mg 

Hesperidin….1

00mg  

Flavonoids 

 

 

Wnsfeild 

Specifications 

Form 5 D 

04-07-2014 

Rs 50,000/- 

As fixed by 

Govt 

 

International: Daflon 

Sachet available in France 

local: New drug 

Inspection report dated 

23-05-2014 has been 

attached in dossier. 

Firm has not provided 

following: 

 Clinical data/ clinical 

trials  

 Stability studies 

conducted under 

Zone IV-A 

conditions as per 

ICH/ WHO 

guidelines.  

 Summary of Product 

Characteristics 

(SmPC), Patient 

information leaflet 

(PIL) Prescribing 

Information (PI), as 

per approved by 

reference drug 

agencies like FDA, 

TGA, MHLW, EMA 

and Health Canada. 

Instead they provided 

undertaking to provide 

stability data. 

Deferred for review 

of formulation by 

Review Committee. 

242.  M/s Wnsfeild 

Pharmaceuticals 

Plot # 122, 

Block A, Phase 

V, Industrial 

Estate, Hattar 

Winsmep 20 

mg Sachet 

Each sachet 

contains  

Enteric coated 

pellets of 

Omeprazole 

(22.5%)  

……20 mg 

Proton pump 

inhibitor 

 

Manufacturer 

specification 

Source of 

Form 5 

09-06-2014 

Dy No 251 

Rs 20,000/- 

As fixed by 

Govt 

 

International: FDA 

approved 10 mg 

strength not 20 mg 

local: Zoltar Inta 20 mg 

Inspection report dated 

23-05-2014 has been 

attached in dossier. 

Approved. 
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Pellets 

M/s Vision 

Pharmaceutical

s, Plot No. 224, 

Street No. 1, I-

10/3, Industrial 

Area, 

Islamabad. 

243.  M/s Wnsfeild 

Pharmaceuticals 

Plot # 122, 

Block A, Phase 

V, Industrial 

Estate, Hattar 

Protonic 10 mg 

Sachet 

Each sachet 

contains 

Esomperazole 

as magnesium 

trihydrate 

enteric coated 

pellets 

(11.5%)…. 10 

mg 

Proton pump 

inhibitor 

 

Manufacturer 

specification 

Source of 

Pellets 

M/s Vision 

Pharmaceutical

s, Plot No. 224, 

Street No. 1, I-

10/3, Industrial 

Area, 

Islamabad. 

Form 5 

04-07-2014 

Dy No 318 

Rs 20,000/- 

As fixed by 

Govt 

 

International: Nexium 

10 mg granules for oral 

suspension (FDA) 

local:  Axesom 10 mg 

sachet (approved in M 

243) 

Inspection report dated 

23-05-2014 has been 

attached in dossier. 

Approved. 

244.  M/s Wnsfeild 

Pharmaceuticals 

Plot # 122, 

Block A, Phase 

V, Industrial 

Estate, Hattar 

Colon Sachet 

Each sachet 

contains 

Polyethylene 

glycol 

USP..13.125 g 

Sodium 

chloride 

USP..350.7 mg 

Form 5 

19-09-2014 

Rs 20,000/- 

As fixed by 

Govt 

International: Movicol 

in Australia 

local: firm gave reference 

of Movcol for me too 

status while Movcol by 

Genix Pharma contains 

Sodium chloride, 

Potassium chloride, 

Sodium bicarbonate but 

does not contain 

Polyethylene glycol 

Inspection report dated 

Approved with 

change in brand 

name. 
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Evaluator - V 

S/N Name and 

address of 

Manufacturer / 

Applicant 

Brand Name 

(Proprietary 

name + Dosage 

form + 

Strength) 

 

Composition 

 

Pharmacological 

Group 

 

Finished 

product 

specification 

 

 Type of 

Form 

 

 Initial date, 

diary.  

 

Fee 

including 

differential 

fee 

 

Demanded 

Price / Pack 

size 

 

International 

status in 

stringent 

regulatory 

agencies 

 

 Me-too 

status  

 

GMP status 

as depicted in 

inspection 

report 

(dated) 

 

Remarks / 

Observations 

Decision 

245 M/s Hiranis 

Pharmaceuticals 

(Pvt) Ltd., Plot 

No. E-145 – E-

149, North 

Western 

Industrial Zone, 

Port Qasim, 

Karachi. 

Relevo Sachet 

20mg  

Each sachet 

contains: 

Piroxicam beta-

cyclodextrin 191.2 

mg eq. to 

Piroxicam 

………………… 

20mg  

 

(Manufacturer‘s 

Specs)  

 

NSAIDs   

Form-5D 

 

New License  

 

28-05-2014 

810 R&I 

 

Rs. 150 / per 

10‘s 

 

Rs. 50,000/- 

 

BREXIN 

PULVER 

20mg Sachet 

Austria and 

other 

European 

countries 

1) Reference and 

data of various 

international 

clinical studies has 

been provided 

along with 06 

months accelerated 

and real time 

stability summary. 

Deferred for evidence 

of approval of same 

formulation by 

reference drug 

agencies e.g., FDA, 

TGA, MHLW, EMA 

and Health Canada. 

Potassium 

chloride 

USP..46.6 mg 

Sodium 

bicarbonate 

USP..178.5 mg 

Osmotically 

acting laxatives 

Wnsfeild 

Specifications 

23-05-2014 has been 

attached in dossier. 
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246 M/s Hiranis 

Pharmaceuticals 

(Pvt) Ltd., Plot 

No. E-145 – E-

149, North 

Western 

Industrial Zone, 

Port Qasim, 

Karachi. 

Gastocon Liquid 

Sachet 

Each 10ml sachet 

contains: 

Sodium alginate 

(BP) 500 mg 

Sodium 

bicarbonate (BP) 

267mg 

 Calcium 

carbonate 

(BP)…. 160 mg  

(BP 

Specifications) 

Reflux 

suppressant/Ant

acid 

Form-5D 

 

New License  

 

28-05-2014 

809 R&I 

 

Rs. 100 / per 

10‘s 

 

Rs. 50,000/- 

 

GAVISCON 

Liquid Sachet 

MHRA 

1) Reference and 

data of various 

international 

clinical studies has 

been provided 

along with 06 

months accelerated 

and real time 

stability summary. 

Deferred for: 

1) Evidence of 

approval of same 

formulation by 

reference drug 

agencies e.g., FDA, 

TGA, MHLW, EMA 

and Health Canada. 

2) Stability data. 

 

Case No.06:  Routine Registration Applications till August, 2010. 

Evaluator – III 

S/N Name and address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary 

name + Dosage 

Form + 

Strength) 

Composition 

Pharmacologica

l Group 

Finished 

product 

Specification 

Type of Form 

Initial date, 

diary  

Fee including 

differential fee 

Demanded 

Price / Pack 

size 

Remarks on the 

formulation (if 

any) including  

International 

status in 

stringent drug 

regulatory 

agencies / 

authorities  

Me-too status  

GMP status as 

depicted in latest 

inspection report 

(with date) by 

the Evaluator 

Decision 

247.  M/s Zephyr Spiano Tablet Form-5 Preservex of Approved. 
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Pharmatec (Pvt) 

Limited, Karachi 

100mg 

Each film coated 

tablet contains 

Aceclofenac…..1

00mg 

Anti Rheumatic, 

NSAID 

Manufacturer  

28/06/2010, Dy 

No: 1032-R-II 

8000+12000/- 

Rs 175/- Pack 

of 20‘s 

Almiral (BNF)  

Aceclo of Maple 

Pharma Karachi 

The Inspection of 

the firm was 

conducted on 23 

April 2014 by the 

area FID and 

nothing was 

observed in 

violation of GMP 

compliance. 

248.  M/s Maple 

Pharmaceuticals (Pvt) 

Limited, 147/23, 

Korangi Industrial 

Area, Karachi. 

Defrinac Tablets 

Each film coated 

tablet contains:- 

Dexibuprofen…

…200mg 

Pseudoephedrine 

HCl…..30mg 

NSAID + 

Decongestant 

Manufacturer 

Form 5 

Dy No 1275 

dated 01/07/10 

8000+12000 

Pack of 3x10‘s/ 

Rs 332/- 

Not available in 

SRA‘s 

Me too staus 

needs 

confirmation 

The inspection of 

thye firm was 

conducted on 28
th

 

November 2013 

by the area FID 

and GMP was 

found GOOD.  

Deferred for 

confirmation of 

registration status in 

Stringent Regulatory 

Agencies & Me-too 

status. 

249.  -do- Lumart Tablets 

Each tablet 

contains 

Artemether……2

0mg +  

Lumefantrine….. 

120mg 

Anti-malarial 

Manufacturer 

Form 5 

Dy No 1274 

dated 01/07/10   

8000+12000 

Pack of 16‘s/ 

As per SRO 

Coartem of 

Novartis 

Pharmaceuticals 

 

Malavel of Well 

& Well Pharma 

Islamabad. 

Approved with 

change in brand name 

and USP SALMOUS. 

250.  -do- Lumart Plus 

Tablets 

Each tablet 

contains 

Artemether……4

0mg +  

Form 5 

Dy No 1276 

dated 01/07/10   

8000+12000 

Pack of 8‘s/ As 

per SRO 

Coartem of 

Novartis 

Pharmaceuticals 

 

Malavel of Well 

Approved with 

change in brand name 

and USP SALMOUS. 
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Lumefantrine….. 

240mg 

Anti-malarial 

Manufacturer 

 

& Well Pharma 

Islamabad. 

 

251.  -do- Lumart Forte 

Tablets 

Each tablet 

contains 

Artemether……8

0mg +  

Lumefantrine….. 

480mg 

Anti-malarial 

Manufacturer 

Form 5 

Dy No 1277 

dated 01/07/10   

8000+12000 

Pack of 4‘s/ As 

per SRO 

Coartem of 

Novartis 

Pharmaceuticals 

 

Malavel of Well 

& Well Pharma 

Islamabad. 

Approved with 

change in brand name 

and USP SALMOUS. 

 

Evaluator - IV 
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S/N Name and 

address of 

manufacturer 

/ Applicant 

Brand 

Name 

(Proprieta

ry name + 

Dosage 

Form + 

Strength) 

Compositi

on 

Pharmacol

ogical 

Group 

Finished 

product 

Specificati

on 

Type of Form 

Initial date, diary  

Fee including 

differential fee 

Demanded Price / 

Pack size 

Remarks on the 

formulation (if any) 

including  International 

status in stringent drug 

regulatory agencies / 

authorities  

Me-too status  

GMP status as depicted in 

latest inspection report 

(with date) by the 

Evaluator 

Decision 

252 M/s Efroz 

Chemical 

Industries (Pvt.) 

Ltd., 146 / 23, 

Korangi 

Industrial Area, 

Karachi. 

 

Roxin Dry 

Suspension 

125 mg/5ml 

Each 5 ml 

contains  

Ciprofloxaci

n coated 

granules 

(20%) 125 

mg 

 

(Quinolone) 

Finished 

product 

specification

s are 

Manufacture

r 

Form 5 

19-07-2010 

8000 + 12000 

Rs 115/ 60 ml 

GMP certificate of source 

describes that  

Firm is manufacturing tablet, 

capsule and oral powder while 

pellets or granules ha not been 

mentioned on certificate. 

CoA is without signature. 

Firm has not submitted balance 

fee for imported taste mask 

granules. 

Firm provided copy of GMP 

certificate. Original and 

legalized GMP certificate is 

required. 

Applicant is giving strength of 

granules as 20% while source is 

mentioning as 65%. 

Revised formulation 

considering 65% or 20% is 

required. 

Specifications of granules given 

by applicant are different from 

those given by source 

Approval letter of confirmation 

of technical persons is required. 

For Studies like provide process 

validation, stability studies, 

pharmaceutical development 

studies & validation of 

analytical methods, an 

undertaking may be submitted 

Deferred for 

completion 

of Form-5. 

At the same 

time 

formulation 

is also 

deferred for 

review by 

the Review 

Committee. 
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regarding the provision of the 

same before marketing of said 

product. 

According to inspection report 

dated 11-02-2014, cGMP 

conditions of firm may be rated 

as Good. 

International: Cipro 

250mg/5ml & 500 mg/5ml not 

available as 125mg/5ml 

Me too: Novidate susp 

125mg/5ml by Sami 

253.  M/s OBS 

Pakistan (Pvt) 

Ltd., C- 14, 

S.I.T.E., 

Manghopir 

Road, Karachi. 

 

Vicopin Vial 

Injection 

Each ml of 

vial (1ml) 

contains 

Mecobalami

n JP……500 

mcg 

 

(Vitamin 

B12) 

Finished 

product 

specification

s are 

Manufacture

r 

Form 5 

20-07-2010 

8000 + 12000 

Rs 100/ vial  

Pack of 10‘s 

According to inspection report 

dated 06-03-2014, firm has 

injectable section for steroids.  

International: Methycobal  

Me too: Amcobal inj by Amson 

 

 

 

 

 

 

 

 

Deferred for 

confirmatio

n of 

manufacturi

ng facility, 

TOC 

analyzer & 

liquid 

particle 

counter. 

254.  M/s Roryan 

Pharmaceuticals 

(Pvt). Ltd. 

85B-Hayatabad 

Industrial Estate, 

Peshawar. 

Clonazep 

.0.5 mg 

Tablets 

Each tablet 

contains:‐ 
Clonazepam 

BP   0. 5mg 

(Benzodiaze

pine) 

Finished 

product 

specification

s are USP 

Form 5 

19-07-2010 

20,000 

As per SRO for pack of 

5 × 10 tablets  

Inspection report dated 19-06-

2014 attached in dossier.  

International: Clonazepam 0.5 

mg (FDA)  

Me too: Epizep tablet 0.5 mg 

by Zafa 

 

The firm has the approved 

section for Psychotropic 

Approved. 

255.  M/s Roryan 

Pharmaceuticals 

(Pvt). Ltd. 

85B-Hayatabad 

Industrial Estate, 

Peshawar. 

Clonazep 

2mg Tablets 

Each tablet 

contains:‐ 
Clonazepam 

BP   2 mg 

(Benzodiaze

pine) 

Finished 

Form 5 

19-07-2010 

20,000 

As per SRO for pack of 

3 × 10 tablets  

Inspection report dated 19-06-

2014 attached in dossier.  

International: Clonazepam 2 

mg (FDA)  

Me too: Epizep tablet 2 mg by 

Zafa 

 

The firm has the approved 

section for Psychotropic 

Approved. 
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product 

specification

s are USP 

256.  M/s Roryan 

Pharmaceuticals 

(Pvt). Ltd. 

85B-Hayatabad 

Industrial Estate, 

Peshawar. 

Rolanzia 5 

mg Tablets 

Each f/c 

tablet 

contains:‐ 
Olanzapine  

USP 5 mg 

(Antipsycho

tic) 

Finished 

product 

specification

s are USP 

 

 

Form 5 

19-07-2010 

20,000 

As per SRO for pack of 

1 × 10 tablets  

International: Olanzapine 5 

mg (FDA)  

Me too: Amprex tablet 5 mg by 

Amarant 

Approved. 

257.  M/s Roryan 

Pharmaceuticals 

(Pvt). Ltd. 

85B-Hayatabad 

Industrial Estate, 

Peshawar. 

Rolanzia 10 

mg Tablets 

Each f/c 

tablet 

contains:‐ 
Olanzapine  

USP  10 mg 

( 

Antipsychoti

c ) 

Finished 

product 

specification

s are USP 

 

Form 5 

19-07-2010 

20,000 

As per SRO for pack of 

3 × 10 tablets  

International: Olanzapine 52 

mg (FDA)  

Me too: Amprex tablet 5 mg by 

Amarant 

Approved. 

258.  M/s Asian 

Continental 

(Pvt.) Ltd., d- 32, 

S.I.T.E., II, 

Super Highway, 

Karachi. 

 

Sedanta 16 

mg Tablet 

Each tablet 

contain       

Candesartan 

Cilexeti 

USP ....16 

mg 

 

(Angiotensi

n II 

Antagonist) 

 

Finished 

product 

specification

s are 

Manufacture

Form 5 

21-07-2010 

8000 + 12000 

As per PRC/ PAC in 

respect of fixation/ 

refixation/ hardship 

cases 

 

Me too Quartz 16 mg by 

Wilshire 

International Antacand  HCT  

(FDA) 

Approved. 
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r 

 

259.  M/s Asian 

Continental 

(Pvt.) Ltd., d- 32, 

S.I.T.E., II, 

Super Highway, 

Karachi. 

 

Sedanta 4 

mg Tablet 

Each tablet 

contain      

Candesartan 

Cilexetil…..

4 mg 

 

(Angiotensi

n II 

Antagonist) 

 

Finished 

product 

specification

s are 

Manufacture

r 

 

Form 5 

21-07-2010 

8000 + 12000 

As per PRC/ PAC in 

respect of fixation/ 

refixation/ hardship 

cases 

Me too Quartz 4 mg by 

Wilshire 

International Antacand  HCT  

(FDA) 

Approved. 

260.  M/s Asian 

Continental 

(Pvt.) Ltd., d- 32, 

S.I.T.E., II, 

Super Highway, 

Karachi. 

 

Sedanta 8 

mg Tablet 

Each tablet 

contain      

Candesartan 

Cilexetil…..

8 mg 

 

(Angiotensi

n II 

Antagonist) 

 

Finished 

product 

specification

s are 

Manufacture

r 

 

Form 5 

21-07-2010 

8000 + 12000 

As per PRC/ PAC in 

respect of fixation/ 

refixation/ hardship 

cases 

Me too Quartz 8 mg by 

Wilshire 

International Antacand  HCT  

(FDA) 

Approved. 

261.  M/s Asian 

Continental 

(Pvt.) Ltd., d- 32, 

S.I.T.E., II, 

Super Highway, 

Karachi. 

 

Sedanta  Z 

16 mg  + 

12.5 mg 

Tablet 

Each tablet 

contains       

Candesartan 

Cilexetil 

USP……..1

6 mg 

Hydrochlort

Form 5 

21-07-2010 

8000 + 12000 

As per PRC/ PAC in 

respect of fixation/ 

refixation/ hardship 

cases 

Me too Advantec 10 mg + 12.5 

mg by Getz 

International Antacand HCT  

(FDA) 

Approved. 
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hiazide 

BP…12.5 

mg 

(Angiotensi

n II 

Antagonist) 

 

Finished 

product 

specification

s are 

Manufacture

r 

 

262.  M/s Asian 

Continental 

(Pvt.) Ltd., d- 32, 

S.I.T.E., II, 

Super Highway, 

Karachi. 

 

Cilostazol 

Tablet 100 

mg 

Each tablet 

contains 

Cilostazol 

USP……10

0 mg 

(Antiplatelet

, 

Vasodilator) 

 

Finished 

product 

specification

s are USP 

 

 

 

 

Form 5 

21-07-2010 

8000 + 12000 

As per PRC/ PAC in 

respect of fixation/ 

refixation/ hardship 

cases 

Me too Lostaz 100 mg by 

Matrix 

International Cilostazol 100 

mg  (FDA) 

Approved. 

263.  M/s PharmEvo 

(Pvt.) Limited. 

Plot No A-29, 

North West 

Industrial Zone, 

Port Qasim, 

Karachi. 

Ibumax 

Tablet  

Each bilayer 

tablet 

contains  

Ibuprofen 

USP……20

0 mg 

Methocarba

mol 

USP……50

0 mg 

Muscle 

Relaxant 

 

Finished 

Product 

Form 5 D 

23-08-2010 

Dy. No. 160 

Rs. 15000 + 35000 

10‘s= Rs 550  

20‘s= Rs 1100 

30‘s = Rs 1650 

Copy of challan of balance fee 

is given. 

Firm has given reference of 

USP for active raw material 

specifications while given detail 

is not as same as given in USP 

Evidence is required that firm 

has bilayer compression 

machine. 

Me too New drug 

International Muscle and back 

pain relief with Ibuprofen  

Tablet (Canada) 

Deferred for 

confirmatio

n of 

registration 

status in 

Stringent 

Regulatory 

Agencies & 

rectification 

of following 

observations

.  

 

1. Firm has 

given 

reference of 

USP for 
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Specificatio

ns are 

Manufacture

r 

 

active raw 

material 

specification

s while 

given detail 

is not as 

same as 

given in 

USP 

2. Evidence 

is required 

that firm has 

bilayer 

compression 

machine. 

 

264.  M/s PharmEvo 

(Pvt.) Limited. 

Plot No A-29, 

North West 

Industrial Zone, 

Port Qasim, 

Karachi. 

Maxofen 

Tablet  

Each bilayer 

tablet 

contains  

Actminophe

n USP 

……325 mg 

Methocarba

mol 

USP……40

0 mg 

Muscle 

Relaxant 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

Form 5 D 

23-08-2010 

Dy. No. 162 

Rs. 15000 + 35000 

10‘s= Rs 350  

20‘s= Rs 700 

30‘s = Rs 1050  

Copy of challan of balance fee 

is given. 

Firm has given reference of 

USP for active raw material 

specifications while given detail 

is not as same as given in USP 

Evidence is required that firm 

has bilayer compression 

machine. 

Me too  New drug  

International Methoxacet 

tablet available in Canada 

Deferred for 

confirmatio

n of 

registration 

status in 

Stringent 

Regulatory 

Agencies & 

rectification 

of following 

observations

.  

 

1. Firm has 

given 

reference of 

USP for 

active raw 

material 

specification

s while 

given detail 

is not as 

same as 

given in 

USP 

2. Evidence 

is required 

that firm has 

bilayer 

compression 

machine. 

 

265.  M/s PharmEvo 

(Pvt.) Limited. 

Desven XR 

100 mg 

Form 5  

23-08-2010 

Copy of challan of balance fee 

is given. 

Deferred for 

rectification 
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Plot No A-29, 

North West 

Industrial Zone, 

Port Qasim, 

Karachi. 

Tablet 

Each 

extended 

release 

tablet 

contains 

Desvenlafax

ine as 

Succinate 

…….100 

mg 

Antidepress

ant  

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

Dy. No. 161 

Rs. 8000 + 12000 

10‘s= Rs 1980  

14‘s= Rs 2772 

 

Undertaking for comparative 

dissolution profile is required. 

International availability has 

been given for Desvenlafaxine 

while firm applied for 

Desvenlafaxine as Succinate. 

Me too Lafaxine by Genix 

International Desvenlafaxine 

XR tablet 100 mg (FDA) 

of following 

observations

.  

 

1.  

Undertaking 

for 

comparative 

dissolution 

profile is 

required. 

International 

availability 

has been 

given for 

Desvenlafax

ine while 

firm applied 

for 

Desvenlafax

ine as 

Succinate. 

 

266.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Sayzone 

Plus 1 g 

Injection 

Each vial 

contains 

Cefoperazon

e Sodium 

USP eq to 

Cefoperazon

e……500 

mg 

Sulbactum 

Sodium USP 

eq to 

Sulbactum

…….500 

mg 

Cephalospor

in/ 

Clavulanic 

acid 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

Form 5  

23-08-2010 

Dy. No. 35 

Rs.  8000 +12000 

As per SRO 

 

Undertaking on prescribed 

format is required. 

Approval of section 

(cephalosporin dry powder 

injection) is required. 

Firm has given reference of 

USP for finished product while 

in USP Cefoperazone + 

Sulbactum in combination is 

not present in USP.  

Report of inspection dated 22-

07-14 has been attached in 

dossier. 

Me too  Actum Inj by Standard 

Pharma 

International Available in 

China, Korea 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of section 

(cephalospo

rin dry 

powder 

injection) is 

required. 

3. Firm has 

given 

reference of 

USP for 

finished 

product 

while in 

USP 
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Cefoperazon

e + 

Sulbactum 

in 

combination 

is not 

present in 

USP.  

 

267.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Sayzone 

Plus 2 g 

Injection 

Each vial 

contains 

Cefoperazon

e Sodium 

USP eq to 

Cefoperazon

e……1 g 

Sulbactum 

Sodium USP 

eq to 

Sulbactum

…….1 g 

Cephalospor

in/ 

Clavulanic 

acid 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

Form 5  

23-08-2010 

Dy. No. 34 

Rs.  8000 +12000 

As per SRO 

 

Undertaking on prescribed 

format is required. 

Approval of section 

(cephalosporin dry powder 

injection) is required. 

Firm has given reference of 

USP for finished product while 

in USP Cefoperazone + 

Sulbactum in combination is 

not present in USP.  

Report of inspection dated 22-

07-14 has been attached in 

dossier. 

Me too Actum Inj by Standard 

Pharma 

International Available in 

China, Korea 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of section 

(cephalospo

rin dry 

powder 

injection) is 

required. 

3. Firm has 

given 

reference of 

USP for 

finished 

product 

while in 

USP 

Cefoperazon

e + 

Sulbactum 

in 

combination 

is not 

present in 

USP.  

 

268.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

Nupain 

Injection 20 

mg 

Each 1 ml 

Form 5  

23-08-2010 

Dy. No. 26 

Rs.  8000 +12000 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Deferred for 

final 

reminder for 

rectification 
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77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

ampoule 

contains 

Nalbuphin 

hydrochlorid

e MS…..  20 

mg 

Narcotic 

analgesic 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

As per SRO 

 

Me too Nabupin Inj 20 mg by 

Medicraft 

International Nalbuphin 

hydrochloride 20mg/ml (FDA) 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

269.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Nupain 

Injection 10 

mg 

Each 1 ml 

ampoule 

contains 

Nalbuphin 

hydrochlorid

e MS…..  10 

mg 

Narcotic 

analgesic 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

Form 5  

23-08-2010 

Dy. No.  

Rs.  8000 +12000 

As per SRO 

 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Me too Nabupin Inj 10 mg by 

Medicraft 

International Nalbuphin 

hydrochloride 10mg/ml (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

270.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Celecob 

Capsule 200 

mg 

Each 

capsule 

contains 

Celecoxib 

MS……200 

mg Selective 

cox-2 

Inhibitor  

 

Finished 

Product 

Specificatio

ns are 

Form 5  

23-08-2010 

Dy. No.25 

Rs.  8000 +12000 

As per SRO 

 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Me too Celebex Cap 200 mg 

International Celebrex Cap 

200 mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 
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Manufacture

r 

 

staff is 

required. 

271.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Hapirol 

Injection 5 

mg 

Each 1 ml 

ampoule 

contains 

Haloperidol 

as decanote 

BP…… 

5 mg 

Tranquiliser

s  

Finished 

Product 

Specificatio

ns are BP 

 

Form 5  

23-08-2010 

Dy. No.36 

Rs.  8000 +12000 

As per SRO 

Undertaking on prescribed 

format is required. 

Me too Halodol Inj by 

Pharmedic 

International Haldol Inj (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

272.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Sadoquel 

100 mg 

Tablet 

Each film 

coated tablet 

contains  

Quetiapine 

as fumarate 

MS….100m

g 

Antipsychoti

c 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

Form 5  

24-08-2010 

Dy. No.40 

Rs.  8000 +12000 

As per SRO 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Me too Q-Par tablet 100 mg by 

Helix  

International Seroquel tablet 

100 mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

273.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Sadoquel 25 

mg Tablet 

Each film 

coated tablet 

contains  

Quetiapine 

as fumarate 

MS………2

5 mg 

Antipsychoti

Form 5  

24-08-2010 

Dy. No.39 

Rs.  8000 +12000 

As per SRO 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Me too Q-Par tablet 25 mg by 

Helix 

International Seroquel tablet 

25 mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 
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c 

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

274.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Zoleft 

Tablet 50 

mg 

Each tablet 

contains 

Sertraline as 

HCL 

MS…..50 

mg 

Antidepress

ant  

 

Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

Form 5  

23-08-2010 

Dy. No.29 

Rs.  8000 +12000 

As per SRO 

Firm has given reference of BP 

for specifications of active raw 

material and finished product 

while given detail is not as 

same as in BP. 

Approval of technical staff is 

required. 

Me too Graset tablet 50 mg by 

Glitz 

International Zoloft f/c tablet 

50 mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Firm has 

given 

reference of 

BP for 

specification

s of active 

raw material 

and finished 

product 

while given 

detail is not 

as same as 

in BP. 

3. Approval 

of technical 

staff is 

required. 

275.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Zoleft 

Tablet 100 

mg 

Each tablet 

contains 

Sertraline as 

HCL 

MS…..100 

mg 

Antidepress

ant  

Form 5  

23-08-2010 

Dy. No.28 

Rs.  8000 +12000 

As per SRO 

Firm has given reference of BP 

for specifications of active raw 

material and finished product 

while given detail is not as 

same as in BP. 

Approval of technical staff is 

required. 

Me too Graset tablet 100 mg by 

Glitz 

International Zoloft f/c tablet 

100 mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

 

1. 

Undertaking 

on 
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Finished 

Product 

Specificatio

ns are 

Manufacture

r 

 

 

 

prescribed 

format is 

required. 

2. Firm has 

given 

reference of 

BP for 

specification

s of active 

raw material 

and finished 

product 

while given 

detail is not 

as same as 

in BP. 

3. Approval 

of technical 

staff is 

required. 

276.  M/s Saydon 

Pharmaceutical 

Industries (Pvt.) 

Ltd. 

77- A Industrial 

Estate, 

Hayatabad, 

Peshawar. 

 

Busone 

Tablet 5 mg 

Each tablet 

contains 

Buspirone 

hydrochlorid

e 

USP…..5mg 

Antidepress

ant  

Finished 

Product 

Specificatio

ns are USP 

Form 5  

23-08-2010 

Dy. No.33 

Rs.  8000 +12000 

As per SRO 

Undertaking on prescribed 

format is required. 

Approval of technical staff is 

required. 

Me too Buspar tablet 5 mg by 

GSK 

International Buspirone 

Hydrochloride 5mg (FDA) 

Deferred for 

final 

reminder for 

rectification 

of following 

observations

: 

1. 

Undertaking 

on 

prescribed 

format is 

required. 

2. Approval 

of technical 

staff is 

required. 

277.  M/s Sami 

Pharmaceuticals 

(Pvt.) Ltd. 

f- 95, S.I.T.E., 

Karachi.  

Actim- H 

5/6.25mg 

Tablet  

Each film 

coated tablet 

contains 

Bisoprolol 

Fumarate 

USP…. 5 

mg 

Hydrochloro

thiazide 

USP….6.25 

mg 

Form 5  

30-08-2010 

Dy. No.206 

Rs.  8000 +12000 

As per SRO 

Me too Monitor Plus 5/6.25 by 

M/s Werrick 

International Ziac tablet 

5/6.25 (FDA) 

According to inspection report 

of 19-05-2014, GMP status of 

firm is rated as very good. 

Approved. 
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Anti 

hypertensive 

Anti anginal 

Beta blocker 

 

Finished 

product 

specification

s are USP  

278.  M/s Sami 

Pharmaceuticals 

(Pvt.) Ltd. 

f- 95, S.I.T.E., 

Karachi. 

Actim- H 

5/12.5mg 

Tablet  

Each film 

coated tablet 

contains 

Bisoprolol 

Fumarate 

USP…. 5 mg 

Hydrochlorot

hiazide 

USP….12.5 

mg 

Anti 

hypertensive 

Anti anginal 

Beta blocker 

 

Finished 

product 

specifications 

are USP  

Form 5  

31-08-2010 

Dy. No.225 

Rs.  8000 +12000 

As per SRO 

Me too Me too in same strength 

5/12.5 needs confirmation 

International Not available in 

same strength 5/12.5  

 

Deferred for 

confirmatio

n of 

registrartion 

status in 

Stringent 

Regulatory 

Agencies & 

Me-too 

status.  

279.  M/s Sami 

Pharmaceuticals 

(Pvt.) Ltd. 

f- 95, S.I.T.E., 

Karachi. 

Actim- H 

10/6.25mg 

Tablet  

Each film 

coated tablet 

contains 

Bisoprolol 

Fumarate 

USP…. 10 

mg 

Hydrochloro

thiazide 

USP….6.25 

mg 

Anti 

hypertensive 

Anti anginal 

Beta blocker 

Finished 

product 

specification

s are USP  

Form 5  

30-08-2010 

Dy. No.207 

Rs.  8000 +12000 

As per SRO 

Me too  Monitor Plus 10/6.25 

by M/s Werrick 

International Ziac tablet 

10/6.25 (FDA) 

According to inspection report 

of 19-05-2014, GMP status of 

firm is rated as very good. 

Approved. 
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280.  M/s Sami 

Pharmaceuticals 

(Pvt.) Ltd. 

f- 95, S.I.T.E., 

Karachi. 

Actim- H 

2.5/6.25mg 

Tablet  

Each film 

coated tablet 

contains 

Bisoprolol 

Fumarate 

USP…. 2.5 

mg 

Hydrochloro

thiazide 

USP….6.25 

mg 

Anti 

hypertensive 

Anti anginal 

Beta blocker 

 

Finished 

product 

specification

s are USP  

Form 5  

30-08-2010 

Dy. No.205 

Rs.  8000 +12000 

As per SRO 

Me too Corbis H 2.5/6.25 by 

M/s Effroz  

International Ziac tablet 

2.5/6.25 (FDA) 

According to inspection report 

of 19-05-2014, GMP status of 

firm is rated as very good. 

Approved. 
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Case No.07: Registration applications deferred by Registration Board. 

Evaluator – III 

i. Deferred Cases 243
rd

 Meeting of Registration Board 

S/N Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary name 

+ Dosage Form + 

Strength) 

Composition 

Pharmacological 

Group 

Finished product 

Specification 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differential 

fee 

Demanded 

Price / 

Pack size 

Decision of 

Registration 

Boars in its 

243
rd

  

Meeting 

Remarks on 

the 

formulation 

(if any) 

including  

International 

status in 

stringent 

drug 

regulatory 

agencies / 

authorities  

Me-too 

status  

GMP status 

as depicted 

in latest 

inspection 

report (with 

date) by the 

Evaluator 

 

Decision 

281 M/s Jaskan 

Pharmaceuticals 

(Pvt) Limited, 

50 Sunder 

Industrial Estate 

Raiwind Road, 

Lahore 

(Sachet section) 

Calkan 1000 Sachet 

Sachet 

 

Each sachet 

contains:-  

Calcium lactate 

gluconate…1000mg 

Vitamin C…500mg 

Calcium 

carbonate…327mg 

Folic acid … 1mg 

Vitamin 

B12…250mcg 

 

Calcium and 

Vitamin 

Supplement 

 

Form 5 

 

Dy No 

1334 dated 

03-04-2014 

02-04-2014 

 

Rs.20,000 

 

As per 

SRO/Pack 

of 10‘s 

Deferred for 

international 

availability 

and me too 

status 

Not available 

in SRA‘s 

 

Multical 

Sachet of 

Nabiqasim 

Industries 

Karachi 

 

 

Deferred till 

finalization of 

vitamin policy. 
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Manufacturer 

 

ii. Deferred Cases 242
nd

 Meeting of Registration Board 

S/N Name and 

address of 

manufacturer / 

Applicant 

Brand Name 

(Proprietary name + 

Dosage Form + 

Strength) 

Composition 

Pharmacological 

Group 

Finished product 

Specification 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differential 

fee 

Demanded 

Price / 

Pack size 

Decision of 

Registration 

Boars in its 

242
nd

Meeting 

Remarks on 

the 

formulation 

(if any) 

including  

International 

status in 

stringent 

drug 

regulatory 

agencies / 

authorities  

Me-too 

status  

GMP status 

as depicted 

in latest 

inspection 

report (with 

date) by the 

Evaluator 

 

Decision 

282 M/s.Shawan 

Pharmaceuticals, 

Plot #37, Road: 

NS-1, National 

Industrial Zone, 

Rawat 

Islamabad. 

Apiride / Leride / 

Vopiride 50mg 

Tablets 

 

Each  film coated 

tablet contains:  

Levosulpiride…50mg 

 

Benzamide 

antipsychotic 

 

Manufacturer  

Form 5  

Fast Track  

Dy. 

No.5247   

Dated.16-

08-2013 

Rs.60,000/- 

As per 

SRO    2 x 

10‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

Levopraid 

tablets of  

Therable 

Pharma SA, 

Belgium 

 

Levopraid 

tablets of 

Pacific 

Pharma 

Lahore 

 Inspection of 

the firm was 

conducted on 

23 July 2013 

and GMP 

comiance is 

found GOOD  

Deferred for review 

by the Review 

Committee as per 

Reistration Board 

decision in its M-241 

meeting. 
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283.  -do- Apiride / Leride / 

Vopiride 25mg 

Tablets 

 

Each  film coated 

tablet contains:  

Levosulpiride…25mg 

 

Benzamide 

antipsychotic\ 

 

Manufacturer  

Form 5 

Fast Track 

Dy. 

No.5245  

dated 

16-08-2013  

Rs.60,000/- 

As per 

SRO    2 x 

10‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

Levopraid 

tablets of  

Therable 

Pharma SA, 

Belgium 

 

Levopraid 

tablets of 

Pacific 

Pharma 

Lahore 

 

Deferred for review 

by the Review 

Committee as per 

Reistration Board 

decision in its M-241 

meeting. 

284.  -do- Dexpro 300mg 

  

Each film coated 

Tablet contains:  

Dexibuprofen ….. 

300mg 

 

NSAID 

 

Manufacturer 

Form 5 

Fast Track 

Dy. 

No.5246  

dated 16-

08-2013  

Rs.60,000/- 

As per 

SRO    

Pack of 

10‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

 Not available 

in SRA‘s 

 

Dexib of 

Tabros 

Pharma 

Karachi 

 Deferred for  
review committee for 

review of 

formulation  

 

285.  -do- Vertalin  Tablets 

50mg 

 

Each film coated 

tablet contains: 

Sertraline as HCl….. 

50mg 

 

5th Reuptake 

Inhibitor / Anti 

Depressant 

 

BP 

Form 5 

Fast Track 

Dy. 

No.5246  

dated 16-

08-2013  

Rs.60,000/- 

As per 

SRO      

Pack of 

30‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

Sertraline 

tablets 

approved by 

USFDA 

Approved. 

286.  -do- Vertalin  Tablets 

100mg 

 

Each film coated 

tablet contains: 

Sertraline as HCl….. 

100mg 

 

5th Reuptake 

Inhibitor / Anti 

Depressant 

Form 5 

Fast Track 

Dy. 

No.5244  

dated 16-

08-2013  

Rs.60,000/- 

As per 

SRO      

Pack of 

30‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

Sertraline 

tablets 

approved by 

USFDA 

Approved. 
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BP 

287.  -do- Zaxyl 20mg. 

 

Each film coated 

tablet contains:-  

Paroxetine 

Hydrochloride 

Hemihydarte 

equivalent to 

Paroxetine….…20mg  

 

5HT Reuptake 

Inhibitor / anti 

depressant 

 

BP 

Form 5 

Fast Track 

Dy. 

No.5243  

dated 16-

08-2013  

Rs.60,000/- 

As per 

SRO      

Pack of 

10‘s 

Deferred as 

firm has not 

completed 

requisite 

documentation 

as per Form-5 

Seroxat of 

GSK, BNF 61 

 

Paraxyl of 

CCL, Lahore 

 

Approved. 

 

Evaluator – IV 

 

S/N Name and 

address of 

manufacturer/ 

Applicant 

Brand Name 

(Proprietary 

name + Dosage 

Form + 

Strength) 

Composition 

Pharmacological 

Group 

 

Finished product 

Specification 

 

Type of 

Form 

Initial 

date, diary  

Fee 

including 

differential 

fee 

Demanded 

Price / 

Pack size 

Decision in 

previous meeting 

 

Remarks on 

the 

formulation 

(if any) 

including  

International 

status in 

stringent 

drug 

regulatory 

agencies / 

authorities  

 

Me-too status  

 

GMP status 

as depicted in 

latest 

inspection 

report (with 

date) by the 

Evaluator 

 

Decision 
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288.  M/s Elko 

Organization 

(Pvt.) Ltd. Plot 

No. 27 & 28, 

Sector 12-B, 

North Karachi 

Industrial Area, 

Karachi 

Cefopar 

Injection 

Each vial contains 

Cefoperazone 

Sodium USP eq 

to Cefoperazone 

500 mg 

Sulbactum 

sodium USP eq to 

Sulbactum 500 

mg 

Antibiotic 

Form 5  

Fast Track 

 1 × 1 + 

sterile 

water for 

injection 

Rs 400/ 

vial 

28-10-13 

28-10-13 

Rs 60,000/- 

Deferred  for 

completion of 

Form 5 (M242 

RB) 

 

Reference to 

finished 

product 

specifications 

is required. 

For Studies 

like provide 

process 

validation, 

stability 

studies, 

pharmaceutical 

development 

studies & 

validation of 

analytical 

methods, an 

undertaking 

may be 

submitted 

regarding the 

provision of 

the same 

before 

marketing of 

said product. 

For Summary 

of Product 

Characteristics 

(SmPC), 

Patient 

information 

leaflet (PIL) 

Prescribing 

Information 

(PI), you may 

submit an 

undertaking 

that said 

information 

would be same 

as approved by 

reference drug 

agencies like 

FDA, TGA, 

MHLW, EMA 

and Health 

Deferred for 

final reminder 

for 

rectificarion of 

following 

observation. 

1. Reference to 

finished 

product 

specifications 

is required. 

2. For Studies 

like provide 

process 

validation, 

stability 

studies, 

pharmaceutical 

development 

studies & 

validation of 

analytical 

methods, an 

undertaking 

may be 

submitted 

regarding the 

provision of 

the same 

before 

marketing of 

said product. 

3. For 

Summary of 

Product 

Characteristics 

(SmPC), 

Patient 

information 

leaflet (PIL) 

Prescribing 

Information 

(PI), you may 

submit an 

undertaking 

that said 

information 
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Canada. 

According to 

inspection 

report dated 

09-05-12 firm 

is operating at 

good level of 

compliance 

International: 

Not approved 

by stringent 

regulatory 

agencies but 

present in 

China 

Local: 

Winbact Inj by 

M/s Winsfield 

would be same 

as approved by 

reference drug 

agencies like 

FDA, TGA, 

MHLW, EMA 

and Health 

Canada. 

4. Latest GMP 

inspection 

report 

 

289.  M/s Hiranis 

Pharmaceutical 

Pvt. Ltd. Plot.No. 

E-145-149, North 

western 

Industrial Zone, 

Port Qasim, 

Karachi. 

 

Dentassium Tooth 

Paste 5% w/w 

Each  gram 

contains:- 

Potassium Nitrate  

BP 50 mg 

(Desensitizing) 

Finished product 

specifications are 

Manufacturer. 

Form-5 

06-03-2014 

Dy.No. 206 

06-03-2014 

Rs.20,000/- 

As per PRC 

 

Deferred for 

clarification of 

following 

observation. (M 

243) 

 

1. The applicant 

has mentioned 

Vitamin B5 & 

Vitamin E as 

inactive 

ingredients 

while these have 

pharmacological 

actions and their 

use as inactive 

ingredient or as 

excipients 

requires 

scientific 

justification. 

 

Deferred till 

decision by the 

committee on 

similar cases (M 

244) (M/s 

Attabak).  
 

Firm has 

replied that by 

typographic 

mistake 

vitamin B5 & 

vitamin E had 

been included 

as excipients 

therefore these 

materials had 

been removed 

from 

formulation 

while 

composition of 

product 

including 

active material 

& quantity 

remained 

same. 

Moreover, M/s 

Attabak a 

veterinary 

company 

having similar 

cases in 

registered 

products, 

Approved. 
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whereas our 

product is not 

registered. 

 

290.  M/s Hiranis 

Pharmaceutical 

Pvt. Ltd. Plot.No. 

E-145-149, North 

western 

Industrial Zone, 

Port Qasim, 

Karachi. 

 

Oradent Tooth 

Paste 

Each  gram 

contains:- 

Permethol  2.5mg 

(Analgesic, Anti 

inflammatory) 

 

Finished product 

specifications are 

Manufacturer. 

Form-5 

06-03-2014 

Dy.No. 205 

06-03-2014 

Rs.20,000/- 

As per PRC 

Deferred for 

clarification of 

following 

observation. 

 

1. The applicant 

has mentioned 

Vitamin B5 & 

Vitamin E as 

inactive 

ingredients while 

these have 

pharmacological 

actions and their 

use as inactive 

ingredient or as 

excipients requires 

scientific 

justification.. 

 

Deferred till 

decision by the 

committee on 

similar cases (M 

244) (M/s 

Attabak). 

Firm has 

replied that by 

typographic 

mistake 

vitamin B5 & 

vitamin E had 

been included 

as excipients 

therefore these 

materials had 

been removed 

from 

formulation 

while 

composition of 

product 

including 

active material 

& quantity 

remained 

same. 

Moreover, M/s 

Attabak a 

veterinary 

company 

having similar 

cases in 

registered 

products, 

whereas our 

product is not 

registered. 

International: 

Not found in 

reference drug 

agencies 

however, 

toothpaste 

containing 

Permethol 

available 

internationally. 

Me too: Hi 

Approved. 
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Paradent tooth 

paste 

Firm was 

inspected on 

17
th

 & 23
rd

 

September 

2013, for grant 

of DML by 

way of 

formulation 

291.  M/s Hiranis 

Pharmaceutical 

Pvt. Ltd. Plot.No. 

E-145-149, North 

western 

Industrial Zone, 

Port Qasim, 

Karachi. 

 

Dentassium 

Mouth Wash 1% 

w/v 

Mouth Wash 

Each  ml 

contains:- 

Potassium Nitrate  

BP 10 mg 

(Desensitizing) 

 

Finished product 

specifications are 

Manufacturer. 

Form-5 

06-03-2014 

Dy.No. 206 

06-03-2014 

Rs.20,000/- 

As per PRC 

Deferred for 

clarification of 

following 

observation. 

 

1. The applicant 

has mentioned 

Vitamin B5 & 

Vitamin E as 

inactive 

ingredients while 

these have 

pharmacological 

actions and their 

use as inactive 

ingredient or as 

excipients requires 

scientific 

justification. 

Deferred till 

decision by the 

committee on 

similar cases (M 

244) (M/s 

Attabak). 

 

Firm has 

replied that by 

typographic 

mistake 

vitamin B5 & 

vitamin E had 

been included 

as excipients 

therefore these 

materials had 

been removed 

from 

formulation 

while 

composition of 

product 

including 

active material 

& quantity 

remained 

same. 

Moreover, M/s 

Attabak a 

veterinary 

company 

having similar 

cases in 

registered 

products, 

whereas our 

product is not 

registered. 

International: 

Not found in 

reference drug 

agencies 

however, 

Approved. 
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Potassium 

Nitrate 

mouthwashes 

in combination 

with Fluorine 

available 

internationally 

Me too: 

Prodent 1% 

w/v  

Firm was 

inspected on 

17
th

 & 23
rd

 

September 

2013, for grant 

of DML by 

way of 

formulation 

292.  M/s Hiranis 

Pharmaceutical 

Pvt. Ltd. Plot.No. 

E-145-149, North 

western 

Industrial Zone, 

Port Qasim, 

Karachi. 

 

Myotec  

Tablet 

Each sugar coated 

tablet 

contains:                

Eperisone HCl 

MS 50mg 

(Antispasmodic) 

 

Manufacturer 

Specifications 

Form-5 

16-12-2013 

Dy.No. 

2061 

16-12-2013 

Rs.20,000/- 

As per PRC 

 

 

Deferred for me 

too status and 

provision of 

documents 

regarding 

international 

availability (M 

244)  
 

Firm has 

replied as 

Me too: 

Myonal Tablet 

by M/s Hilton 

(010644) 

Smur Tablet 

by M/s Barrett 

Hodgson 

(048630) 

International: 

Firm has 

provided 

Product 

literature/ 

Monograph 

/Leaflet of 

international 

innovator 

brand Myonal 

Tablet 50 mg 

manufactured 

by M/s Eisai 

Co., Ltd., 

marketed in 

Japan. 

Moreover 

product ia also 

available in 

Approved. 
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Italy as 

Expose Tablet 

by Alfa 

Wasserman. 

Also available 

in China, 

South Korea, 

Thailand, 

Philippines, 

Malaysia, 

India. 

293.  M/s Umema 

Pharma 

Plot No. M-28, 

Hub Industrial 

Estate, 

Balochistan 

MF- 500 Tablet  

Each tablet 

contains 

Mefenamic acid 

EP…….500 mg 

(NSAID) 

Finished product 

specifications are 

BP. 

 

Form 5 

10-02-2014 

Rs. 20,000 

 

Rs 1.65 / 

Tablet 

10 × 10 

 

(M 244) 

Deferred for 

clarification 

whether the 

formulation is 

film coated 

or otherwise.  

  

Firm has never 

applied for 

film coated 

tablet. 

International: 

Ponston Forte 

Tablet 500 mg 

in UK 

Local: Ponstan 

Forte 500 mg 

Tablet by M/s 

Pfizer 

 

Approved. 

294.  M/s Umema 

Pharma 

Plot No. M-28, 

Hub Industrial 

Estate, 

Balochistan 

MF- 250 Tablet  

Each film coated 

tablet contains 

Mefenamic acid 

EP…….250 mg 

(NSAID) 

 

Finished product 

specifications are 

BP. 

 

Form 5 

31-10-2013 

Rs. 20,000 

 

Rs 0.984 / 

Tablet 

10 × 10 

(M 244) 

Deferred for 

clarification 

whether the 

formulation is 

film coated Or 

otherwise.  
 

Firm has never 

applied for 

film coated 

tablet. 

Mefenamic 

acid tablet 250 

mg not 

available in 

SRAs. Meface 

Tablet 250 mg 

and Mefacid 

Tablet 250 mg 

available in 

India.  

Local: Ponstan 

500 mg Tablet 

by M/s Pfizer 

Firm applied 

for 250mg but 

erroneously 

mentioned as 

500mg in 244
th

 

meeting 

Approved. 
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Case No.08: Registration Applications for Human import. 

Evaluator – IV 

S/N Name and 

address of 

manufactu

rer/ 

Applicant 

Brand Name 

(Proprietary name + 

Dosage Form + 

Strength) 

 

Composition 

 

Pharmacological 

Group 

 

Finished product 

Specification 

 

Type of Form 

 

Initial date, diary  

 

Fee including 

differential fee 

 

Demanded Price / 

Pack size 

Remarks on the 

formulation (if any) 

including  

International status in 

stringent drug 

regulatory agencies / 

authorities  

 

Me-too status  

 

GMP status as 

depicted in latest 

inspection report (with 

date) by the Evaluator 

 

Decision 

295.  M/s. ICI 

Pakistan 

Limited, 

Karachi. 

 

Manufact

urer 

M/s. 

Bristol-

Mayers 

Squibb 

Company, 

Mount 

Vernon, 

Indiana, 

USA. 

Onglyza 
TM

  5mg 

Tablets 

Each film coated 

tablet contains:- 

Saxagliptin 

Hydrochloride 

(Anhydrous)……..5.5

8mg  eq to 

Saxagliptin….5mg 

Dipeptidyl Peptidase-

4 inhibitor/anti-

diabetic drug 

Manufacturer 

Specifications 

 

Form 5-A 

04-11-2010 

Diary No. 249 

Rs.15000/- 

10-09-2013 

Rs.85000/-

Rs.6541.20/Per 

Packs of 30‘s 

Tablets  

 

International: Onglyza 

5mg (FDA) 

Local:  Me too  

Certificate of 

Pharmaceutical product 

has been expired on 31 

August, 2011. 

 

Note: FDA approved 

the formulation 

without any Black Box 

warning. 

 

Deferred for 

provision of 

legalized & 

valid CPP by 

the applicant. 

 

296.  M/s. ICI 

Pakistan 

Limited, 

Karachi. 

 

Manufact

urer 

M/s. 

Bristol-

Mayers 

Onglyza 
TM

  2.5mg 

Tablets 

Each film coated 

tablet contains:- 

Saxagliptin 

Hydrochloride 

(Anhydrous)……..2.7

9mg  eq to 

Saxagliptin….2.5mg 

Dipeptidyl Peptidase-

Form 5-A 

04-11-2010 

Diary No. 249 

Rs.15000/- 

10-09-2013 

Rs.85000/- 

Packs of 30‘s 

Tablets  

 

International: Onglyza 

10mg (FDA) 

Local:  Me too  

Certificate of 

Pharmaceutical product 

has been expired on 31 

August, 2011. 

 

Note: FDA approved 

the formulation 

Deferred for 

provision of 

legalized & 

valid CPP by 

the applicant. 

 

http://en.wikipedia.org/wiki/Anti-diabetic_drug
http://en.wikipedia.org/wiki/Anti-diabetic_drug
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Squibb 

Company, 

Mount 

Vernon, 

Indiana, 

USA. 

4 inhibitor/anti-

diabetic drug 

Manufacturer 

Specifications 

 

without any Black Box 

warning. 

 

297.  M/s. ICI 

Pakistan 

Limited, 

Karachi. / 

Manufact

urer 

M/s. Astra 

Zeneca UK 

Ltd., silk 

Road 

Business 

Park, 

Macclesfiel

d Cheshire, 

United 

Kingdom. 

Seroquel XR 50mg 

Tablets 

Each extended release 

tablets contains:-

Quetiapine fumarate 

equivalent to 50mg 

quetiapine 

Atypical antipsychotic 

agent 

Manufacturer 

Specifications 

 

Form 5-A  

Rs. 6346.51 / 30‘s  

30-03-2010 

Diary No. 250 

Rs.15000/- 

10-09-2013 

Rs.85000/- 

International: Seroquel 

XR 50 mg (FDA) 

Local: New strength  

 

The strength has been 

found Me-Too 

Qupin SR Tablet 50 

mg 

 

The firm has 

submitted legalized 

CPP of product. 

 

Approved. 

298.  M/s. ICI 

Pakistan 

Limited, 

Karachi. 

 

Manufact

urer 

M/s. 

Bristol-

Mayers 

Squibb 

Company, 

Mount 

Vernon, 

Indiana, 

USA. 

Seroquel XR 200mg 

Tablets 

Each extended release 

tablets contains:-

Quetiapine fumarate 

equivalent to 200mg 

quetiapine 

 

Atypical antipsychotic 

agent 

 

Manufacturer 

Specifications 

Form 5-A  

Rs. 10599.40 / 

30‘s  

30-03-2010 

Diary No. 252 

Rs.15000/- 

10-09-2013 

Rs.85000/- 

International: Seroquel 

XR 2000 mg (FDA) 

Local: Qusel XR 

200mg Hilton 

GMP certificate of 

manufacturer has been 

expired on 2011. 

 

The firm has 

submitted legalized 

CPP of product. 

Approved. 

299.  M/s. ICI 

Pakistan 

Limited, 

Karachi. 

 

Manufact

urer 

M/s. 

Bristol-

Seroquel XR 300mg 

Tablets 

Each extended release 

tablets contains:-

Quetiapine fumarate 

345.38mg equivalent 

to 300mg quetiapine 

 

Atypical antipsychotic 

Form 5-A  

30-03-2010 

Diary No. 228 

Rs.15000/- 

10-09-2013 

Rs.85000/- 

Rs. 15946.40 / 

30‘s  

 

International: Seroquel 

XR 300 mg (FDA) 

Local: Qutirate XR 300 

mg  by M/s Sharooq 

GMP certificate of 

manufacturer has been 

expired on 2011. 

 

The firm has 

Approved. 

http://en.wikipedia.org/wiki/Anti-diabetic_drug
http://en.wikipedia.org/wiki/Anti-diabetic_drug
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Mayers 

Squibb 

Company, 

Mount 

Vernon, 

Indiana, 

USA. 

agent 

 

Manufacturer 

Specifications 

 

submitted legalized 

CPP of product. 

300.  M/s. ICI 

Pakistan 

Limited, 

Karachi.  

Manufact

urer 

M/s. Astra 

Zeneca UK 

Ltd., silk 

Road 

Business 

Park, 

Macclesfiel

d Cheshire, 

United 

Kingdom. 

Seroquel XR 400mg 

Tablets 

Each extended release 

tablets contains:-

Quetiapine fumarate 

460.5 mg equivalent 

to 400mg quetiapine 

 

Atypical antipsychotic 

agent 

 

Manufacturer 

Specifications 

 

Form 5-A  

30-03-2010 

Diary No. 230 

Rs.15000/- 

10-09-2013 

Rs.85000/- 

 

Rs. 21198.80 / 

30‘s  

 

International: Seroquel 

XR 400 mg (FDA) 

Local: Qutirate XR 400 

mg  by M/s Sharooq 

GMP certificate of 

manufacturer has been 

expired on 2011. 

 

The firm has 

submitted legalized 

CPP of product. 

Approved. 

301.  M/s. Ali 

Gohar & 

Company 

(Pvt) 

Limited, 

Karachi. 

Manufact

urer 

M/s. 

Boehringer 

Ingelheim 

Pharma 

GmbH & 

Co. KG, 

Located in 

Binger 

Strasse 

173, 55216 

Ingelheim 

am Rhein, 

Germany. 

Jentadueto 

2.5mg/850mg Tablets 

Each Film Coated 

Tablets contains:- 

Linagliptin…..2.5 mg 

Metformin 

Hydrochloride…….85

0mg 

(Drugs used in 

Diabetes, combination 

of oral blood glucose 

lowering drugs). 

Form 5 A  

01-07-2013 

Rs.50000/-  

Rs. 7130/ 

Per packs of 60 

Tablets. 

 

International: 

Jantadueto 2.5/850 

(FDA) 

Local: Me too (M 243) 

 

Approved. 
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302.  M/s. Ali 

Gohar & 

Company 

(Pvt) 

Limited, 

Karachi.  

Manufact

urer 

M/s. 

Boehringer 

Ingelheim 

Pharma 

GmbH & 

Co. KG, 

Located in 

Binger 

Strasse 

173, 55216 

Ingelheim 

am Rhein, 

Germany. 

Jentadueto 

2.5mg/1000mg 

Tablets 

Each Film Coated 

Tablets contains:- 

Linagliptin…..2.5 mg 

Metformin 

Hydrochloride…….10

00mg 

 

(Drugs used in 

Diabetes, combination 

of oral blood glucose 

lowering drugs). 

Form 5 A  

01-07-2013 

Rs.50000/-

Rs.7130/ 

Per packs of 60 

Tablets 

 

International: 

Jantadueto 2.5/1000 

(FDA) 

Local: Me too  (M 243) 

 

Approved. 

 

Case No.09.  Registration Applications for Veterinary Import. 

Evaluator – III 

S/N Name and 

address of 

manufacturer 

/ Applicant 

Brand Name 

(Proprietary name + 

Dosage Form + 

Strength) 

Composition 

Pharmacological Group 

Finished product 

Specification 

Type of 

Form 

Initial date, 

diary  

Fee including 

differential 

fee 

Demanded 

Price / Pack 

size 

Remarks on the 

formulation (if 

any) including  

International 

status in stringent 

drug regulatory 

agencies / 

authorities  

Me-too status  

GMP status as 

depicted in latest 

inspection report 

(with date) by the 

Evaluator 

Decision  
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303 M/s Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore. 

Laboratories 

Hipra S.A, 

Avda, La 

Selva, 135 

Amer ( 

Girona) 

17170, Spain  

Selectan Injection 

300mg/ml 

Each ml contains:- 

Florfenical…….300mg 

Antibiotic 

Shelf life: 24 Months 

Form-5A 

08/07/2010 

Dy No: 39 

15,000 + 

85000/- 

Decontrollled 

100ml 

polypropylene 

bottle 

Florfen of 

Leads 

Pharmaceuticals 

Islamabad  

Approved. 

304 M/s Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore. 

Laboratories 

Hipra S.A, 

Avda, La 

Selva, 135 

Amer ( 

Girona) 

17170, Spain 

Eficur  Injectable 

Suspension 50mg/ml 

Each ml contains:- 

Ceftiofur as 

Hydrochloride…….50mg 

Antibiotic 

Shlef Life: 24 months 

Form-5A 

08/07/2010 

Dy No: 36 

15,000 + 

85000/- 

Decontrolled 

100ml type II 

glass vial 

Ecefur of S.J & 

G Fazul Elahi  

Approved. 

305 M/s Marush 

(Pvt) Limited, 

K-123, Model 

Town, Lahore. 

Laboratories 

Hipra S.A, 

Avda, La 

Selva, 135 

Amer ( 

Girona) 

17170, Spain 

Gentamox Injection 

Each ml contains:- 

Amoxicillin 

trihydrate……150mg 

Gentamicin as 

Sulphate…..40mg 

Antibiotic 

Shelf Life: 24 Months 

Form-5A 

08/07/2010 

Dy No: 35 

15,000 + 

85000/- 

Decontrolled  

100ml Type II 

glass vial 

 

Me too status 

needs 

confirmation 

Deferred for 

confirmation 

of approval by 

SRA and 

expert opinion 

by following: 

1. Dr. Ashraf 

UVAS, 

Lahore. 

2. Dr. Zafar, 

Peshawar 

University. 

3. Head of 

Pharmacology, 

Agricultural 

University, 

Faisalabad. 
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Item No.VII: Miscellenous cases. 

Registration-I 

Case No. 01   Correction in composition of registered veterinary drugs.  

M/s. Myrtle Pharma, Karachi have requested for correction in composition of their 

registered veterinary drugs as these were erroneously registered against their request in the 

product dossier submitted to DRAP. They have requested that following correction may kindly 

be made in their registration letter:- 

S# Reg. 

No. 

Name of 

Drug. 

Incorrect (written in the 

registration letter). 

Correct (submitted in the product 

dossier). 

1 072603 Myovit Oral 

Powder. 

Myovit Oral Powder. 

Each 1000gm contains:- 

Vitamin A …. 20000000 

IU. 

Vitamin D ….  40,00000 

IU. 

Vitamin E …..  1600 IU. 

Vitamin K ….   9000mg. 

Vitamin B1 …  1250mg. 

Vitamin B2 …  20000mg. 

Vitamin B6 …  6800mg. 

Vitamin B12 … 

30000mcg. 

Vitamin C …… 

10,000mcg. 

Folic Acid ……  

2000mcg. 

Nicotinamide … 

100000mcg. 

Calcium D Pantothenate 

3000mg. 

Biotin ………. 20,000mg. 

 

Myovit Plus  

Each 1000gm contains:- 

Vitamin A …. 20000000 IU. 

Vitamin D ….  40,00000 IU. 

Vitamin E …..  1600 IU. 

Vitamin K ….   9000mg. 

Vitamin B1 …  1250mg. 

Vitamin B2 …  20000mg. 

Vitamin B6 …  6800mg. 

Vitamin B12 … 30000mcg. 

Vitamin C …… 10,000mg. 

Folic Acid ……  2000mcg. 

Nicotinamide … 30,000mg. 

Calcium D Pantothenate 3000mg. 

Biotin ………. 20,000mcg. 

2 072613 Myo-Sel 

Premix 

Each 1000gm contains:- 

Vitamin E …………. 

150gm. 

Selenium ………150gm. 

Each 1000gm contains:- 

Vitamin E …………. 150gm. 

Selenium ……………150mg. 

3 073957 MYO CTC 

Oral 

Powder. 

Each 1000gm contains:- 

Chlortetracycline 250gm. 

Neomycin Sulphate 

100gm. 

Furltadone ........   250gm. 

 

Each 1000gm contains:- 

Chlortetracycline 75gm. 

Neomycin Sulphate 40gm. 

Furltadone ............   30gm. 
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4 072607 Myrobac 

Oral Liquid. 

 

50ml 

100ml 

500ml 

1000ml 

5 072608 Myrtleflox 

Oral Liquid. 

 

Each 100ml contains:- 

Enrofloxacin ……. 20gm. 

Colistin Sulphate 

2,00,000 IU. 

Each 100ml contains:- 

Enrofloxacin ……. 20gm. 

Colistin Sulphate 50000000 IU. 

 

6 072610 Myrtrovit 

Oral Liquid. 

 

Each ml contains:- 

Vitamin A …….. 100,000 

IU. 

Vitamin D3…….  20,000 

IU. 

Vitamin E ………  20mg. 

Each ml contains:- 

Vitamin A …….. 100,000 IU. 

Vitamin D3…….  20,000 IU. 

Vitamin E ………  20mg. 

Vitamin K ............  20mg. 

   

 M/s. Myrtle Pharma, Karachi have deposited fee Rs.5000/each. The aforesaid 

mistake/omission has not been verified from the registration applications submitted by the firm 

at the time of registration.  

The drugs mentioned in above were registered in 2011 & 2012, now firm has applied for 

the correction of formulation after the lapse of about 3 years, which means they have not 

manufacture these products which is violation of the condition of registration 

The record of these product is scrutinized from dossier submitted by the firm and found 

the letter were issued according to the dossier submitted by the firm and no lacking at the part of 

the Drug Regulatory Authority of Pakistan.  

The cas was placed before the Registration Board in its 244
th

 meeting but no body appears before 

the board and it was decided to issue and it was decided to Final notice for personal hearing to 

the firm in forthcoming meeting of the board.  

Decision: Mr. Sher Naz (Production Incharge) appeared before the Board and 

informed that the composition of products is not stable as per studies conducted by them. 

Therefore, they decided to change their composition as requested. The Board took serious 

note of the facts and not acceded to request of the firm. The Board further asked the 

representative of the firm for the fate of the already registered drugs mentioned below as 

these are irrational formulations. The representative of the firm told these may be de-

registered.  
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Therefore, the Board de-registered following products; 

S# Reg. 

No. 

Name of 

Drug. 

Incorrect (written in the 

registration letter). 

Correct (submitted in the product 

dossier). 

1 072603 Myovit Oral 

Powder. 

Myovit Oral Powder. 

Each 1000gm contains:- 

Vitamin A …. 20000000 

IU. 

Vitamin D ….  40,00000 

IU. 

Vitamin E …..  1600 IU. 

Vitamin K ….   9000mg. 

Vitamin B1 …  1250mg. 

Vitamin B2 …  20000mg. 

Vitamin B6 …  6800mg. 

Vitamin B12 … 

30000mcg. 

Vitamin C …… 

10,000mcg. 

Folic Acid ……  

2000mcg. 

Nicotinamide … 

100000mcg. 

Calcium D Pantothenate 

3000mg. 

Biotin ………. 20,000mg. 

 

Myovit Plus  

Each 1000gm contains:- 

Vitamin A …. 20000000 IU. 

Vitamin D ….  40,00000 IU. 

Vitamin E …..  1600 IU. 

Vitamin K ….   9000mg. 

Vitamin B1 …  1250mg. 

Vitamin B2 …  20000mg. 

Vitamin B6 …  6800mg. 

Vitamin B12 … 30000mcg. 

Vitamin C …… 10,000mg. 

Folic Acid ……  2000mcg. 

Nicotinamide … 30,000mg. 

Calcium D Pantothenate 3000mg. 

Biotin ………. 20,000mcg. 

2 072613 Myo-Sel 

Premix 

Each 1000gm contains:- 

Vitamin E …………. 

150gm. 

Selenium 

……………150gm. 

Each 1000gm contains:- 

Vitamin E …………. 150gm. 

Selenium ……………150mg. 

3 073957 MYO CTC 

Oral 

Powder. 

Each 1000gm contains:- 

Chlortetracycline 250gm. 

Neomycin Sulphate 

100gm. 

Furltadone ..........   250gm. 

 

Each 1000gm contains:- 

Chlortetracycline 75gm. 

Neomycin Sulphate 40gm. 

Furltadone ............   30gm. 

 

4 072608 Myrtleflox 

Oral Liquid. 

 

Each 100ml contains:- 

Enrofloxacin ……. 20gm. 

Colistin Sulphate 2,00,000 

IU. 

Each 100ml contains:- 

Enrofloxacin ……. 20gm. 

Colistin Sulphate 50000000 IU. 

 

5 072610 Myrtrovit 

Oral Liquid. 

 

Each ml contains:- 

Vitamin A .. 100,000 IU. 

Vitamin D3….  20,000 IU. 

Vitamin E ………  20mg. 

Each ml contains:- 

Vitamin A …….. 100,000 IU. 

Vitamin D3…….  20,000 IU. 

Vitamin E ………  20mg. 

Vitamin K ............  20mg. 
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Case No.02.  Registration of Imported Veterinary Drugs. 

Drug Registration Board in its 237
th

 meeting held on 26-02-2013 approved the 

registration of following imported veterinary drugs in the name of M/s. Better Traders 

International, Faisalabad, manufactured by M/s. Kepro B.V. Maagdenburgstraat, Deventer, 

Holland, subject to inspection of manufacturer abroad, verification of storage facilities as per 

policy. The firm has deposited the differential fee Rs.85000x5=Rs.425000/-  

 

S.#. Name of Drug (s) /Composition.  Decontrolled / 

Pack Size. 

Shelf Life 

1. Tilmi 25% Oral Liquid. 

Each ml contains:- 

Tilmicosin (as tilmicosin phosphate) 

....... 250mg. 

 

100ml 

250ml 

500ml 

1 Liter 

2.5 Liter 

5 Liter 

 

02years 

2. L.S. Water Soluble Powder. 

Each gm contains:- 

Lincomycin HCI……….222mg. 

Spectinomycin HCI……444mg. 

 

 

100gm. 

150gm. 

1000gm. 

 

02years 

3. L.S. Injection.  

Each ml contains:- 

Lincomycin (as HCI H2O) 50mg. 

Spectinomycin (as HCI 5 H2O) 100mg. 

 

100ml. 02years 

4. Florum 10% Oral Solution. 

Each ml contains:- 

Florfenicol…….100mg. 

 

1000ml. 02years 

 

 Storage facility of the importer has already been verified by the Area FID. 

 The applicant M/s. Better Traders International, Faisalabad have requested for issuance 

of registration letters of the above said drug. As the above said products are not on free sale in 

Netherlands and are registered for export purpose only. Therefore, M/s. Better Traders 

International, Faisalabad was advised to clarify the same.   
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 In response, M/s. Better Traders International, Faisalabad have submitted the detailed 

information reply on the registration of veterinary medicines in Netherlands from their principal 

M/s. Kepro B.V, Holland (Pages 11-12/Corr). Furthermore, firm have submitted that similar 

products are already registered for local and import by the DRAP, even the imported products 

are not registered in the country of origin.  The disease challenges (threshold) are very high in 

the country and good quality medicines are the need of the formers to meet these challenges. 

Kepro products are result oriented and demand of the formers. M/s. Kepro B.V, Holland is a 

European GMP company.  

The firm M/s. Kepro B.V, Holland has accepted that these products referred above are 

not registered in Netherlands due to less demands of antibiotics use in their country. The GMP 

certificate provided by them also indicate they only have approval for batch certification of 

products & not production, which is a questionable. The case was placed before the Registration 

Board in its 244
th

 meeting but no body appears before the board and it was decided to issue and it 

was decided to Final notice for personal hearing to the firm in forthcoming meeting of the board.  

Decision: Dr. Akhtar Shab Khaz (M.D) along with his team appeared before the Board and informed that 

the above mentioned veterinary drugs are not locally available in country of origin i.e. Netherlands and these 

are approved for export purpose only. He further informed the fee for registration in Netherlands is very high 

therefore; their parent company has not applied for local registration. The Board after deliberations deferred 

the case till recommendations of the committee constituted for this purpose.  

 

Case No. 03. REGISTRATION OF DRUGS UNDER THE DRUGS ACT, 1976. 

Drug Registration Board in its 239
th

 meeting held on 12
th

 September, 2013 deferred the 

following drugs of M/s. Medi-Vet (Pvt) Limited, Lahore due to stoppage of production by 

Central Licensing Board:- 

S. # Name of 

Manufacturer. 

Name of Drug(s)/Composition Price/Pack 

Size 

Shelf 

Life 

Decision 

1.  M/s. Medi-Vet 

(Pvt) Limited, 

Lahore. 

 

Floxivet-Col + Oral Solution  

Each 100ml contains:- 

Enrofloxacin HCI CP…….10.0gm 

Amantadine HCI BP….......04.0gm 

Colistin Sulphate BP…........3.5gm 

(Antibiotic/Antibacterial/ 

Antiviral). 

Decontrolled 

100ml 

250ml 

500ml 

1000ml 

 

02 

years 

Deferred as 

production of 

firm has been 

stopped by CLB 

2.  M/s. Medi-Vet Medi-Dox Plus Solution Decontrolled 02 -do- 
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(Pvt) Limited, 

Lahore. 

 

Each 100ml contains:- 

Tylosine Tartrate B.P Vet…..10gm 

Doxycycline HCI B.P………20gm 

Colistin SulphateB.P…500,000 IU 

Bromhexine HCI B.P……..500mg 

(Antibiotic/Antibacterial). 

100ml 

500 ml 

1000ml 

 

 

years 

 

The Central Licensing Board in its 234
th

 meeting held on 27
th

 February, 2015 has granted 

the resumption the production of Oral Liquid Section, Bolus Section and Oral Powder Section  of 

M/s. Medi-Vet (Pvt) Limited, Lahore. 

Decision: The Board acceded to the request of firm. 

Case No. 04. Registration of drugs under the Drugs Act, 1976. 

Drug Registration Board in its 236
th 

& 237
th

 meeting held on 20
th

 November, 2012 and 

26-02-2013 approved the registration of following imported veterinary drug in the name of M/s. 

Ani Cure Veterinary Services, Rawalpindi manufactured by M/s. Interchemie Werken ‖De 

Adelaar‖ B.V. Metaalweg, CG Venray, Holland subject to inspection of manufacturer abroad, 

verification of storage facilities as per policy. The firm has deposited the differential fee Rs. 

85000 x 14 = Rs.1190000/-  

S.No Name of Drug (s) Composition & 

Therapeutic Group. 

Decontrolled / 

Pack Size. 

Shelf 

Life 

1. Macrolan-200 Injection 
Each ml contains: - 
Tylosin Base………...200mg 

Decontrolled 

100ml 

3 years 

2. Penstrep 400 LA Injection 
Each ml contains: - 
Benzathine Pencilline G…..100,000IU 
Procaine Penicillin G……..100,000IU 
Dihydrostreptomycin Sulphate….200mg 

Decontrolled 

100ml 

 

3 years 

3. Intracox Oral Liquid 
Each ml contains: - 
Toltrazuril…………25mg 

Decontrolled 

1000ml 

3 years 
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4. Penstrep-400 Injection 
Each ml contains: - 
Procaine Benzylpenicillin…….200,000IU 
Dihydrostreptomycin Sulphate….200mg 

Decontrolled 

100ml 

2 years 

5. Biocillin 150 LA Injection 
Each ml contains: - 
Amoxycillin base………..150mg 

Decontrolled 

100ml 

2 years 

6. Intremectin Injection 
Each ml contains: - 
Ivermectin….10mg 

Decontrolled 

50ml 

3 years 

7. Dimoxan Water Soluble Powder 
Each gm contains: - 
Colistin Sulphate…………...1,200,000IU 
Amoxycillin Tyrihdrate…….200mg 

Decontrolled 

100gm 

500gm 

1000gm 

3 years 

8. Interspectin-L Injection 
Each ml contains: - 
Lincomycin base as HCl……..50mg 
Spectinomycin base as HCl….100mg 

Decontrolled 

100ml 

3 years 

9. Coli-4800 Water Soluble Powder 
Each gm contains: - 
Colistin Sulphate……..…4,800,000IU 

Decontrolled 

100gm 

500gm 

1000gm 

3 years 

10. Coli-2400 Oral  

Each ml contains:- 

Colistin Sulphate………...2,400,000 IU 

Decontrolled 

1000ml 

03 years 

11. Introflor-100 Oral 

Each ml contains:- 

Florfenicol…….100mg 

Decontrolled 

100ml 

03 years 

12. Macrotyl 250 Oral  

Each ml contains:- 

Tilmicosin (Tilmicosin 

Phosphate)……….250mg 

Decontrolled 

500ml 

1000ml 

03 years 

13. Coliflox Oral 

Each ml contains:- 

Colistin Sulphate…………1,200,000 IU 

Enrofloxacin……100mg 

Decontrolled 

100ml 

03 years 

14. Norflox-200 Oral 

Each ml contains:- 

Norfloxacin……200mg 

Decontrolled 

100ml 

03 years 
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 The storage facility of the importer has also already been verified by the Area FID. 

 The applicant M/s. Ani Cure Veterinary Services, Rawalpindi has requested for issuance 

of registration letter of the above said drugs.  As the above said products are not on free sale in 

Netherlands and are registered for export purpose only. Therefore, M/s. Interchemie Werken ‖De 

Adelaar‖ B.V. Metaalweg, CG Venray, Holland was advised to clarify the same.   

 In response, M/s. Ani Cure Veterinary Services, Rawalpindi have submitted the detailed 

information reply on the registration of veterinary medicines in Netherlands from their principal 

M/s. Interchemie Werken ‖De Adelaar‖ B.V. Metaalweg, CG Venray, Holland several reasons 

for not having registered these medicines in our domestic market. The main reason is that very 

economical to register in the Netherlands. First the high costs of registering veterinary medicines 

in the Netherlands. M/s. Interchemie Werken ‖De Adelaar‖ B.V. Metaalweg, CG Venray, 

Holland  is a GMP certified company and have been approved for the production of sterile 

injectables, powders for oral administration, liquids for oral administration, sprays and injectors. 

Our production facilities are inspected on a regular basis by government agencies, both national 

and foreign.  The above mentioned products referred above are not on free sale in country of 

origin i.e. Netherlands.    

Decision: Registration Board deferred the case till recommendations of the committee 

constituted for such cases. 

Case No. 05. Registration of Drugs under the Drugs Act, 1976. 

Drug Registration Board in its 237
th

 meeting held on 20
th

 November, 2012 approved the 

registration of following imported veterinary drug in the name of M/s. Fine Traders 

International, Faisalabad manufactured by M/s. AGRAR HOLLAND BV, Soest, Holland subject 

to inspection of manufacturer abroad, verification of storage facilities as per policy. The firm has 

deposited the differential fee Rs.85,000/-.  

 

S. No. Name of Drug (s) Composition & 

Therapeutic Group. 

Decontrolled / 

Pack Size. 

Shelf 

Life 

1.  Agdoxytyl  Water Soluble Powder  

Each gram powder contains:- 

Doxycycline Hyclate…150mg/g 

Tylosin Tartrate………200mg/g 

Decontrolled 

100gm 

500gm 

1 Kg 

03 years 
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(Broad Spectrum Antibiotic). 2.5 Kg 

5 Kg 

 

 

The storage facility of the importer has also already been verified by the Area FID. 

 The applicant M/s. Fine Traders International, Faisalabad has requested for issuance of 

registration letter of the above said drugs. 

 Letter issued to the firm to provide fresh legalized CoPP issued for Pakistan indicating 

the free sale status in the country of origin. Firm provide the legalized CoPP in the country of 

origin, the veterinary medicines is not registered in the Netherlands as the medicines does not 

require registration under or by virtue of the provisions of Article 2.19 of Wet dieren (only for 

export purpose). The product referred above is not registered in country of origin.   

Decision: Registration Board deferred the case till recommendations of the committee 

constituted for such cases. 

Case No. 06. Request for change in composition of STR-600 Powder (Reg. No.027492). 

 M/s. Star Laboratories (Pvt.) Ltd., Lahore have requested for change of formulation of 

their already registered veterinary drug ―STR-600 Powder (Reg. No.027492)‖. The firm have 

requested to delete the Furaltadone 250mg and reduce the quantity of Vitamin D3 from 5000000 

IU to 500000 IU in existing registration certificate as per new composition formula of the 

product and other formula will be the same as follows. They have also deposited required fee 

Rs.20000/- for this purpose:- 

Existing Formulation. New Formulation. 

STAR-600 Powder. 

Each 1000gm contains:- 

Oxytetracycline HCl ...... 250gm. 

Neomycin Sulfate ......... 100gm.  

Furaltadone ..................   250mg. 

Sodium Sulfate..............   60gm. 

Vitamin A............. 2500000 IU. 

Vitamin C .....................   100gm. 

Vitamin D3 ..........................  5000000 IU.  

STAR-600 Powder. 

Each 1000gm contains:- 

Oxytetracycline HCl ...... 250gm. 

Neomycin Sulfate ......... 100gm. 

Sodium Sulfate..............   60gm. 

Vitamin A............. 2500000 IU. 

Vitamin C .....................   100gm. 

Vitamin D3 ..........................  500000 IU.  
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 The firm have also 

submitted copy of 

formulation, copy of 

registration letter and 

copy of NOC for CRF.  

Decision:

 Registration Board did not accede to the request of the firm. 

Case No. 07. Request for refund of fee. 

 
            M/s. ICI Pakistan Limited, Karachi have applied jointly with M/s. Breeze Pharma (Pvt) Limited, Islamabad 

to the Central Licensing Board for acquisition of their licence premises situated at 125, 126, 127-A, Industrial 

Triangle, Kahuta Road, Islamabad, on the basis of a registered Lease agreement, they have applied for transfer of 

registrations of following 161 products from M/s. Breeze Pharma (Pvt) Limited, Islamabad to their name and 

deposited an amount of Rs.3,320,000/-, as the required fee in the DRAP account. 

 

            M/s. ICI Pakistan Limited, Karachi have further informed that as the Central Licensing Board vide its orders 

communicated under letter dated 4th February, 2014, decided that instead of transfer of DML No.000659 

(Formulation) M/s. ICI Pakistan Limited shall apply for grant of fresh DML after surrendering of Licence and 

Inspection Book issued to M/s. Breeze Pharma (Pvt) Limited, Islamabad. Their application for transfer of 

registration has been rendered redundant and stands effectively aborted, as neither of the parties agrees to such terms 

and the same would cause a drastic shortage of the concerned drugs in the market against the spirit and requirements 

of the law and relevant rules. They have therefore requested that the amount of Rs.3,320,000/- deposited as above be 

refunded and returned to them to foreclose the issue. 

 The applications for the grant of registrations are submitted under rule 26 of the Drugs 

(Licensing, Registering & Advertising) Rules, 1976. The fee is deposited under sub-rule 3 of the 

rule 26. The Rule 26 (6) stats ―Any Fee deposited under sub-rule (3) shell not be refunded‖.  

 It is further pertained to mention here that the applications were submitted for transfer of 

registration which can not be approved as the central licensing Board has not acceded to their 

request. 

S.   No. Reg. No. Brand Name 

1 063792 Alba 10 Plus Suspension 
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2 075666 Alba 10 suspension 

3 026563 Alba-25 suspension 

4 063787 Albasan Plus 2.5 Suspension 

5 069607 Alpro Suspension 

6 059134 Bendol 2.5 Suspension 

7 059153 Bendol 10 Suspension 

8 059129 Clobendol 2.5 Suspension 

9 063798 Cypercid Liquid 

10 035082 Creezan suspension 

11 059165 Cypermet Liquid 

12 059161 Darsul Liquid 

13 063559 Devotyl Liquid 

14 063549 Enrolac 10 Liquid 

15 075663 Enrocam Liquid 

16 059113 Levanil Drench 

17 075671 Motil Liquid 

18 059144 Noworm Plus Suspension 

19 059130 Oxanil Drench 

20 063800 Oxfenox Plus Suspension 

21 058800 Oxyfen S.C Drench 

22 063790 Oxypro Drench 

23 059124 Paranil Plus Suspension 

24 059143 Paranil Gold Suspension 

25 063556 Pulmopro Liquid 

26 059109 Disulf Liquid 

27 075656 Resporal Liquid 

28 075667 Solvita-S Solution  

29 002821-E Sist-Mix Drench 

30 075665 Tryton suspension 

31 075669 Tolzur Plus Liquid 

32 075670 TY-Dox Plus Liquid 

33 059107 Tenex Plus 8.75 Drench 

34 057131 Toltrox Oral Solution 

35 063791 Triclev 8.75 Drench 

36 058780 Trisole S.C  Drench 

37 063563 Vorcid Suspension 

38 059141 Wantox Drench 

39 059110 Wantox Plus Drench 

40 059103 Wantonil Plus Suspension 

41 059155 Zurox Oral Solution 

42 059150 Alincospectin Water Soluble Powder 

43 075662 Almoxin-C Water Soluble Powder 

44 075677 Avicox Water Soluble Powder 

45 063555 Clarinal Powder 

46 059154 Colicid Water  Soluble Powder 
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S.   No. Reg. No. Brand Name 

47 063548 Colint Water Soluble Powder 

48 059181 Comox Water Soluble Powder 

49 059131 Cyclo-Mix 20 Premix  

50 075668 Coxikil Water Soluble Powder 

51 063796 Diurex Powder 

52 059115 Doxityl WSP 

53 059166 Doxi-Mix 50 Powder 

54 063799 Etholon Powder 

55 063788 Lincamox-S Water Soluble Powder 

56 059159 Linco-Mix II Premix 

57 075673 Macrodox Water Soluble Powder 

58 059146 Neo-Stin Water Soluble  Powder 

59 075659 NCO-60 Water Soluble Powder 

60 075660 Rapid-TD Water Soluble Powder 

61 063797 Somcox Powder 

62 057126 Sulfa-Vito Water Soluble Powder 

63 057130 Sulzin Powder 

64 075658 Super Leva Water Soluble Powder 

65 075672 Super Flush Water Soluble Powder 

66 059119 Trifon Powder 

67 075657 Triclofon Powder 

68 057129 Tydox Water Soluble Powder 

69 059160 TY-Mix 10 Premix 

70 049532 Ventilax Water Soluble Powder 

71 059157 Vitavit-Adek Feed Premix 

72 063553 Voladol Premix 

73 059117 ZPS-100 Powder 

74 052371 Almoxin 15% L.A Injection 

75 063564 Amivit Injection 

76 063551 Amcolox L.A Injection 

77 059135 Amoxicure L.A Injection 

78 063550 Amoxilist LA Injection 

79 002820-E Bi-Sel E Injection 

80 002819-E Bi-Strep Injection 

81 057146 Biosign Injection 

82 063552 Cal.D Lyte Injection 

83 059175 Cefpro Injection 

84 063557 Ceftron Injection 

85 059174 Coligent Injection 

86 071050 Control-CRD Injection 

87 063786 Dayfos Injection 

88 075654 Dimox Injection 

89 059156 Diaminac   Granules for Injection 

90 059132 Diclonac Plus Inj. 
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91 059138 Dimenol Injection 

92 063795 Dipyrene Plus Injection 

93 059182 Dectron Injection 

94 059147 Distilled Water for Injection 

95 059106 Disulf Injection 

96 057142 Dorvet Injection. 

97 069606 Enrolac-10 Injection 

98 059178 Enro-Pro10 Injection 

99 059125 Flunix Injection. 

100 059126 Fostel Injection 

101 059136 Genton Injection 10% 

102 075664 Genton 5% Injection 

103 063558 Gentamix Injection 

104 059151 Gencotyl Injection 

105 059148 Gentrax Injection 

106 059133 HIT-CRD Injection 

107 059152 Ivoron Injection 

108 059127 Ivoron Super Injection 

109 063554 Melonac Injection 

110 075652 Melonac Plus Injection 

111 063794 Megaflux Injection. 

112 059142 Mectin Plus Injection 

113 057147 Metagen Injection 

114 063547 Moxin Injection 

115 059114 Onyx 50 Injection 

116 075653 Oxytron LA Injection 

117 059137 Onyx 100 Injection 

118 059128 Onyx LA Injection 

119 059149 Orasone Injection 

120 075661 Oxytron 100 Injection 

121 059145 OTC Forte LA Injection 

122 057095 Pred Gold Injection 

123 063561 Progent Injection 

124 059162 Provet 40 Lac Dry Injection 

125 075676 Pyraminol Injection 

126 075674 Solodex Injection 

127 075675 Supernova Infusion 

128 059120 Spectral Injection 

129 059158 Strepciben 5gm powder for Inj. 

130 059176 Strepcin Injection 

131 059180 Top-Vet Injection 

132 059123 Triben Injection 

133 057135 Triface Injection 

134 057137 Tylo 2DHS Powder for Injection 

135 002822-Ex Tri-Vit+ Injection 

136 059108 Tylogent Injection 
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Decision: Registration Board after detailed deliberations and keeping in view decision 

of the Central Licensing Board rejected the applications of M/s. ICI Pakistan Limited, Karachi  

for transfer of registrations of 161 products from M/s. Breeze Pharma (Pvt) Limited, Islamabad to their 

name. 

 

Case No. 08. Exemption from Drugs (Labeling & Packing) Rules, 1986. 

 M/s. Atco Laboratories Limited, Karachi have submitted that they are importing the 

following products from M/s. Ferring Pharmaceuticals since 1994 that are in the process of 

shifting their manufacturing facility and it would not be possible for them during this period to 

incorporate all requirements according to the local labeling rules on the packaging material. As 

these products are niche and patient need them, therefore M/s. Atco Laboratories Limited, 

137 063789 Tylox-P Injection 

138 059163 Tycolimet Injection 

139 059173 Tylo-Pro 10 Injection 

140 059177 Tylo-Pro 20 Injection 

141 063793 Tryton Injection 

142 075655 Tylox-20 Injection 

143 059179 VAD3 Injection    

144 059164 V-Sel Injection 

145 057128 Variax Injection 

146 063560 Vigorin Injection 

147 044980 Albenda 250 Bolus 

148 059104 Benvet Plus 250 Bolus 

149 069605 Bendol 250 Bolus 

150 059111 Bendol 500 Bolus 

151 059139 Bengral Granules 

152 059105 Benvet 600 Bolus 

153 063562 Clovet Bolus 

154 044978 Dart 350Bolus 

155 059112 Deworm Bolus 

156 059116 Fendamax Plus Bolus 

157 059118 Nitron Bolus 

178 002378-EX Oxyclozanide Super 750mg Bolus 

159 059140 Paranil Bolus 

160 044979 Zanisol Bolus 

161 059122 Incramilk Granulated Powder 
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Karachi have requested to extend the following exemptions on the below mentioned products for 

further 20 months:-  

S.# Reg. No. Name of drug (s). Exemption requested Quantity 

1. 016112 Minirin Nasal Spray 

10mcg/dose. 

(Desmopressin 

Actate). 

(Analogue of 

natural hormone 

arginine 

vasopressin). 

i) Generic name not in bracket. 

ii) Drug registration number to 

be printed locally. 

iii) MRP to be printed locally.  

iv) Urdu instruction to be printed 

locally. 

v) Pharmaceutical specifications 

i.e. B.P/U.S.P. 

6000 

units. 

2. 016114 Minirin 0.1mg 

Tables. 

(Desmopressin 

Actate). (Analogue 

of natural hormone 

arginine 

vasopressin). 

-do- 5460 

units. 

3. 016115 Minirin 0.2mg 

Tablets. 

(Desmopressin 

Actate). 

(Analogue of 

natural hormone 

arginine 

vasopressin). 

 

-do- 2550 

units. 

4. 016116 Minirin Injection 

4ug/ml. 

(Desmopressin 

Actate). 

(Analogue of 

natural hormone 

arginine 

vasopressin). 

-do- 200 units. 

5. 031333 Pentasa 500mg 

Tablets. 

(Mesalazine) 

(Anti-Ulcer, Anti-

Crohn‘s). 

-do- 4040 

units. 
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 M/s. Atco Laboratories Limited, Karachi have deposited the required fee 

Rs.5000x9=45000/-. The Board after through discussion deferred above mentioned cases for 

confirmation of pharmacological group. The firm have provided the information regarding 

confirmation of pharmacological group and provided the copies of drugs registration letters.  

Decision: Registration Board acceded to the request of the firm for relaxation for the 

urdu version for the products referred above subject to local printing at the licensed premises 

of M/s. Atco Laboratories Ltd. Karachi for above mentioned quantities for one year. The firm 

will comply the rest of the conditions for labeling before import into Pakistan. 

 

Case No. 09.  Drugs deferred by Registration Board.  

 Registration Board considered the following applications for import of drugs and decided 

as mentioned against each. The approved applications are subject to inspection of manufacturer 

abroad as per policy, verification of storage facilities and price fixation / calculation etc where 

applicable. 

 S.# Name of 

Manufacturer / 

Importer. 

Name of Drug (s) 
Composition & Therapeutic 

Group. 
 

Demanded 

Price & Pack 

Size. 

Shelf 

Life 

Decision 

1.  M/s. Novartis 

Pharma 

(Pakistan) 

Limited, Karachi 

/ 

M/s. Novartis 

Farmaceutica 

SA, Spain. 

Diovan 40 Film Coated 

Tablets 

Each film coated tablet 

contains:- 

Valsartan…….40mg 

(Antihypertensive). 

 

Rs.1400/- 

Per packs of 28‘s 

Rs. 50/Per Tablet 

03 

years 

Approved 

 

2.  M/s. Biomedics 

Medical System 

Rawalpindi. / 

M/s. Ain 

Medicare SDN 

BHD Kota Bharu 

Kelantan, 

Malaysia. 

 

Infusol NS Infusion 
Contains: - 
Sodium Chloride BP….0.9% 
W/V 
(Parenteral) 

Rs.45/ 5 years Approved 

 

3.  M/s. Pak China Sodium Ringer Lactate Rs.56/ Per 500ml 3 years Approved 
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International, 

Karachi. / 

M/s. Zheijing 

Chimin 

Pharmaceutical 

Co. Ltd,  

888 Beiyuan 

Road, Huangyan, 

Zhejiang, P.R. 

China. 

Exported  by:- 

M/s. Ningbo 

Tisun Biochemi 

Company Ltd. 

Ningbo, China. 

   

Injection 

Each 500ml bottle contains:- 

Sodium Chloride…3.0g 

Sodium Lactate, 

Anhydrous……1.55g 

Potassium Chloride ..0.15g 

Calcium Chloride...0.1g 

Water for injection…….add to 

q.s 

(Electrolyte Supplement). 

bottle    

4.  M/s. Sncura 

Enterprises 

Pakistan (Pvt) 

Ltd., Saddar, 

Rawalpin di.  / 

M/s. Emcure 

Pharmaceuticals 

Ltd., 

Plot No. P-1, IT 

BT Park Phase-

II, M.I.D.C., 

Hinjwadi, Pune-

411 057, India. 

 

BiCNU® -100mg Injection  

Each vial contains:- 

Carmustine USP…100mg 

(Anticancer) 

 

Rs.17325/ 

Per vial 

24 

months 

Approved 

 

5.  M/s. Sncura 

Enterprises 

Pakistan (Pvt) 

Ltd., Saddar, 

Rawalpin di.  / 

M/s. Emcure 

Pharmaceuticals 

Ltd., 

Plot No. P-1, IT 

BT Park Phase-

II, M.I.D.C., 

Hinjwadi, Pune-

411 057, India. 

 

 

 

Sterile Diluent for BiCNU® -

100mg Injection.  

Each vial of sterile diluent 

contains:- 

Dehydrated Alcohol 

USP……..3ml 

Diluent for reconstitution. 

 

Free of cost 24 

months 

Approved 

 

6.  M/s. Allmed Foscan 1ml/ml Solution for Rs.700,000/Per 5 years Deferred for expert 
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Laboratories, 

Karachi. / 

M/s. Haupt 

Pharma AG 

Pfaffenrieder Str. 

Wolfratshausen, 

Germany. 

For Biolitec 

Pharma, Dublin, 

Ireland. 

injection 3ml vial 

Each ml of solution contains:- 

Temoporfin….1mg 

(Photosensitizing agent).   

3ml vial opinion by the 

following experts; 

Maj Gen Iftakhar, 

CMH, Rwp; Brig. 

Naeem Naqi CMH 

Lhr and SKMH, 

Lhr 

 

7.  M/s. Allmed 

Laboratories, 

Karachi. / 

M/s. Haupt 

Pharma AG 

Pfaffenrieder Str. 

Wolfratshausen, 

Germany. 

For Biolitec 

Pharma, Dublin, 

Ireland. 

Foscan 1ml/ml Solution for 

injection 6ml vial 

Each ml of solution contains:- 

Temoporfin…….1mg 

(Photosensitizing agent).   

Rs.1200,000/Per 

6ml vial 

5 years Deferred for 

Expert opinion by 

the following 

experts; 

Maj Gen Iftakhar, 

CMH, Rwp; Brig. 

Naeem Naqi CMH 

Lhr and SKMH, 

Lhr 

 

 

8.  M/s Otsuka 

Pakistan Ltd. 

(H.I,T,E), Distt. 

Lasbella, 

Balochistan./  

M/s. Otsuka 

Pharmaceutical 

Factory Inc,  

115 Kuguhara, 

Tateiwa, Muya-

cho, Naruto, 

Tokushima, 

Japan. 

 

 

MIXID/ ® H Injection 900ml 

Each dual chamber soft bag 

contains 900ml:- 

In upper chamber solution 

(fate emulsion glucose 

solution...600ml 

In low chamber solution 

(amino acid and electrolyte 

solution)……….300ml 

(Glucose, emulsion fat, amino 

acids, electrolytes).  

Rs.5748/ 

Per Mixed H 

900ml 

18 

months 

Deferred for expert 

opinion of  

Incharge ICU 

AKUH, SKMH 

and SIH 

 

9.  M/s Otsuka 

Pakistan Ltd. 

(H.I,T,E), Distt. 

Lasbella, 

Balochistan. / 

M/s. Otsuka 

Pharmaceutical 

Factory Inc,  

115 Kuguhara, 

Tateiwa, Muya-

cho, Naruto, 

Artcereb ® 500ml Injection  

Each dual chamber soft bag 

contains 500ml:- 

In upper chamber 

solution…………150ml  

In low chamber 

solution………….350ml 

(Glucose, emulsion fat, amino 

acids, electrolytes).  

 

Rs.4826/ 

Artcereb ® 

500ml 

03 

years 

Deferred for expert 

opinion of  

Incharge ICU 

AKUH, SKMH 

and SIH 
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Tokushima, 

Japan. 

 

10.  M/s. Abbott 

Laboratories 

(Pakistan) 

Limited, Karachi. 

/ 

M/s. Laboratoires 

SOPHARTEX 21 

Rue du Pressoir 

Vernouillet, 

France.  

Hidrasec 10mg Sachet  

Each sachet contains:- 

Racecadotril……10mg 

(Anti-Diarrheal). 

Rs.1046.30/Per 

16 Sachets  

24 

months 

Deferred for expert 

opinion of 

Brig.Amjad 

Salamat MH, Rwp; 

Prof.Syed Irfan, 

BBH and 

Prof.Rauf Niazi, 

PIMS   

 

11. M/s. Abbott 

Laboratories 

(Pakistan) 

Limited, Karachi. 

/ 

M/s. Laboratoires 

SOPHARTEX 21 

Rue du Pressoir 

Vernouillet, 

France. 

 

Hidrasec 30mg Sachet  

Each sachet contains:- 

Racecadotril….30mg 

(Anti-Diarrheal). 

Rs.1046.30/Per 

16 Sachets  

24 

months 

Deferred for expert 

opinion of 

Brig.Amjad 

Salamat MH, Rwp; 

Prof.Syed Irfan, 

BBH and 

Prof.Rauf Niazi, 

PIMS   

 

12. M/s. Abbott 

Laboratories 

(Pakistan) 

Limited, Karachi. 

/ 

M/s. Laboratoires 

SOPHARTEX 21 

Rue du Pressoir 

Vernouillet, 

France. 

Hidrasec 100mg Capsules  

Each capsule contains:- 

Racecadotril….100mg 

(Anti-Diarrheal). 

Rs.654/ 

Per 10 Capsules  

24 

months 

Deferred for expert 

opinion of 

Brig.Amjad 

Salamat MH, Rwp; 

Prof.Syed Irfan, 

BBH and 

Prof.Rauf Niazi, 

PIMS   

 

13. M/s. Grace 

Health Care (Pvt) 

Ltd. Karachi / 

M/s. Dihon 

Pharmaceutical 

Group Co., Ltd. 

Keyi Road, Hi-

Tech 

Development 

Zone, Kunming 

City, China. 

 

Skineal Cream. 

Each gram contains:- 

Ketoconazole …..10mg. 

Clobetasol  

Propionate ......... 0.25mg. 

Neomycin Sulfate 5000IU. 

(Anti Fungal) 

Rs.110/5mg Tube 

Rs.155/7mg Tube 

Rs.210/10mg 

Tube 

Rs.310/15mg 

Tube 

03 

years 

Deferred for expert 

opinion of 

Brig.Dilawar MH, 

Rwp; 

Dr.Ikramulhaq 

PIMS and 

Dr.Azeem Alam, 

Ali Med Center 

14. M/s. Grace Haicneal Lotion.  Rs.70/5ml Sachet 03 Deferred for expert 
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Health Care (Pvt) 

Ltd. Karachi / 

M/s. Dihon 

Pharmaceutical 

Group Co., Ltd. 

Keyi Road, Hi-

Tech 

Development 

Zone, Kunming 

City, China. 

 

Each gram contains:- 

Ketoconazole.…..15mg. 

Clobetasol 

Propionate.…...0.25mg. 

(Anti Fungal, Anti 

Inflammatory, Anti Puritic). 

 

 

Rs.600/50ml 

Sachet 

years opinion of 

Brig.Dilawar MH, 

Rwp; 

Dr.Ikramulhaq 

PIMS and 

Dr.Azeem Alam, 

Ali Med Center 

15. M/s. Biocare 

Pharmaceutica,  

Lahore. / 

M/s. Xiangbei 

Welman 

Pharmaceutical 

Co. Ltd., Hunan 

Province, China. 

Ceflet 0.75gm for injection 

Each 0.75gm vial contains:- 

Cefotaxime…………0.5gm 

Sulbactam…………0.25gm 

 

Rs.434.55/Per 

Vial 

02 

years 

Rejected as the 

formulation is not 

approved by any of 

stringent 

regulatory 

Authority. 

Moreover, firm has 

not provided any 

authentic data 

regarding safety, 

efficacy of the 

formulation. The 

formulation has 

also no therapeutic 

superiority over 

the existing 

registered 

formulations. 

16. M/s. Biocare 

Pharmaceutica,  

Lahore. / 

M/s. Xiangbei 

Welman 

Pharmaceutical 

Co. Ltd., Hunan 

Province, China. 

Ceflet 1.5gm for injection 

Each 1.5gm vial contains:- 

Cefotaxime………….1.0gm 

Sulbactam………..….0.5gm 

 

Rs.679.00/Per 

Vial 

02 

years 

Rejected as the 

formulation is not 

approved by any of 

stringent 

regulatory 

Authority. 

Moreover, firm has 

not provided any 

authentic data 

regarding safety, 

efficacy of the 

formulation. The 

formulation has 

also no therapeutic 

superiority over 

the existing 

registered 

formulations. 
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17. M/s. Biocare 

Pharmaceutica,  

Lahore. / 

M/s. Xiangbei 

Welman 

Pharmaceutical 

Co. Ltd., Hunan 

Province, China. 

Ceflet 3.0gm for injection 

Each 3.0gm vial contains:- 

Cefotaxime…………2.0gm 

Sulbactam……….….1.0gm 

Rs.1018.50/ 

Per Vial 

02 

years 

Rejected as the 

formulation is not 

approved by any of 

stringent 

regulatory 

Authority. 

Moreover, firm has 

not provided any 

authentic data 

regarding safety, 

efficacy of the 

formulation. The 

formulation has 

also no therapeutic 

superiority over 

the existing 

registered 

formulations. 

18. M/s. Biocare 

Pharmaceutica,  

Lahore. / 

M/s. Xiangbei 

Welman 

Pharmaceutical 

Co. Ltd., Hunan 

Province, China. 

Xtrax 1.5gm for Injection 

Each 1.5gm vial contains:- 

Ceftriaxone………..1.0gm 

Sulbactam…………0.5gm 

Rs.814.80/ 

Per Vial 

02 

years 

Rejected as the 

formulation is not 

approved by any of 

stringent 

regulatory 

Authority. 

Moreover, firm has 

not provided any 

authentic data 

regarding safety, 

efficacy of the 

formulation. The 

formulation has 

also no therapeutic 

superiority over 

the existing 

registered 

formulations. 

19. M/s. Biocare 

Pharmaceutica,  

Lahore. / 

M/s. Xiangbei 

Welman 

Pharmaceutical 

Co. Ltd., Hunan 

Province, China. 

Xtrax 3.0gm for Injection 

Each 3.0gm vial contains:- 

Ceftriaxone………..2.0gm 

Sulbactam…………1.0gm 

Rs.1358/ 

Per Vial 

02 

years 

Rejected as the 

formulation is not 

approved by any of 

stringent 

regulatory 

Authority. 

Moreover, firm has 

not provided any 

authentic data 

regarding safety, 

efficacy of the 
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formulation. The 

formulation has 

also no therapeutic 

superiority over 

the existing 

registered 

formulations. 

20 M/s. Hashir 

Surgical Services 

(Pvt) Ltd.  

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Yongkang City, 

Zhejiang 

Province, China. 

Bio Shield First Aid Bandages 

76X19mm 

76X19mm 

56x19mm 

40x10mm 

DIA22mm 

76X19mm 

56x19mm 

40x10mm 

DIA22mm 

72X19mm 

72X19mm 

72X19mm 

56x19mm 

40x10mm 

Dia22mm 

76x19mm 

76x19mm 

38x38mm 

76X19mm 

76X19mm 

72x19mm 

72x19mm 

70x18mm 

(Disposable Bandages). 

 

 

 

As per PRC 05 

years 

Deferred for 

recommendations 

of Expert 

Committee on 

Medical Devices. 

21 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Bio Shield Cooling Gel Patch 

4 x 10cm 

5 x 12cm 

10 x 14cm 

 

(Disposable Medical). 

 

 

As per PRC 05 

years 

-do- 
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Yongkang City, 

Zhejiang 

Province, China. 

22 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Yongkang City, 

Zhejiang 

Province, China. 

 

Bio Shield Medicated Plaster 

(Zinc Oxide). 

1.25cm x 5m 

2.5cm x 5m 

5cm x 5m 

7.5cm x 5m 

10cm x 5m 

1.25cm x 10m 

2.5cm x 10m 

5cm x 10m 

7.5cm x 10m 

10cm x 10m 

(Disposable Medical). 

As per PRC 05 

years 

-do- 

23 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Yongkang City, 

Zhejiang 

Province, China. 

Bio Shield Surgical Tape (Non 

Woven). 

All sizes 

1.25cmx5m 

2.5cmx5m 

5cmx5m 

7.5cmx5m 

10cmx5m 

1.25cmx10m 

2.5cmx10m 

5cmx10m 

7.5cmx10m 

10cmx10m 

(Disposable Medical 

Devices/Surgical Tape). 

As per PRC 05 

years 
-do- 

24 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Yongkang City, 

Bio Shield Wound Dressing  

5x7cm 

8x10cm 

10x10cm 

15x10cm 

20x10cm 

25x10cm 

30x10cm 

35x10cm 

5x7cm 

6x8cm 

74X20cm 

60X50cm 

As per PRC 05 

years 
-do- 
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Zhejiang 

Province, China. 

(Disposable Medical). 

 

 

25 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Zhejiang 

Bangli Medical 

Products Co. 

Ltd., Yuegui 

South Road City 

West New 

District 

Yongkang City, 

Zhejiang 

Province, China. 

Bio Shield Surgical Tape PE 

1.25cmx5m 

2.5cmx5m 

5cmx5m 

7.5cmx5m 

10cmx5m 

1.25cmx10m 

2.5cmx10m 

5cmx10m 

7.5cmx10m 

10cmx10m 

(Surgical Tape). 

As per PRC 05 

years 
-do- 

26 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Yafho Bio-

technology Co. 

Ltd., Plant, 

Hengsheng Ind. 

Zone, West 

Yicun Ind. Road, 

Luopu Street, 

Panyu District, 

Guangzhou, 

China. 

Biopore Surgical Tape  

5cm x 1000cm  

10cm x 1000cm 

15cm x 1000cm 

20cm x 1000cm 

(Fix Roll) 

 

As per PRC 05 

years 
-do- 

27 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Yafho Bio-

technology Co. 

Ltd., Plant, 

Hengsheng Ind. 

Zone, West 

Yicun Ind. Road, 

Luopu Street, 

Panyu District, 

Guangzhou, 

Biopore Wound Dressing 

Non-woven 

4.5cm x 7cm  

6cm x 7cm 

6cm x 10cm 

9cm x 10cm 

10cm x 12cm 

9cm x 15cm 

9cm x 20cm 

9cm x 25cm 

9cm x 30cm 

(Disposable Wound Dressing). 

As per PRC 05 

years 
-do- 



 

Minutes 245th Meeting Registration Board   161 

 

China. 

28 M/s. Hashir 

Surgical Services 

(Pvt) Ltd. 

Peshawar-

Pakistan. / 

M/s. Yafho Bio-

technology Co. 

Ltd., Plant, 

Hengsheng Ind. 

Zone, West 

Yicun Ind. Road, 

Luopu Street, 

Panyu District, 

Guangzhou, 

China. 

Biopore Surgical Drapes 

45cm x 45cm  

30cm x 45cm  

30cm x 50cm  

40cm x 50cm  

40cm x 60cm  

30cm x 40cm  

35cm x 35cm  

20cm x 30cm  

15cm x 20cm  

14cm x 35cm  

14cm x 20cm  

10cm x 15cm 

(Surgical Drapes)  

As per PRC 05 

years 

-do- 

29. M/s. Network 

Marketing 

Services, Lahore 

/ 

M/s. Shanghai 

Xudong Haipu 

Pharmaceutical 

Co, Ltd jinhu 

Road, Jinqiao, 

Pudong, 

Shanghai, China. 

Megluvision Injection 

Each 20ml ampoule  

contains: - 

Diatrizoate.….12.64g 

Meglumine……3.20g 

(Contrast Media) 

 

Rs.168/20ml 

Rs.840/ 

5 x 20ml 

03 

years 

Approved. 
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Case No. 10.  Registration of drugs under Drugs Act referred for expert opinion. 

The Registration Board considered the following applications for import of new 

molecules and decided as mentioned against each. The approved applications are subject to 

inspection of manufacturer abroad as per policy, verification of storage facilities and price 

fixation / calculation etc where applicable. 

 

S# 

 

Name of 

Indenter/ 

Manufacturer 

Name of drug (s)/ 

Composition & 

Therapeutic Group 

Name of Expert 

 

Remarks Demanded 

Price/Pack 

& Shelf 

life 

 

Decsion 

1.  M/s Otsuka 

Pakistan Ltd., 

Distt.  

Lasbella. / 

M/s. PT. 

Otsuka 

Indonesia, 

Lawang, 

Malang. 

Indonesia. 

AminoFluid ® Infusion 

Solution  500ml 

Each 150ml contains:- 

L-Leucine..2.100g 

L-Isoleucine ………1.200g 

L-Valine…1.200g 

L-Lysine 

hydrochloride……..1.965g 

(L-Lysine 

Equivalent)….… (1.573g) 

L-Threonine..0.855g 

L-Tryptophen.0.300g 

L-

Methionine………0.585g 

L-Cystoine…0.150g 

L-

Phenylalanine………050g 

L-Tyrosine…0.075g 

L-Arginine…1.575g 

L-Histidine0.750g 

L-Alanine…1.200g 

L-Proline..…0.750g 

LSerine …0.450g 

Gylcine…0.885g 

L-Aspartic acid…0.150g 

L-Glutamic acid….0.150g 

Dipostassium 

phosphate..0.458g 

Water for injection 

ad……..…150ml 

(Clinical Parenteral 

Nutrition). 

i) Dr. Aftab 

Akhtar, Shifa 

Consultant 

Pulmonologist & 

Intensivist, 

International 

Hospital, 

H-8/4, Islamabad. 

 

ii) Prof. Kamran 

K Chima,  

Head of 

Pulmonology 

Department 

SIMS/Services 

Hospital, Lahore.   

 

iii) Incharge 

Intensive Care 

Unit 

(ICU),  

Agha Khan 

University 

Hospital,  

Karachi. 

i) Scientific 

evidence 

supports the 

therapeutic 

efficacy of the 

products with 

favorable 

safety profile. 

The products 

has been 

found to be 

suitable for 

use in our 

population. 

Similar 

products is 

soft bag 

infusions are 

already 

available in 

the market. 

The product is 

therefore 

recommended 

for 

registration in 

Pakistan.  

 

 

Rs.US$ 

79,500/Per 

5000 Soft 

bags 

 

02 years 

Approved. 
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This products 

is efficacious. 

This product 

is safe. Price 

may 

negotiated 

keeping in 

mind the price 

of available 

amino acid 

infusions. 

Products is 

recommended 

for 

registration. 

 

Awaited. 

2.  M/s. Novartis 

Pharma 

(Pakistan) 

Limited. 

Karachi. / 

M/s. Elan 

Holdings Inc., 

Georgia, USA. 

 

Ritalin LA Capsules 20mg 
Each capsule contains:- 
Methylphenidate 
hydrochloride……….20mg 
(CNS-Stimulant). 

i) Dr. Rizwan Taj, 

Department of 

Psychiatry, 

 Pakistan Institute 

of Medical 

Sciences, 

 Islamabad. 

 

 

 

 

 

 

 

 

 

 

 

 

ii) Maj. 

Gen.Commandant  

Saleem 

Jahangeer, 

Armed Forces 

i)Ritalin is 

already 

registered in 

Pakistan this 

current 

application is 

for the long 

acting salt. 

Because of the 

abuse 

potential there 

is need for 

strict control 

and quota in 

its availability 

in Pakistan. 

The price may 

be reduced so 

that large 

number may 

benefit. 

 

ii)The drug is 

Rs.2400/ 

Per pack 

of 30‘s 

Rs.80/Per  

Capsules 

24 months 

Approved. 



 

Minutes 245th Meeting Registration Board   164 

 

Institute Mental 

Health, 

Rawalpindi. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

iii) Head, 

Department of 

Psychiatry, 

Aga Khan 

University 

Hospital, 

Karachi 

 

cost effective 

when 

compared 

with similar 

formulation 

abroad. 

However the 

suggested 

price makes it 

reachable only 

to the affluent. 

Most of the 

Pakistani 

population 

cannot afford 

this price. Its 

price should 

be lowered 

down so that it 

is affordable 

by middle and 

low economic 

group. Ritalin-

LA is 

recommended.  

 

iii)Awaited.  

3.  -do- Ritalin  LA Capsules 30mg 
Each capsule contains:- 
Methylphenidate 
hydrochloride………30mg 
(CNS-Stimulant). 

-do- -do- Rs.3200/ 

Per pack 

of 30‘s 

Rs.106/ 

per  

Capsule 

24 months 

 

Approved. 
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4.  -do- Ritalin  LA Capsules 40mg 
Each capsule contains:- 
Methylphenidate 
hydrochloride………40mg 
(CNS-Stimulant). 

-do- -do- Rs.3900/ 

Per pack 

of 30‘s 

Rs.130/ 

per  

Capsules 

24 months 

Approved. 

 

Case No. 11.  Issuance of registration letters. 

 Drug Registration Board in its 237
th

 meeting held on 26-02-2013 has approved the 

following products in the name of M/s. Moreno Iglisias Research Laboratories (Pvt) Ltd., Lahore 

subject to submission of balance fee as per revised fee schedule. The firm has deposited the 

differential fee Rs.12000 x 4 = Rs.48000/- and provided CRF certificate upto 31-12-2014. The 

firm has requested for issuance of the registration certificate of under mentioned product:- 

S. No. Name of drug(s) & Composition. Packing Maximum Retail Price. Approved Shelf 
Life. 

1.  Colisheph Plus Liquid  

Each 100ml contains:- 

Colistin Sulphate…..50gm 

Amantadine………..5gm 

100ml 

250ml 

500ml 

1000ml 

Decontrolled 

 

2 years 

2.  Enrosheph Plus Liquid 

Each 100ml contains:- 

Enrofloxacin…….....10gm 

Colistin sulphate…..5gm 

Amantadine………..5gm 

100ml 

250ml 

500ml 

1000ml 

 

Decontrolled 

 

2 years 

3.  Enrosheph-C Oral Solution.  

Each 100ml contains:- 

Enrofloxcin………10gm. 

Colistin  

Sulphate….50, 000,000 IU 

 

100ml 

250ml 

500ml 

1000ml 

Decontrolled 

 

02 years 

4.  Levathanide Drench. 

Each ml contains:-  

Sulfoxide …………100mg 

Levamisol HCl ….....15mg 

 

100ml 

250ml  

500ml  

1000ml 

2500ml 

Decontrolled 

 

02 years 
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 The product at Sr. No.3 & 4 of above were recommended by the Veterinary Expert 

Committee in the name M/s. Shepherd Transnational Pharmaceutical (Private) Limited, Lahore. 

The firm has requested that their name has been changed from M/s. Shepherd Transnational 

Pharmaceutical (Private) Limited, Lahore to M/s. Moreno Iglisias Research Laboratories (Pvt) 

Ltd., Lahore. Therefore, the firm has requested for issuance of registration letter with new 

company name i.e. M/s. Moreno Iglisias Research Laboratories (Pvt) Ltd., Lahore. Firm has 

provided the approval of CRF from the new company name.  

 The firm‘s name is changed from M/s. Sephered Transnational Pharmaceuticals (Pvt.) 

Ltd, Lahore to M/s. Moreno Iglisias Research Laboratories (Pvt) Ltd., Lahore for which the firm 

may be advised to deposit the fee for the transfer of registration of change of name.   

Decision: Registration Board acceded to the request of the firm and authorized its 

Chairman for issuance of letter after submission of fee by the firm. 

Case No. 12.  Exemption from Drugs (Labeling & Packaging) Rules 1986 for the 

Registered Imported Surgical Sutures. 

  M/s. Sind Medical Stores, Karachi have informed that they were granted approval 

of change of brand name and address of manufacturer by the DRAP on 05
th

 May, 2014 for their 

following Surgical Sutures:-  

S. No. Reg. No. Name of Product. 

1. 069557 DemeLENE 

2. 069559 DemeGUT 

3. 069561 DemeSORB 

4. 069562 DemeSILK 

 

 M/s. Sind Medical Stores, Karachi have further submitted that they are the exclusive 

authorized agent of M/s. DemeTECH Corporation, USA, a world renowned manufacturer of 

Surgical Sutures and Blades and exporting their products around the globe including Pakistan. 

The above said products from the said manufacturer are registered in their name and are being 

imported from USA in the finished form packing (Box of 12‘s foils).  
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 Due to sterilize nature of the product, the required to be stored and kept in tightly 

closed packing otherwise the product quality would be compromised. One pack of DemeTech 

Sutures contains 12 foils in a box and box then further enveloped with cellophane packing. In 

compliance of the Drug (Labeling & Packaging) Rules, 1986, Rule-3(i):  

“It is provided that in case of a drug packed in a strip of paper or blister of foil or in an 
ampoule containing the sterile suture or ligature and such strip, foil, blister or ampoule 
is placed in another package, it shall be sufficient to give the information on the outer 
packaging containing such strip, foil, blister or ampoule.”  
 

 As they import the said products in finished form and foils are packed in a box which 

fulfill all the English requirement of the said rule but due to sterilize nature of the product and 

insufficient space on blister of the foil, Ink jet printing of product name in Urdu, Registration No 

and MRP on the label of inner most container i.e. Foil of the product, carry the risk of non-

sterilization of the product or product sterility could be compromised.  

 As Surgical Sutures are consumed or used by a qualified Surgeon and other medical 

professionals and they do not need Urdu version on the product’s label / pack to understand 

the product / drug.  

 M/s. Sind Medical Stores, Karachi have therefore requested to grant them an approval for 

the exemption in labeling information of product name in Urdu, Registration Number and MRP 

on the label of inner most container i.e. Foil of the product.   

 M/s. Sind Medical Stores, Karachi have already deposited required fee 

Rs.5000x6=30000/-. 

Decision:  Registration Board after detailed deliberations decided that the firm will be 

exempted from the Drugs (Labeling & Packing) Rules, 1986 for printing of urdu version, 

registration number and MRP on the label of the inner most container of the product. 

However, the firm will fulfill all these requirements of the Drugs (Labeling & Packing) 

Rules, 1986 on outer carton / box under the cellophane paper with inedible ink with inject 

printing before import.  
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Case No. 14.  Resemblance of brand name. 

 

 M/s. NovaMed Pharmaceuticals (Pvt) Ltd., Lahore have informed about resemblance of 

brand name of imported drug “OZOL-40 Infusion (Reg. No.044854)” imported by M/s. United 

International, Karachi with the brand name of their already registered locally manufactured 

drug “O-Zole Capsules 40mg (Reg. No.043642)”. M/s. NovaMed Pharmaceuticals (Pvt) Ltd., 

Lahore submitted that they are facing problems in marketing the product, time and again, and 

it will be even more aggravated if the situation continues. Therefore they have humbly 

requested to take a check on the situation and to strictly instruct M/s. United International, 

Karachi to change their brand name as early as possible, so that they could continue marketing 

their product smoothly and without apprehensions. 

 Accordingly, M/s. United International, Karachi was advised to propose at least three 

distinguished alternate names of their drug other than the existing name. Also, submit an 

undertaking that the new proposed brands do not have resemblance with any already 

registered drug.  

 In response, M/s. United International, Karachi have submitted that they had been 

granted the registration of product “OZOL-40 Infusion (Reg. No.044854)” on 9th February, 2007, 

i.e. more than seven years before and the said product is already being marketed by them for 

more than seven years, therefore, their product is strongly recognized and accepted by their 

prevailing customers in the market with the said name since they have incurred substantial 

marketing expenditures to create awareness among the customers about the product with the 

said brand name. They have therefore requested to consider the additional fact that the nature 

of the products being traded by them and that by M/s. NovaMed Pharmaceuticals (Pvt) Ltd., 

Lahore is different, meaning that the product traded by them is an Injection whereas the 

product traded by M/s. NovaMed Pharmaceuticals (Pvt) Ltd., Lahore is a capsule. 

 M/s. United International, Karachi have requested to continue trading of the said 

product with the same brand name, keeping in view the above mentioned facts.  

Decision: Registration Board took serious note of firm for not complying the instructions 

for change of brand name. The Board decided to suspend the import of “OZOL-40 Infusion 
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(Reg. No.044854)” imported by M/s. United International, Karachi immediately and call the 

firm’s representative in next meeting for personal hearing. 

 

Case No.15. Change in company name from M/s. Bayer Schering Pharma AG to M/s. 

Bayer Pharma AG. 

 M/s. Medipharm (Private) Limited, Lahore have informed that due to a Bayer Group-

wide initiative to change the name of the pharmaceutical company, they have requested to 

approved the change of the manufacturer name of their following registered imported drug as 

follows:- 

S# Reg. No. Name of Drug (s) Current Name of 
Manufacturing Site. 

Proposed Name of 
Manufacturing 
Site. 

1. 012367 Progyluton 
Tablets. 

Manufactured by: 
M/s. Bayer Schering 
Pharma AG, 
Germany. 

Manufactured by:  
M/s. Bayer Weimar 
GmbH und Co. KG, 
Weimar, Germany. 
Source of Import: 
M/s. Bayer Pharma 
AG, 13342 Berlin, 
Germany. 

 

 M/s. Medipharm (Private) Limited, Lahore have deposited fee Rs.100000/- and 

submitted following supporting documents:- 

i) Copies of Registration letter.  
ii) Notarized Declaration from their Principal regarding the Name Change from 

Bayer Schering Pharma AG to Bayer Pharma AG. 
iii) Original legalized CoPP Progyluton Tablets.  

iv) Copy of name change of company. 

v) Copy of NOC for CRF.  

 

 M/s. Medipharm (Private) Limited, Lahore was advised to clarify the following:- 

 

i) As per CoPP the product is neither has valid license to be 
placed on market nor freely available in the country of origin 
as its “Re-registration was not granted, being manufactured 
by the exporting country which need clarification. 

ii) Brand name is different on CoPP as registered in Pakistan. 
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 In response, M/s. Medipharm (Private) Limited, Lahore have submitted the following 

clarification:- 

 Product is already approved by competent authorities and available in 
Switzerland (Approval submitted with letter No. BHC-DRAP-14-075).  

 They have already submitted Notarized Declaration which state that product has 

never withdrawn not due to safety of efficacy reason in Germany. 

 They have provided CPP from Germany where this product is manufactured and 

GMP inspections are conducted.  

 The current request from authorities is only for Name Change the manufacturing 

site is same as registered with the authorities. 

 

Decision:  Ms. Aysha Mushtaq and her team appeared before the Board and informed that 

although drug is neither authorized to be placed on market nor on free sale, only due to 

commercial reasons and not on the basis of quality, safety or efficacy. She also informed that 

German authorities have confirmed the GMP of manufacturer of this product & product is 

available in Switzerland and UK which is part of EMA/ SRA.  

The Board after deliberations deferred the case and constituted a committee for 

framing the recommendations on such type of cases. 

 
Case No.16. Drugs deferred by Registration Board.  

 

 Drug Registration Board in its 238
th

 meeting held on 05
th

 & 06
th

 August, 2013 considered 

and deferred the following products for clarification regarding free availability in country of 

origin and approval status of these combinations from EMA, US-FDA or regulatory body of 

Australia or Japan:- 

S.# Name of 

Manufacturer / 

Importer. 

Name of Drug (s) Composition & 

Therapeutic Group. 

Demanded 

Price & Pack 

Size. 

Shelf 

Life 

1.  M/s. Merck 

(Private) Limited, 

Quetta / 

M/s. Egis 

Pharmaceuticals 

PLC, Budapest, 

Hungary. 

Concor ® AM Tablets 5mg/5mg 

Each tablet contains:- 

Bisoprolol Fumarate………5mg 

Amlodipine Besylate 6.95mg equivalent 

to Amlodipine Base……………..5mg 

(Anti-Hypertensive Agent). 

Rs.307/ 

Per 20‘s Tablets 

Rs.15.35/ 

Per Tablet 

02 

years 

2.  -do- 

 

Concor ® AM Tablets 10mg/10mg 

Each tablet contains:- 

Bisoprolol Fumarate…….10mg 

Amlodipine Besylate 6.93mg equivalent 

Rs.506/ 

Per 20‘s Tablets 

Rs.25.30/ 

Per Tablet 

02 

years 
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to Amlodipine Base………..10mg 

(Anti-Hypertensive Agent). 

3.  -do- 

 

Concor ® AM Tablets 10mg/5mg 

Each tablet contains:- 

Bisoprolol Fumarate…….10mg 

Amlodipine Besylate 6.95mg equivalent 

to Amlodipine Base……………..5mg 

(Anti-Hypertensive Agent). 

Rs.477/ 

Per 20‘s Tablets 

Rs.23.85/ 

Per Tablet 

02 

years 

4.  -do- 

 

Concor ® AM Tablets 5mg/10mg 

Each tablet contains:- 

Bisoprolol Fumarate...5mg 

Amlodipine Besylate 13.90mg 

equivalent to Amlodipine 

Base………10mg 

(Anti-Hypertensive Agent). 

Rs.337/ 

Per 20‘s Tablets 

Rs.16.86/ 

Per Tablet 

02 

years 

5.  M/s. Angelini 

Pharmaceuticals 

(Pvt) Ltd., Lahore. / 

M/s. Zambon 

Switzerland Ltd., 

Cadempino, 

Switzerland. 

Fluimucil A 600mg Effervescent 

Tablets 

Each tablets contains:- 

Acetylcysteine.600mg 

(Mucolytics). 

 

Rs.561.41/ 

Per packs of 10 

effervescent 

tablets 

Rs.56.14/Per 

effervescent 

tablets 

03 

Years 

 

 Accordingly, firms have informed that they have already provide the free availability 

(Certificate of Pharmaceutical Product) certificates of the products in their respective countries 

of manufacturer and also confirm that these products do not have registration with EMA, US-

FDA or regulatory bodies of Japan and Australia. 

Decision:  Registration Board deferred the cases for submission of safety and efficacy data 

of the drugs along with complete clinical trial data of these formulations. 

Case No.17 Transfer of bulk manufacturing site from M/s. Pharbil Pharma GmbH, 

Germany to M/s. Ferring International Center S.A., Switzerland - Pentasa 500mg Tablets 

(Reg. No.031333). 

 M/s. Atco Laboratories Limited, Karachi have requested to approve the change of 

manufacturing site of their registered imported drug ―Pentasa 500mg Tablets (Mesalazine 

500mg) (Reg. No.031333)‖ from M/s. Pharbil Pharma GmbH, Germany to M/s. Ferring 

International Center S.A., Switzerland.   

  The firm have deposited required fee Rs.100000/= and submitted following supporting 

documents:- 
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i)  Copy of registration letter. 

ii) Copy of last renewal. 

iii) Copy of approval of change of manufacturing site. 

iv) Copy of CRF Clearance Certificate. 

v) Description of Manufacturing Process and Process Control (for new site). 

vi) Original CPP confirming that change of manufacturing site from M/s. Pharbil 

Pharma GmbH, Germany to M/s. Ferring International Center S.A., Switzerland 

attested by Pakistan Embassy of Pakistan. 

vii) Original GMP certificate of M/s. Ferring International Center S.A., Switzerland 

attested by Pakistan Embassy of Pakistan. 

viii) Evidence copy of FDA approval for M/s. Ferring International Center S.A., 

Switzerland. 

 

 M/s. Atco Laboratories Limited, Karachi was advised to submit legalized proof of 

registration of the Pentasa 500mg Tablets manufactured by M/s. Ferring International Center 

S.A., Switzerland is approved by US-FDA. In response, the firm have submitted original 

legalized CoPP of ―Pentasa 500mg Tablets (Reg. No.031333)‖ from Switzerland legalized by 

Pakistan Embassy.  

 M/s. Atco Laboratories Limited, Karachi was again advised to submit Form-5(A) and 

Site Mister File of Pentasa 500mg Tablets (Reg. N0.031333) from new site i.e. Switzerland. M/s. 

Atco Laboratories Limited, Karachi has submitted Form-5(A) and Site Mister File of new 

manufacturing site (Switzerland).  

Decision: Registration Board acceded to the request of firm. 

Case No. 18: Exemption for urdu text on Femoston Conti Tablets (Reg. No.027354) & 

Femoston 1/10mg Tablets (Reg. No.027349).  

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have requested to grant them 

exemption of Urdu Text for below mentioned quantity for one time on the import of their 

following registered imported drugs which are used for Gynea indications (Menopause and Bone 

Health): - 

S. No. Reg. No. Name of Drug.  Quantities. 

1. 027354 Femoston Conti Tablets. 150,000 Packs. 

2. 027349 Femoston 1/10mg Tablets. 150,000 Packs. 

 

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have informed that Abbott 

International, is undergoing the process of rebranding/redesigning packaging worldwide, hence 
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due to this reason bilingual packaging in compliance to the Drug Labeling Rules is not possible.  

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have further mention that this 

would be a new and unique therapy and hence would benefit the patients. They also commit 

that MRP, Registration Number will be inkjet printed at the licensed premises of M/s. Abbott 

Laboratories (Pakistan) Limited, Karachi. 

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi have deposited required fee 

Rs.10000/- and submitted following supporting documents:- 

 i) Copies of registration letters. 

ii) Copy of transfer of registration letter. 

 M/s. Abbott Laboratories (Pakistan) Limited, Karachi was advised to submit willingness 

for printing of Urdu Version at your licensed premises for the above said drugs.   

 In response, M/s. Abbott Laboratories (Pakistan) Limited, Karachi have submitted that 

they will print Urdu Text at their licensed premises, i.e. M/s. Abbott Laboratories (Pakistan) 

Limited, Opposite Radio Pakistan Transmission Centre, Hyderabad Road, Landhi, Karachi. The 

firm has also submitted that Maximum Retail Price and Registration Number will be printed by 

the exporting country.  

Decision: Registration Board acceded to request of the firm for relaxation of urdu 

version for the products referred above subject to local printing at the licensed premises of 

M/s. Abbott Laboratories (Pakistan) Ltd. Karachi for above mentioned quantities for one 

year. The firm will comply the rest of the conditions for labeling before import into 

Pakistan. 

Case No.19 Lipitor Tablets - Change of manufacturing site. 

 M/s. Pfizer Pakistan Limited, Karachi have requested to approve the change of 

manufacturing site of their following registered imported drugs from M/s. Pfizer Ireland 

Pharmaceuticals, Loughbeg, Country Cork, Ireland to M/s. Pfizer Pharmaceuticals LLC, Km. 

1.9, Road 689 Vega Baja, PR 00693, Puerto Rico, USA. 

S. No. Reg. No. Name of Product (s). 

 

1. 023620 Lipitor Tablets 10mg. 

(Atorvastatin) 

2. 023621 Lipitor Tablets 20mg. 
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(Atorvastatin) 

3. 023622 Lipitor Tablets 40mg. 

(Atorvastatin) 

 

 The Board approved request of the firm in its 244
th

 meeting and advised firm to submit 

original legalized CoPP and authorized its Chairman for issuance of letter. As per decision of the  

Registration Board M/s. Pfizer Pakistan Limited, Karachi have submitted original legalized 

CoPP of the product, but the German COPP shows composition of ―Atorvastatin Hemicalcium 

1,5 H2O‖ instead of ―Atorvastatin Calcium Trihydrate‖ the originally approved by the 

Registration Board.  

Decision: Dr. Sadia Moazam appeared before the Board and informed that the 

composition of products is not changed. The Board deliberated the matter and decided to 

approve the drug as Atorvastatin Calcium as per CoPP issued by USFDA for Pakistan. 

Product will be manufactured at M/s. Pfizer Pharmaceuticals LLC, Km. 1.9, Road 689 

Vega Baja, PR 00693, Puerto Rico, USA and package and quality control release will be 

done by M/s. Pfizer Manufacturing Deutschland GmbH, Betriebsstatte Freiburg, 

Mooswaldallee 1, 79090 Freiburg, Germany as Atorvastatin Calcium. Importer i.e. M/s. 

Pfizer Pakistan Limited, Karachi will furnish certificate of analysis of both sites with 

imported consignement. Decision will also be communicated to DRAP field office for 

compliance.  

Case No. 20: Change of manufacturing and release site. 

 M/s. Medipharm (Private) Limited, Lahore have informed that due to a Bayer Group-

wide initiative to change the name of the pharmaceutical company, they have requested to 

approved the change of the manufacturer name of their following registered imported drugs as 

follows:- 

S# Reg. No. Name of Drug 
(s) 

Current Name of 
Manufacturing Site. 

Proposed 
Manufacturing & 
Release Site  

1. 000700 Gastrografin Manufactured by:  
M/s. Berlimed SA 
Spain.  
Source of import: 
M/s. Bayer Pharma 

Manufactured by:  
M/s. Berlimed SA 
Spain.  
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AG, Berlin, Germany. 
 

2. 000080 Urografin  Manufactured by:  
M/s. Berlimed SA 
Spain.  
Source of import: 
M/s. Bayer Schering 
Pharma AG, 
Germany. 

Manufactured by:  
M/s. Berlimed SA 
Spain.  
 

 

M/s. Medipharm (Private) Limited, Lahore have deposited required fee and submitted 

following supporting documents:- 

i) Copies of Transfer of Registration letters.  
ii) Notarized Declaration from their Principal regarding the Name Change from 

Bayer Schering Pharma AG to Bayer Pharma AG. 
iii) Copy of name change of company. 

iv) Copy of NOC for CRF. 

  

Decision: Registration Board approved change in manufacturing site of above 

mentioned products from M/s. Bayer Pharma AG, Berlin, Germany to M/s. Berlimed SA 

Spain. 
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Registration-II 

Case No.21. Cases deferred for expert opinions. 

a. Voltral Emulgel 2% – M/S Novartis Pharma, Jamshoro 

 Registration Board in 240th meeting deferred following products for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Voltral Emulgel 2% 

Each gm contains: 

Diclofenac diethlamine 23.2mg 

(Anti rheumatic anti inflammatory and analgesic) 

 

50gm Rs.275/- 

 

Dr. Abid Farooki, 

Department of 

Rheumatology, 

Pakistan Institute of 

Medical Sciences, 

Islamabad  

 

Brig. Zaka ullah Malik 

Head, Department of 

Orthopedics,  

Military Hospital,  

Rawalpindi 

Dr. Pervaiz Hashmi, 

Head, Department of 

Orthopedics,  

Agha Khan University 

Hospital,  

Karachi. 

This particular formulation 

has been in use in developed 

countries for quite some time 

and has a very good track 

record of efficacy and safety. 

I would have no hesitation in 

using this on my patients. 

 

Since the pirce defference 

between the previously 

available 1% formulation and 

the present 2% formulation is 

only Rs.51.00 and because of 

its less frequent application 

requirement I think it is a 

cost effective option. 

I evaluated the drug voltral 

emulgul 2% (each gm 

contains: Diclofenac 

diethlamine 23.2mg) in 

detail from available 

evidences. I have found 

that it is a safe drug if used 

topically only twice a day, 

not more than that. 

Furthermore it should not 

be associated with oral 

NSAIDS; otherwise 

incidence of rate of 

complications will 

increase. Patients with 

history of allergy should 

Awaited 
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I would safely recommend 

this drug for registration. 

not be recommended, 

because it will show 

exaggerated response as 

compared to voltral 1%. 

It is cost effective, and of 

good qulaity product. The 

drug may be considered for 

registration by Registration 

Board, with special 

instructions to avoid 

complications. 

 

 

 

Decision:     Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board.  
  

 

b. Tomex Injection, Cis-Curon Injection 2mg And M/S Brookes Pharmaceuticals, Karachi 

 

 Registration Board in 242nd meeting deferred following products for expert opinion. Accordingly products 

was referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Tomex Injection  

Each ml contains: 

Dexmedetomidine (as HCl)….100.00mcg 

(Sedative/Hypnotics (a2 adrenergic agonist) 

 

4.2x2ml 

 

Rs.920.40/- 

2 Cis-Curon Injection      5ml 

Each ml contains: 

Cisatracurium (as Besylate)….2.00 mg 

(Neuromuscular Blocker) 

 

5x5ml 

 

Rs.1552/- 

3 Cis-Curon Injection     10ml 

Each ml contains: 

Cisatracurium (as Besylate)….2.00 mg 

(Neuromuscular Blocker) 

 

5x10ml 

 

Rs.3047/- 
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Maj Gen Shahab Naqvi, 

Armed Forces Institute of 

Cardiology, 

Rawalpinid  

 

Prof. Dr. Fazal Hameed, 

Agha Khan University & 

Hhospital, 

Karachi 

Prof. Iqbal Memon, 

Pakistan Institute of Medical 

Sciences, 

Islamabad 

Dexmedetomidine is alpha 2 

adrenergicic agonist, sedative 

/ hypnotic drug widely used 

internationally in intensive 

care units and operation 

theatre by intensivists and 

anaesthesiologists. This is 

FDA approved with wide 

margin of safty having 

excellent properties. It 

provides conscious sedation 

and analgesia without 

respiratory depression. It is 

safe in renal compromised 

patients and dose can be 

adjusted in patients with 

hepatic dysfunction. 

Dexmedetomidine have 

promising future in its 

application as 

neuroprotection, 

cardioprotection and 

renoprotectoion. It is an 

excellent alternate to 

fentanyl, midazolam and 

propofol for sedation in ITC 

especially in patients being 

weaned off from ventilators. 

It is cost effective by 

reducing ventilation time, 

ICU stay and useful drug for 

day care anaesthesia. 

CIS ATRACURIM 

Conclusion: 

Dexmedetomidine 

From the perspective of 

Health Care providers, the 

anesthesia program 

addition to a new sedative 

analgesic drug 

dexmedetomi-dine 

hyderchloride, although 

was more expensive, but it 

could be signigicantly 

improved patient 

satisfaction after surgery, 

and sinificantly reduce the 

amount of propofol and 

need Handling adverse 

reaction rates. It also could 

reduce the stress response 

during intubation and 

maintain hemodynamic 

stability. From the results 

of cost effectiveness 

analysis and ICER, it 

displayed that the 

anesthesia program 

addition to 

dexmedetomidine 

hydrochloride was cost 

effective. 

Conclsion(s): 

Thank you for referring said 

drug file. I have gone through 

the papers and and have 

following obserations: 

 Said drug is already in 

practice worldwide and few 

centers in Pakistan. 

 On page 14 there is 

typographeal mistake 

showing tht said firm not 

checked before submission 

on serial NO.1. It is not 

Lidocaine but 

Dexmedatomidine HCl as 

acitve ingredient. 

Calculation from gram to 

microgram my be revisited 

according to their statement 

of manufacturing step (25L 

to 206 Litres). 

 Said firm has not 

mentioned about the country 

of import for raw material 

and how quality of that 

material will be maintained 

druing transport to Pakistan? 

 Are they going to check 

the efficacy drug in Animal 

lab? 

 

Inj. Tomex (Dexmedetomidine 

HCl) 

Thank you for referring said 

drug file. I have studied the case 
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BESYLATE  is intermediate 

acting neuromuscular 

blocking agent. This is 

widely used international and 

is FDA approved. This is 

advancement over 

atracurium with following 

benefits. This is three times 

more potent and lower doses 

are required. Laundanosine a 

toxic metabolite is markedly 

less produced after 

therapeutic doses of 

cisatracurim as compared to 

atracurim. Cis atracurium 

causes less histamine release 

than atracurium . Cis 

atracurium has less 

intracranial and 

cardiovascular side effects. 

This is safe in patients with 

renal and hepatic 

compromise. There is little 

difference in price as 

compared to existing drug 

atracurium; keeping in view 

of the above benefits these 

drugs would be a valuable 

addition in anesthetic and 

intensive care management. 

 

CISATRACURIUM: 

The findings of this 

prospective, randomized, 

double blind study suggest 

that mivacurim is the most 

cost effective NMBA for 

both tracheal intubation 

and continous infusions 

lasting up to 1.72 h. 

and have following obserations: 

 Said drug is already in 

use with Anesthesia, 

intensive car and few other 

specialties. 

 Regarding efficacy – the 

firm has not provided 

information that – they are 

importing raw maerial or the 

drug as such in ampoules 

and from which country? 

 Regarding quality and 

safety – if importing raw 

material from any country, 

how they are going 

formulate / market it without 

any animal / lab test? 

 

Inj: (Cis-Curon 

(Cisatracurium-5 and 10 mls) 

 

 Said drug is already in 

use with Anesthesia and 

intensive care in may 

countries 

 Regarding efficacy – the 

firm has not provided 

information that – they are 

importing raw maerial or the 

drug as such in ampoules 

and from which country? 

 Regarding quality and 

safety – if importing raw 

material from any country, 

how they are going 

formulate / market it without 

any animal / lab test? 

 

If the registration board is 

satisfied from above queries, the  

drugs may be registered. 
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Decision:      Registration Board discussed and agreed to above expert opinions. 

However, the Board advised firm to provide data for stability studies conducted under zone 

IV-A conditions as per ICH / WHO guidelines for consideration of Registration Board. 

c. Rondec E Syrup – M/S Abbott Laboratories (Pakistan)  Ltd, Karachi. 

 Registration Board in 239
th

 meeting deferred following product for expert opinion. 

Accordingly product was referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Rondec E Syrup 

Each 5ml contains: 

Salbutamol…………..…….2 mg 

Guaifenesin ……………....200 mg 

Bromhexine HCl…………….4mg 

(Expectorant with bronchodilator cough syrup) 

60ml 

120ml 

Rs.60/- 

Rs.120/- 

Dr. Talha Mahmud, 

Associate Professor and 

Head, Dept. of 

Pulmonology. 

Head, Dept of Chest 

Diseases,  

Shaikh Zayed Hospital,  

Lahore 

Brig. Dr. Aslam Khan 

Consultant 

Pulmonologist, 

Military Hospital, 

Rawalpindi.  

 

Dr. Rehana Kausar,  

Consultant Pulmonologist , 

Pakistan Institute of  Medical 

Sciences, 

Islamabad 
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The scientific evidence exists 

in favour of all these 

ingredients to be used as 

expectorants (to thin out the 

respiratory secretions) 

The indications as given by 

Abbott should be revised and 

should Not include 

1. Common cold  

which is an upper 

airway infection not 

requiring 

bronchodilator or 

mucolytic agents. 

2. Bronchial asthma 

where use of inhaled 

medications are 

recommended by all 

guidelines, and  

3. Other 

bronchospastic 

disorders (Not 

specified) 

The indications should 

include ONLY: 

1. Patients with acute 

bronchitis / lower 

respiratory tract 

infection associated 

with bronchospasm, 

2. Exacerbations of 

chronic bronchitis 

and 

3. Bronchospasm in 

patients with 

exacerbations of 

bronchiectasis. 

There are following 

important points that 

should be readdressed 

before its final approval: 

1. The dose of 

Awaited This is an excellent combination 

of Bronchodilator, mucolytic and 

expectorant agents. No one 

combination of such type exist in 

Pakistan. Many patients of 

Chronic Bronchitis, acute 

Bronchitis, Asthmatic Bronchitis  

and many other respiratory 

disorders will benefit from this 

unique combination. This unique 

combination has been evaluated 

in many clinical trials and has 

been found to have better 

efficacy and good patient 

acceptability. In my opinion, it 

may prove better combination 

over many other combinations 

available in Pakistan. The only 

concern is for diabetic patients 

…. Can this formulation contains 

1500mg Sucrose + 1500mg of 

Glucose /5ml be used. 

However this combination is up 

to mark for Registration to 

benefit our Respiratory sick 

community.  
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salbutamol should be 

reduced to 1mg /5ml 

as 2mg /5ml is highn 

likely to produce 

tremors and 

palpittions (in my 

experience) as adults 

will be taking 10ml 

(4mg) thrice daily. 

2. There is high glucose 

content 

(1500mg/5ml) which 

is likely to increase 

blood glucose levels 

of diabetic patients. 

3. It contains alcohol 

203.50 mg / 5ml. Is it 

permissible to be 

used in questionable 

for me? 

 

Recommendations:  

The drug is efficacious in 

respect to its ingredients, 

safe if above 

recommendations for 

ingredients and indications 

are followed, quality seems 

good (like many other 

Abbot’s products I have 

used confidently) but cost 

seems high (should be 

reduced to 75% of the 

proposed price if possible). 

 

Decision:      Registration Board referred above formulation and comments of experts 

to Review Committee for review.  
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d. Change in formulation - M/S Glaxosmithkline Pakistan Ltd, Karachi. 

 Registration Board in 236th meeting deferred the request for change of formulation of following products of 

M/s GlaxoSmithKline Pakistan Ltd, Karachi for expert opinion. Accordingly provided data was referred to expert 

for views. Comments are as under. 

 

Existing  formulation,  Reg. No. Proposed formulation Justification / 

Reasons 

Actifed P Cold Tablet 

Each tablet contains:- 

Paracetamol………300mg 

Pseudoephedrine 

HCl……………36mg 

Triprolidine  

HCl ……..…1.6125mg 

000345 Actifed P Cold Tablet 

Each tablet contains:- 

Paracetamol…..…300mg 

Phenylephrine 

HCl………………6.00mg 

Triprolidine HCl …1.5mg 

Phenylepherine 

HCl is 

therapeutically 

equivalent 

Pseudoephedrine 

HCl and very well 

established 

pharmacopoeial 

grade ingredient. 

Firm has furnished 

that proposed 

formulation is 

available in 30
th

 

Edition of 

Martindale and 

further that USFDA 

& Australian TGA 

is recommending 

use of Phenyl 

Epherine as an 

alternative to 

Pseudoephedrine. 

 

Actifed DM Cough Syrup 

Each 10ml contains:- 

Triprolidine HCl…2.5mg 

Pseudoephedrine 

HCl……………60mg 

Dextromethorphan 

HBr………………20mg 

007817 Actified DM Cough Syrup 

Each 5ml contains:- 

Triprolidine HCl…1.375mg 

Phenylephrine HCl……5.15mg 

Dextromethorphan HBr.10mg 

 

-do- 

Actifed DM Cough Tablets 

Each tablet contains:- 

Triprolidine HCl…1.25mg 

Pseudoephedrine 

HCl……………30mg 

Dextromethorphan 

HBr………..……10mg 

 

008393 Actified DM Cough Tablets 

Each tablet contains:- 

Triprolidine HCl..1.34375mg 

Phenylephrine HCl …5.15mg 

Dextromethorphan 

HBr………..……10mg 

-do- 
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Actifed P Elixir 

Each 5ml contains:- 

Triprolidine HCl…1.25mg 

Pseudoephedrine 

HCl……………30mg 

Paracetamol ……80mg 

002681 Actified P Elixir 

Each 5ml contains:- 

Triprolidine HCl…1.375mg 

Phenylephrine HCl …5.15mg 

Paracetamol ……80mg 

 

-do- 

 

Brig. Dr. Aslam Khan, 

Pulmonologist, 

Military Hospital, 

Rawalpindi 

 

Prof. Dr. Janbaz Khan 

Department of 

Pharmacology, 

Bahauddin Zakaria 

University, Multan 

Dr. Rehana Kausar,  

Pakistan Institute of Medical 

Sciences, 

Islamabad 

 

Awaited Following comments are 

submitted for onward 

presentation to the 

concerned quarters. 

 

The point under 

consideration is that M/s 

GlaxoSmithKline Pakistan 

has been manufacturing / 

marketing Actifid P Cold 

tablet containing 

Paracetamol (300mg) 

Pseudoephedrine HCl 

(36mg) and Triprolidine 

HCl (1.6125mg) but 

presently applicant to 

substitute previous 

formulation with new one 

in which Pseudoephedrine 

HCl (36mg) is replaced 

with Phenylephrine HCl 

(6.00mg) and amount of 

Triprolidine HCl is reduced 

from 1.6125mg to 1.5mg. 

The Pseudoephedrine is 

known to posses a-

agonistic action, due to 

which it exerts nasal 

decongestant effect in a 

manner comparable to 

Phenylepherine . In my 

opinin, the new 

formulation may kindly be 

considered therapeutically 

equivalent to old one as 

The combination is studied in 

detail and ingredient of 

Phenylepherine in the all four 

formulation of Actifed is needed 

to be replaced by 

Phenyephedrine. This practice is 

being made in many other 

country you make is more safe 

drug. Therefore it is 

recommended that 

Pseudoephrine need to be change 

to phenylephrine to make it more 

safe combination. 
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this has been practiced in 

several quoted examples. 

 

 

Decision:      Both experts recommended proposed formulations. Brig. Dr. Aslam Khan 

also recommended the requested formulation during meeting. Registration Board 

discussed and agreed to expert opinions. However, the Board advised firm to provide data 

for stability studies conducted under zone IV-A conditions as per ICH / WHO guidelines 

for consideration of Registration Board. 

e. Lerace XR 750mg Tablet – M/S Hilton Pharma, Karachi 

 Registration Board in 241st meeting deferred following product for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Lerace XR 750mg Tablet 

Each tablet contains: 

Levetiracetam …..750 mg 

(Antiepileptic) 

10‘s 

30‘s 

Rs.1520/- 

Rs.4560/- 

 

Maj. Gen. (R) Muhammad 

Naeem Khan 

Khan House, Peshawar 

Road, 

Lane No.5, Near Nisar 

Hospital, 

Rawalpindi 

 

Col. Dr. Muhammad 

Tariq, 

Neurophysician,   

Military Hospital, 

Rawalpindi 

Col. Dr. Waseem Wali, 

Combine Military Hospital, 

Lahore 

I have studied the received 

dossier documents regarding 

product registration of 

Lerace XR 750mg Tabets 

(Levetiracetam) and my 

comments are as follows:- 

 The detail review of 

the clinical & 

pharmacological data, 

shows a comparative 

profile in terms of 

safety, efficacy and 

Comments are as follows 

regarding received 

documents studied for 

Lerace XR 750mg Tablet 

(Levetiracetam). 

 Once daily 

extended release tablet 

formulation will prove 

to be beneficial in 

terms of reduction in 

dosage frequency and 

better patient 

Awaited 
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therapeutic activity to 

standard anti-epleptic 

medications available in 

the market. 

 Clinical experience 

and data indicate that 

Levetiracetam is well 

tolerated, with efficacy 

comparable or better 

than other new 

antiepileptic drugs. 

Levetiracetam may be 

particularly useful in 

patients who are 

unresponsive to other 

antiepileptic drugs, 

patients receiving drugs 

with increased potential 

for drug interactions, or 

those with hepatic 

impairment. 

 The once daily 

extended release tablet 

formulation will prove 

to be beneficial in terms 

of reduction in dosage 

frequency and better 

patient compliance. 

 Levetiracetam 750mg 

XR Tablet is approved 

by FDA & marketed in 

USA by the brand of 

Keppra. Levetiracetam 

250mg Tablets, 500mg 

Tablets, 750mg Tablets 

and 500mg XR tablet are 

already available in local 

as well as international 

market and has gained 

the trust of doctors with 

respect to its effective 

therapeutic activity in 

epilepsy. 

 

On the basis of 

aforementioned facts, I 

compliance. 

 Clinical & 

pharmacological data, 

shows a comparative 

profile in terms of 

safety, efficacy and 

therapeutic activity to 

standard anti epileptic 

medications available 

in the market. 

 Clinical data shows 

that Levetiracetam is 

well tolerated, 

comparable or better 

than other new 

antiepileptic drugs. 

 Levetiracetam 

750mg XR Tablet is 

approved by FDA 

available worldwide 

by the brand name of 

Keppra. Levetiracetam 

250mg, 500mg & 

750mg tablets are 

already available in 

the local market. 

500mg XR Tablets 

registered and 

available in local as 

well as international 

market as effective 

therapeutic activity in 

epilepsy. 

 

On the basis of facts 

Lerace XR 750mg 

Tablets recommended for 

registration. 
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recommend registration of 

Lerace XR Tablet 750mg 

for the benefits of patients 

suffering from epilepsy. 

 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 

f. Citanew D 20mg Tablet and Citanew D 5mg Tablet – M/s Hilton Pharma, Karachi 

 Registration Board in 241st meeting deferred following products for expert opinion. Accordingly products 

were referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded Price 

1 Citanew D 20mg Tablet 

Each dispersible tablet contains: 

Escitalopram Oxalate eq. to Escitalopram…..20 mg 

(Antidepressant) 

 

14‘s 

28‘s 

As per PRC 

As per PRC 

2 Citanew D 5mg Tablet 

Each dispersible tablet contains: 

Escitalopram Oxalate eq. to Escitalopram…..5 mg 

(Antidepressant) 

14‘s 

28‘s 

As per PRC 

As per PRC 

3 Citanew Oral Solution 1mg/ml 

Each ml contains:- 

Escitalopram Oxalate eq. to Escitalopram ….1mg 

(Anti depressant) 

60ml 

120ml 

240ml 

Rs.245.00 

Rs.490.00 

Rs.980.00 

Prof. Dr. Rizwan Taj,  

Department of Psychiatry,   

Pakistan Institute of 

Medical Sciences, 

Islamabad. 

 

Dr. Fareed Minhas, 

Department of Psychiatry,   

Rawalpindi General 

Hospital, 

Rawalpindi 

Dr. Saleem Jehangeer, 

Armed Forces Institute of  

Mental Health, 

Rawalpindi 

 

Estalopram oxalate is alredy 

a well established effective 

safe salt in the market. It‘s 

oral solution and 5mg and 

20mg tablet are 

recommended for 

I have reviewed the 

procedure registration of 

Citanew D 20 Tablet, 

Citanew D 5mg Tablet and 

Citanew Oral Solution 

1mg/ml (Escitalopram). 

Registration application received 

are returned herewith, as Maj. Gen. 

Salim Jehangir, Commandant of 

Armed Forces Institute of  Mental 

Health, is not avail due to official 

commitments. 
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registration. Evidence based clnical and 

research data has indicated 

that Escitalopram has good 

therapeutic efficacy & better 

safety profile. Moreover 

Escitalopram is well 

tolerated and its clinical 

efficacy is comparable to 

other antidepressants 

available in the market. The 

dispersible form and oral 

solution is not only easy to 

administer to the patients but 

it can prove to be beneficial 

for patients who are aversive 

to the tablet form of 

treatment. 

On the basis of above facts, I 

recommend registration of 

Citanew D 20 Tablet, 

Citanew D 5mg Tablet and 

Citanew Oral Solution 

1mg/ml for the benefits of 

patients.  

Brig. For Comdt. 

(Farrukh Hayat Khan) 

 

 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 

g.  Asenapine Sublingual Tablets 5mg and 10mg 

 Registration Board in 243rd meeting deferred following products for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

 

S. 

No 

Name of 

firm(s) 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1. M/s 

Amarant 

Pharma, 

Asenap sublingual Tablet 

Each sublingual tablet contains:- 

Asenapine Maleate………………….5mg 

20‘s As per SRO 
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Karachi (Antipsychotic) 

Finished product specifications are 

Manufacturer. 

 

2. -do- Asenap sublingual tablet 

Each sublingual tablet contains:- 

Asenapine Maleate………………… 10mg 

(Antipsychotic) 

Finished product specifications are 

Manufacturer. 

20‘s As per SRO 

3. M/s Semos 

Pharma, 

Karachi 

Asen Tablet 

Each sublingual tablet contains: 

Asenapine…………………………..5 mg 

(Antipsychotic) 

As per 

PRC 

As per PRC 

4. -do- Asen Tablet 

Each sublingual tablet contains: 

Asenapine…………………….…..10 mg 

(Antipsychotic) 

As per 

PRC 

As per PRC 

 

Prof. Dr. Iqbal Afridi, 

Jinnah Postgraduate 

Medical Centre 

Karachi  

 

Prof. Dr. Rizwan Taj, 

Pakistan Institute of 

Medical Sciences, 

Islamabad 

Dr. Wajid Ali, 

Hayatabad Medical Complex, 

Peshawar 

The efficacy, safety and 

quality of the drug 

Asenapine was reviewed in 

the light of existing 

knowledge and International 

research. It is established that 

Asenapine has been 

approved by FDA since 

August, 2009 in preparation 

of 5mg and 10mg tablets 

 

There is no doubt that 

availability of a new drug for 

Schizophrenia, a chronic and 

debilitating illness will be 

good addition because the 

remission in such condition 

at present in limited. 

 

Asenapine salt is now a well 

established safe in the 

international market, its 

safely and effectiveness has 

been shown in different 

chemical trials for patient 

care Schizophrenia.  

 

I recommeding it for 

approval by usage in 

Pakistan 

Sir, since the patient with 

psychosis i.e schizophrenia and 

bipolar disorders (in acute 

attack) are not willing to take 

any medication and refuse 

medication. It is very hard to 

give them injections either intra 

muscular or intravenous, leading 

to poor compliance and more 

relapses / episodes, disrupting 

their psychosocial and 

occupational functioning. 

 

Poor drug compiance itself lead 

to drug resistant disorders adding 

to the burden on the family and 

affects the quality of life, the 

patients and care givers. 

 



 

Minutes 245th Meeting Registration Board   190 

 

In my opinion, availability of 

Asenapine (Asenap) 

especially sublingual 

preparation in Pakistan must 

be appreciated as the 

treatment compliance can be 

improved wihich is really a 

challenge in Schizophrenia. 

However, cost and local trial 

of the drug may be 

considered, keeping in mind 

the local population. 

 

In Pakistan, we direly need an 

antipsychotic with sublingula 

route administration for patient 

with poor drug compliance and 

in acute exacerbation of thses 

pshchotic episodes.  

Regarding the efficacy safety 

and quality of Asenapine is as 

under:- 

 

 It is a Dibenzo-oxepino 

pyrrole derivative; atypical 

or second-generation 

antipsychotic agent. 

 Acute and maintenance 

treatment of schizophrenia 

inadults 

 Amercan Psychitric 

Association (APA) 

considers most atypical 

antipsychotic agents first 

line drugs for management 

of the acute phase of 

schizophrenia (including 

first psychotic epidodes) 

 Acute treatment as 

monoterapy or adjusctive 

therapy with lithium or 

valporate of manic or mixed 

episodes associated with 

bipolar disorders (with or 

without psychotic features) 

in adultus 

 

Regarding the efficacy the 

following warning(s) should be 

included in the  drug medical 

information 

 

 Geriatric patients with 

dementia-related psychosis 

treated with antipsychotic 

agents are at an incrased risk 

of death 
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 Analyses of 17 placebo-

controlled trials in geriatric 

patients mainly receiving 

atypical antipsychotic agents 

reveal an approximate 1.6 – 

to 1.7-fold increase in 

mortality compared with 

that in patients receiving 

placebo 

 Most fatalities appeared 

to result from cardiovascular 

– related events (e.g heart 

failure, sudden death) or 

infections (mostly 

pneumonia) 

 Observational studies 

suggest that conventional or 

first generation antipsycotic 

agents also may increase 

mortality in subh patients. 

 Anti psychotic agents, 

including asenapine, are not 

approved for the treatment 

of dementia-related 

psychosis. 

 

The drug available in Canada – 

approved by the FDA, SAPHRIS 

(asenapine) has the non 

medicinal ingredients (Gelatin 

and Mannitol) as compare to 

Asenap (asenapine) sublingual 

tablet – sodium stach glycolate, 

corss carmellose sodium, lactose 

anhydrous, avicel 102 and 

magnesium stearate) in my 

opinion the diffent non 

medicinal ingredients may have 

different side effects as that of 

the internationally available, 

SAPHRIS (asenapine).  

 

SAPHRIS (asenapine) is costly 

as 10 tablets costs around $ 114, 
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in Pakistan the price should be 

sustabtially low. 

 

 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 

 

 

h. Maltofer Fol Syrup – M/s Pharmatec Pakistan (Pvt.) Ltd, Karachi. 

 

 Registration Board in 239
th

 meeting deferred following product for expert opinion. 

Accordingly product was referred to expert for view. Comments are as under. 

Name of drug(s) & Composition Proposed 

Pack size 

Demande

d Price 

Maltofer Fol Syrup 

Each 5ml contains: 

Iron as iron (III) hydro oxide ploymaltose100 mg 

Folic acid…………….….400 mcg 

(Supplementation and treatment of ID and IDA)   

150ml As per 

PRC 

 

Prof. Dr. Riffat Shaheen, 

Head, Department of 

Gynecology, 

Federal Government Services 

Hospital, 

Islamabad  

 

Prof. Dr. Ghazala Mehmood, 

Head, Department of 

Gynecology, 

Pakistan Institute of Medical 

Sciences, 

Islamabad  

 

Prof. Dr. Asma 

Tanveer Usman 

Head, Department of 

Gynecology, 

Benazir Hospital, 

(Rawalpindi General 

Hospital) 

Rawalpindi 

Need assessment:  Nutrition 

deficiency is a common 

occurrence in woken before 

conception. They should ideally 

take iron and multivitamin 

supplementation in the 

periconceptional period. Folic 

Acid is an essential vitamin 

required throughout pregnancy 

which helps in prevention of 

congenital malformations like 

neural tube defects and 

megaloblastic anemia. However, 

Global prevalence of anemia 

has the highest burden of 

disease especially in women 

and children. Under the 

National Health Policy, 

prenatal care should include 

provision of iron supplements, 

folic acid supplements, two 

doses of tetanus vaccine, blood 

pressure measurement, and 

identification and treatment of 

reproductive tract and sexually 

transmitted infections. The 

Expert informed that 

she has been retired 
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compliance for oral tablets 

containing iron and folic acid is 

poor and a large number of 

pregnant woken have gastric 

symptoms and prefer to take syrup. 

Therefore, the syrup should ideally 

contain iron and folic acid.\ 

 

Efficacy & Safety:  Combination 

of Iron Polymaltose 50mg and 

100mg with Folic acid 0.35mg 

/5ml is safe and effective. 

 

Quality:  The above combination 

can be easily tolerated with 

minimum side effects. 

 

Recommendation:-  This 

combination of iron and folic acid 

in the form of syrup is beneficial 

for pregnant women due to good 

tolerance and patient compliance. 

most recent reports showed an 

increase in its frequency 

among low income group and 

more in underdeveloped 

countries. Pakistan nutrition 

survey found that 65% of 

population between the ages of 

7-60 years had IDA. In young 

children incidence of anemia is 

43%, but children between 1-2 

years are at greatest risk. 

Deficiency of folate and B12 

constitutes one of major 

nutritional deficiency after iron 

deficiency. Nutritional 

deficiency is far more common 

in vegetarian. B12 deficiency 

seen in infants and young 

children have been particularly 

related to maternal deficiency 

which results in poor body 

stores at the time of birth. 

 

Any product with iron alone 

does not address the problem 

of Nutritional Anemia in 

Pakistan. All oral products, 

tablets or syrups should 

include folic acid in its 

formulation. Studies have 

shown that folic acid has a 

pivotal role in preventing 

neural tube defects. Pregnancy, 

Iron and folate 

supplementation improves the 

maternal and new newborn 

outcome and hence decreases 

pregnancy related anemia and 

newborn problems. 

 

I recommend the availability 

of Iron Polymaltose Complex 

syrup with folic acid. It can 

offer ease for those patients 

who cannot take iron and folic 

acid tablet separately. The 

compliance would also be 
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enhanced. 

 

 

Later on above mentioned case was discussed in 243
rd

 meeting of Registration Board  and 

it was decided to referred Maltofer Fol Syrup for expert opinion of Dr.Riffat Najeeb, Fauji 

Foundation Medical College, Rawalpindi. The expert has send her opinion which is as under:- 

― In our female population aneamia is a common morbidity issue. We are faced with poor 

patient compliance due to a number of reasons such as tablet formulation / smell or iron / 

gastrointestinal side effect etc. Introduction of Syrup preparation such as Iron Polymaltose 

complex syrup with folic acid is highly appreciated. I highly recommend this product due 

to its additional benefit of having folic acid addition‖ 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 

i. Azilsartan kamedoxomil eq to azilsartan medoxomil and Azilsartan kamedoxomil  

 eq to azilsartan medoxomil  + Chlorthalidone. 

 Registration Board in 242nd meeting deferred following products for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

 

S. 

No 

Proposed 

Pack size 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 M/s OBS 

Pakistan, 

Karachi 

Azil Tablet 

Each tablet contains  

Azilsartan Kamedoxomil 85.36 mg eq. to  

Azilsartan medoxomil supplier specs……. 80 mg 

(Angiotensin II receptor blocker) 

 

14‘s 

 

Rs 6500/- 

 

2 -do- Azil Tablet 

Each tablet contains:- 

Azilsartan Kamedoxomil 42.68 mg eq. to  

Azilsartan medoxomil supplier specs …….40 mg 

(Angiotensin II receptor blocker) 

 

14 ‗s 

 

Rs 3500/- 

 

3 -do- Azil 40 mg/12.5 mg Tablet 

Each film coated tablet contains:- 

Azilsartan Kamedoxomil 42.68 mg eq. to  

Azilsartan medoxomil supplier specs…. 40 mg  

Chlorthalidone USP…………………12.50 mg 

14‘s 

 

Rs 3800/- 
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(Angiotensin II receptor blocker & Diuretic) 

4. -do- Azil 40 mg/25mg Tablet 

Each tablet contains:- 

Azilsartan Kamedoxomil 42.68 mg eq. to  

Azilsartan medoxomil supplier specs 40 mg  

Chlorthalidone USP ………………25 mg 

(Angiotensin II receptor blocker & Diuretic) 

14‘s 

 

Rs 4200/- 

5 M/s Helix 

Pharma, 

Karachi 

Azil 40mg Tablet 

Each tablet contains: 

Azilsartan kamedoxomil eq.to Azilsartan 

medoxomil……..40 mg 

(Anti Hypertensive) 

10‘s 

30‘s 

As per PRC 

6 -do- Azil 80mg Tablet 

Each tablet contains: 

Azilsartan kamedoxomil eq.to Azilsartan 

medoxomil………80 mg 

(Anti Hypertensive)  

10‘s 

30‘s 

As per PRC 

7 -do- Azil 20mg Tablet 

Each tablet contains: 

Azilsartan kamedoxomil eq.to Azilsartan 

medoxomil………20 mg 

(Anti Hypertensive) 

10‘s 

30‘s 

As per PRC 

 

Prof. Dr. Muzammil 

Hassan Najmi, 

Associate Dean, Basic 

Sciences Division, 

Foundation Medical 

University 

Rawalpindi. 

 

Prof. Dr. Shahid Nawaz 

Malik, 

Professor of Cardiology, 

Pakistan Institute of 

Medical Sciences, 

Islamabad 

Dr. Ghulam Haider Khalid, 

Professor of Medicines, 

Shifa International Hospital, 

Islamabab 

The following drugs have 

been evaluated in the 

light of available 

literature and the dossiers 

provided. 

1. Tablet Azil 

(Azilsartan) 40 mg 

2. Tablet Azil 

(Azilsartan) 80 mg 

3. Tablet Azilclor 

(Azilsaratn 40 mg+ 

Chlorthalidone 12.5 

mg) 

4. Tablet Azilclor 

(Azilsaratn 40 mg+ 

Awaited Azilsartan has been approvedfor 

general usage as 

antihypertensive drug by leading 

world authorities like FDA (food 

and Drug Authority) in Feb, 

2011 and EMA (European  

Medicines Agency) in 

December, 2011.  

 

The expert has referred four 

articiles in reputed medical 

journals regarding efficacy, 

safety, quality and cost effective 

ness of Azilsartan with or 

without chlorthalidone and 
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Chlorthalidone 25 

mg) 

2. Azilsartan is an 

Angiotensin-receptor 

blocker used in treatment 

of hypertension and 

cardiac failure. The drug 

has a profile of efficacy 

and safety comparable to 

other members of this 

group e.g. Losaratn, 

Valsartan which are 

already registered and 

available in the Country. 

3. Chlorthalidone is a 

diuretic 

pharmacologically 

related to the thiazides. In 

some clinical trials it has 

been shown to be 

superior to other diuretics 

for treatment of 

hypertension. 

4. Clinical studies have 

demonstrated that most 

patients of hypertension 

require more than one 

drug for effective control 

of their blood pressure. 

Among the combinations 

used for this purpose, are 

the ARBs with diuretics. 

These combinations are 

more efficacious and 

safe. 

5. In view of the above, 

the drugs mentioned in para 

1 above are Recommended 

for registration at an 

affordable price to achieve 

cost-effectiveness. 

recommended Azil tablet 40mg 

& 80mg Azil tablet 40mg with 

Chlorthalidone 12.5mg & 80mg 

with Chlorthalidone 25mg. 

 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 
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j. Irbesartan  300 mg + Amlodipine Besylate…14 mg eq. to amlodipine - M/s Sanofi 

Aventis, karachi 

 Registration Board in 239th meeting deferred following products for expert opinion. Accordingly products 

were referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Aprovasc 300/10mg Tablet 

Each tablet contains: 

Irbesartan……….300 mg 

Amlodipine besylate.14 mg eq. to amlodipine…10 mg 

(Alntihypertensive, angiotensin II receptor antagonist) 

28‘s Rs.2212/- 

2 Aprovasc 150/10mg Tablet 

Each tablet contains: 

Irbesartan……….150 mg 

Amlodipine besylate.14 mg eq. to amlodipine…10 mg 

(Alntihypertensive, angiotensin II receptor antagonist) 

28‘s Rs.2620.8/- 

3 Aprovasc 150/5mg Tablet 

Each tablet contains: 

Irbesartan……….150 mg 

Amlodipine besylate.7 mg eq. to amlodipine……5 mg 

(Alntihypertensive, angiotensin II receptor antagonist) 

28‘s Rs.1456/- 

4 Aprovasc 300/5mg Tablet 

Each tablet contains: 

Irbesartan……….300 mg 

Amlodipine besylate.7 mg eq. to amlodipine……5 mg 

(Alntihypertensive, angiotensin II receptor antagonist) 

28‘s Rs.2114/- 

Brig (R). Dr. Muzammil 

Hasan Najmi, Associate 

Dean, Basic Sciences 

Division, Foundation 

Medical University, 

Rawalpindi. 

Prof. Dr. Shahid Nawaz 

Malik 

Professor of Cardiology,  

Pakistan Institute of 

Medical Sciences, 

Islamabad 

 

Dr. Ghulam Haider 

Khalid, 

Professor of Medicines, 

Shifa International 

Hospital Ltd,  

Islamabad 

In a study published in 

American Journal of 

Cardiovascular Drugs April, 

2013, the combination has 

been reported to be more 

effective and well tolerated 

by the patients. The only 

significant adverse effect 

observed was peripheral 

edema which is well known 

Awaited I have no hesitation in 

recommending the case 

of Aprovasc for 

approval by the 

Registration Board 
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to occur with Amlodipine 

therapy. In view of the aove 

both strengths of Aprovasc 

are recommended for 

registration. 

 

 

Decision: Registration Board deferred above products and advised the firm to provide 

status about availability of products in SRAs and provide safety and efficacy data of the 

drugs along with complete clinical trial data of these formulations. 

k. Novidat XR 500mg Tablet &  Novidat XR 1000mg Tablet – M/s SAMI Pharma, 

Karachi 

 Registration Board in 241st meeting deferred following products for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Novidat XR 500mg Tablet 

Each tablet contains: 

Ciprofloxacin XR …………...500mg 

(Syntehtic broad-spectrum antimicrobial) 

As per PAC As per PAC 

2 Novidat XR 1000mg Tablet 

Each tablet contains: 

Ciprofloxacin ……………….1000mg 

(Syntehtic broad-spectrum antimicrobial) 

As per PAC As per PAC 

 

Dr. M. Khalid Khan, 

Director, Drug Testing 

Laboratory, 

Government of K.P.K, 

Peshawar  

 

Mr. Muhammad Jamil 

Anwar, 

Director, Drug Testing 

Laboratory, 

Government of Punjab, 

Lahore 

Mr. Abdul Razzaq, 

Director, Drug Testing 

Laboratory, 

Government of Sindh, 

Karachi 

It is stated that the data 

provided by the firm 

regarding comparative 

dissolution profile of Novidat 

XR 500mg and Novidat XR 

1000mg tablet with 

originator brand. The 

findings of the data are as 

Awaited Dissolution Profile of Tab. 

Novidat XR 500mg  and Tab. 

1000mg are similar to those of 

Cipro XR 500mg and Cipro XR 

1000mg Tabs. of M/s Bayer 

Pharma the originator brand. 

Tab. Ciprofloxacin XR 500mg 

and Tab. Ciprofloxacin are 
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under:- 

1) The above reference 

Novidat XR 500mg 

and Novidat XR 

1000mg tablet have 

two different release 

pattern i.e 

immediate and 

sustained release 

which they have to 

claim in a single 

tablet for forming IR 

layer and SR layer. 

2) Main features of the 

originator tablet 

Cipro XR 50mg and 

1000mg are of 

single bilayered 

tablet with dual 

dissolution profile 

i.e IR layer and SR 

layer. 

3) The comparative 

release pattern of 30 

mins, 60 mins and 

90min of the both 

products showed no 

significant 

difference and are 

almost similar. 

Keeping in view the above 

finding, it is therefore 

recommended the above two 

strength of Novidat XR 

tablet for registration please.  

already registered in Pakistan 

and USA.  

The data received with reference 

to raw material and finish goods 

specification‘s analytical 

procedure, labeling, prescribing 

information are complete and 

satisfactory. 

The stability data study 

conducted at 40
o
 C for six moths 

also meet the specifications in 

respect of appearance, weight, 

assay etc. indicating that the 

product is stable. 

In light of provided, I 

recommend the registration of 

the drugs applied for. 

 

 

Decision: Two experts recommended the product. Mr. Jamil Anwar, Director, Drug 

Testing Laboratory, Lahore mentioned during the meeting that he has evaluated the data 

and thus recommended the product. Keeping inview recommendations of experts, 

Registration Board approved Novidat XR 500mg Tablet and Novidat XR 1000mg Tablet 

for registration. 
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l. Cocard Plus 75/75MG Tablet, Pexot CR Tablet 12.5MG & Pexot CR Tablet 

25MG – M/S Helix Pharma, Karachi. 

 

 Registration Board in 237
th

 meeting approved following products of M/s Helix Pharma, 

Karachi subject to reason mentioned in last column. Accordingly provided data was referred to 

expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Deman

ded 

Price 

Decision 

1 Pexot CR Tablet 12.5mg 

Each controlled release tablet 

contains: 

Paroxetine (as 

hydrochloride)……….12.5 mg 

(Anti-depressant) 

 

10‘s As Per 

PAC 

Approved subject to 

submission of 

comparative 

dissolution profile 

with innovator brand, 

proof of purchase of 

raw material, 

Certificate of 

Analysis, testing 

protocols, SOPs, 

analytical data and 

finished sample 

 Pexot CR Tablet 25mg 

Each controlled release tablet 

contains: 

Paroxetine (as 

hydrochloride)……........25 mg 

(Anti-depressant) 

  

10‘s As Per 

PAC 

Approved subject to 

submission of 

comparative 

dissolution profile 

with innovator brand, 

proof of purchase of 

raw material, 

Certificate of 

Analysis, testing 

protocols, SOPs, 

analytical data and 

finished sample 

 Cocard Plus 75/75mg Tablet 

Each tablet contains: 

Clopidogrel bisulfate eq. to 

clopidogrel……….75 mg 

Aspirin as enteric coated 

pellets………….…75 mg 

(Anti coagulant anti platelet) 

10‘s As per 

PRC 

Approved subject to 

confirmation of 

Bilayered tablet 

manufacturing facility 
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Dr. Amanullah Khan, 

Director, Drug Testing 

Laboratory, 

Government of 

Baluchistan, 

Quetta 

Mr. Abdul Razzaq, 

Director, Drug Testing 

Laboratory, 

Government of Sindh, 

Karachi 

Mr. Muhammad Jamil Anwar, 

Director, Drug Testing 

Laboratory, 

Government of Punjab, 

Lahore 

 

After thorough review of the 

relevant documents and in 

particular going through 

comparative dissolution 

profile with the originator 

brand it is concluded that the 

two products namely Pexot 

CR Tablet 12.5mg & Pexot 

CR 25mg – of M/s Helix 

Pharma, Karachi are 

recommended for 

registration as per Drug Act, 

1976 

 

 

 

 

 

 

 

 

 

 

 

 

 

Tablet Pexot CR 12.5mg & 

25mg is controlled released 

enteric film coated 

(psychotropic 

antidepressant agent) 

having 02 years shelf life is 

indicated in different kind 

of Psychotropic disorders. 

 The comparative 

dissolution profile of 

M/s Helix Pharma 

Products ― Pexot CR 

Tablets 12.5mg‖ & 

Pexot CR Tablets 

25mg‖ with originator 

Brand ― Paraxyl CR 

Tablets 12.5mg & 

25mg‖ by M/s CCL 

Pharmaceuticals, 

Lahore‖ was 

thoroughly checked & 

evaluated. 

 

 The stability profile 

shows that stability 

studies was carried 

out, and there was no 

significant physical 

and chemical changes 

when product was kept 

at 40
o 

C +  2
o 

C /75% 

RH + 5%, provided 

proof of climate 

chamber, also 

complies the other 

tests performed such 

as weight variation, 

Assay, disintegration 

Tablet Pexot CR 12.5mg & 

25mg 

It is observed that necessary 

equipment is available for 

manufacturing of Pexot CR 

12.5mg and 25mg Tablet. The 

process has been validated.  

The accelerated stability studies 

for the product has been carried 

out with the concluded results of 

active ingredient within the 

limits and also shows that no 

significant physical and chemical 

change occurred during 

accelerated stability study 

carried out for six months. 

The dissolution Profile of the 

product Batch TF001 has been 

studied in acidic and buffer stage 

and observed satisfactory. The 

comparative study with the other 

brand ―Paryxyl CR Tablets 

12.5mg & 25mg of M/s CCL, 

Lahore was also carried out with 

the acceptable results. 

On query, the firm has submitted 

the I.R spectra for identification 

of Paroxetine (as HCl). The firm 

shall be advised to include it as 

identification also, as required in 

USP. 

In the light of above and as per 

data / information provide the 
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However the third product 

COCARD PLUS 75/81MG 

TABLET dissolution profile 

is different from the 

time, dissolution and 

other controlled 

release aspects that 

meets the required 

quality specifications. 

 

 This drug is also 

available in U.S.A 

with brand name Paxil 

CR (GSK, USA) and 

in Pakistan with brand 

name of Paraxyl CR 

(CCL, Lahore) 

 The data provided 

also reflects that 

manufacturing method 

/ equipments / 

instruments are 

properly validated and 

calibrated. 

 

 The last panel 

inspection was 

conducted on 28-06-

2013 wherein they 

stated that the firm has 

good facilities 

provided for 

manufacturing and 

quality control and 

GMP Compliance was 

found good / 

satisfactory. 

 

 The data provided 

is sufficient regarding 

raw material 

specification & 

finished product 

specification & 

analytical procedures, 

labeling, packing is 

also available.  

 So In the light of 

above mentioned 

facts & data 

drug “ Pexot CR (Paroxetine 

as HCl) 12.5mg & 25mg Tablet 

is recommended for 

registration. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

COCARD PLUS 75/81MG 

TABLET 
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originator brand (OGREL 

PLUS 81 TABLET OF M/S 

BOSCH PHARMA, Karachi) 

and scientifically the 

dissolution method applied is 

incorrect because they use 

separate tablet of Cocard for 

acid and buffer stages rather 

replacing the buffer medium 

from acid to buffer stage, 

hence on scientific grounds 

of dissolution profile the 

product COCARD PLUS 

75/81MG TABLET is not 

recommended. 

 

provided the drug 

Pexot CR Tablets 

12.5mg & 25mg is 

recommended for 

registration. 

 

Tablet COCARD PLUS  

is a bilayered film coated 

(Antiplatelets) having 02 

years shelf life is indicated 

in different kind of CV 

diseases. 

 The comparative 

dissolution profile of 

M/s Helix Pharma 

Products ― COCARD 

PLUS Tablets‖ with 

originator Brand ― 

OGREL PLUS 81 

TABLETS‖ by M/s 

Bosch 

Pharmaceuticals, 

Karachi‖ was 

thoroughly checked & 

evaluated. 

 The stability profile 

shows that stability 

studies was carried 

out, and there was no 

significant physical 

and chemical changes 

when product was kept 

at 40
o 

C +  2
o 

C /75% 

RH + 5%, provided 

proof of climatic 

chamber, also 

complies the other 

tests performed such 

as weight variation, 

Assay, disintegration 

time, dissolution and 

other aspects that 

meets the required 

quality specifications. 

 The data provided 

It is observed that necessary 

equipment, particularly 

Bilayered Tableting Machine is 

available for manufacturing of 

Cocard Plus 75mg /81mg Tablet.  

The accelerated stability studies 

for the product has been carried 

out with the concluded results of 

active ingredient within the 

limits and also shows that no 

significant physical and chemical 

change occurred during 

accelerated stability study 

carried out for six months. 

The Dissolution Profile of the 

product Batch TF001 has been 

studied in acidic and buffer stage 

and observed satisfactory. The 

comparative study with the other 

brand ―Ogrel Plus 81mg Tablets  

of M/s Bosch Pharma, Karachi 

was also carried out with the 

acceptable results. 

In the light of above and as per 

data / information provide the 

drug “Cocard Plus 75mg 

/81mg (Clopidogrel 75mg + 

Aspirin 81mg) Tablet is 

recommended for registration. 
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also reflects that 

manufacturing method 

/ equipments / 

instruments are 

properly validated and 

calibrated. 

 The last panel 

inspection was 

conducted on 28-06-

2013 & for 

verification of 

bilayered tablets 

manufacturing 

facilities was 

conducted 06-12-2013 

wherein they stated 

that the firm has good 

facilities provided for 

manufacturing and 

quality control and 

GMP Compliance was 

found good / 

satisfactory. 

 The data provided 

is sufficient regarding 

raw material 

specification & 

finished product 

specification & 

analytical procedures, 

labeling, packing is 

also available.  

 So In the light of 

above mentioned 

facts & data 

provided the drug 

COCARD PLUS 

Tablets is 

recommended for 

registration. 

 

Decision: Keeping in view recommendation Registration Board discussed as follows: 

- Approved Pexot CR Tablet 12.5mg and Pexot CR Tablet 25mg for registration. 

- Deferred Cocard Plus 75/75mg Tablet for detailed discussion in next meeting. 
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m. Arterior tablet and Mether IM Injection – M/s Helix Pharma, Karachi. 
 

 Registration Board in 242nd meeting deferred following product for expert opinion by the Director, 

Malarial Control Program, Islamabad.  

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1. Arterior Tablets 

Each film coated tablet contains  

Arterolane Maleate MS eq. to Arterolane.. 150 mg 

Piperaquine Phosphate MS …………….750 mg 

(Antimalarial) 

3‘s As per PRC 

2. Mether  I.M Injection 

Each 2ml contains: 

Artemether ………….160 mg 

(Anti Malarial) 

3‘s 

5‘s 

As per PRC 

 

Accordingly product was referred to Director Malaria Control, Islamabad. Comments are 

as under. 

“ The matter has been discussed with the National Professional Officer, MCE, 

WHO Pakisan and technical team of this Directorate.  

Due to emerging Artemisinin resistance in the South East Asia, which also 

threatened Pakistan, because of uncontrolled / irrational use of parental 

Artemisinin Monotherapy derivatives including Artemether in uncomplicated P. 

Falciparium case and also in clinical Malaria cases by the unregulated Private 

Sector.  

During the recent 6
th

 Inter Country Meeting of National Malaria Control 

Managers held at Cairo, Egypt on 13
th

 – 14
th

  August, 2014 WHO EMRO  Region 

showed their serious concern on production of Artemisinin monotherapy and 

injectable chloroquine in Pakistan.. 

According to the approved National Anti-Malaria Drug Policy only Injection 

Artesunate is recommended for confirmed severe Falciparium Malaria cases in 

hospital settings and as pre-referral treatment in RHCs /BHUs. 

Directorate of Malaria Control intends to convene a meeting with Drug 

Regulatory Authority of Pakistan along-with other stake holders to share the 

views on emerging artemisinin resistance and irrational use of antimalarial drugs 

in the country. It is also requested to halt further registration Antimalarial Drugs. 
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Decision: Registration Board discussed comments of Director Malaria Control, 

Islamabad regarding injectable anti-malarial therapy and invited him in forthcoming 

meeting for detailed discussion. Till that time, above products will remain deferred.     

 

n. Kalimate 5gm Sachet-Maple Pharmaceuticals, Karachi. 

 

 Registration Board in 218
th

 meeting deferred following registration application of M/s 

Maple Pharmaceuticals (Pvt.) Ltd, Karachi for expert opinion and inspection of manufacturing 

abroad. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Kalimate 5gm Sachet 

Each 1gm sachet contains:- 

Calcium Polystyrene Sulfonate…… 1gm 

(Agent for circulatory organs) 

(Import in  bulk  from M/s Kowa Company Ltd, 

Japan and repacked locally) 

7‘s Rs.453 

 

Registration Board in 228
th

 meeting considered views of following experts and after 

detailed discussion advised firm to conduct local clinical trials for the product. Accordingly firm 

was advised to coordinate with R&D section for clinical trials.  

 

Abdul Latif Sheikh, 

Consultant, Department of 

Pharmacy Services, AKUH, 

Karachi 

 

Syed Ather Hussain,  

Head of Nephrology, 

Agha Khan University Hospital, 

Karachi 

Prof.Dr. S.M.Abbass,  

Department of 

Nephrology, 

Abbasi Shaheed Hospital, 

Nazimabad No.5, Karachi 

Ca-Polystyrene Sulfonate is an 

ion exchange resin that is 

primarily prescribed in the 

treatment of hyperkalemia. It 

removes the potassium by 

exchanging calcium ions in the 

intestine and is requally 

effective in hyperkalemia 

associated with pathological 

conditions such as renal failure 

and that in drug induced 

hyperkalemia. It is utilized in a 

form of cocktail with the 

Regualr insulin and Ca-

Gluconate for life threatening 

hyperkalemia.  

Kalimate is calcium based cationic 

resin to be used for hyperkalemia. 

The mode of action is to have 

calcium absorption in exchange of 

potassium within the 

gastrointestinal tract.  

 

The study included about 75 

patients with 63 being on dialysis 

and 12 non-dialysis CKD patients, 

out of these only 47 dialysis and 12 

non-dialysis CKD patients actually 

participated in the study. Among 

the non-dialysis patients several of 

the patients had inconsistencies in 

the study. Among the non-dialysis 

 

Not received 
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The usual adult dose is 15g 1-4 

times a day PO and 30-50 g 

q6h rectally. While in 

pediatrics, the oral dose is 1 

g/kg q6h either PO or rectal. 

This generally well tolerated 

with main side effects related 

to electrolyte abnormality, 

constipation, nausea/vomiting 

are seen.  

 

The products launch in 

Pakistan is a much needed step 

as currently there is no 

registered product in the local 

market till date which can be 

used in the serious conditions 

listed above.  

 

The registration of this product 

in Pakistani market is 

endorsed, moreover it is highly 

suggested that it to be 

registered on fast track for the 

benefit of the patients.  

patients several of the patients has 

inconsistencies in collecting data 

on blood pressures and weights, so 

they were not included in final 

analysis. Only about 30 of total 

were included in the final analysis. 

In the statistical analysis the study 

does not mention about what was 

the proposed sample size and how 

it was designed, what was the 

objective of the study. This makes 

it difficult to evaluate the results of 

the study. 

 

The results of the study show a 

drop in serum potassium levels 

with no significant rise in serum 

calcium. There was a drop in serum 

phosphate level also which could 

be due to calcium binding 

phosphate in the intestine but same 

drop also was seen when sodium 

resin was used. The dose of the 

Kalimate was also very variable. 

There is no mentioned about 

constipation/ increased GI motility 

which is another concern with these 

resins. 

Even though the mechanism of the 

proposed drug looks promising and 

efficacy from the provided data 

shows comparable efficacy, safety 

and quality to currently available 

sodium resin but the number to 

treat (patients/subjects) in the study 

are very small to asses all these 

parameters.  

The provided study seems more 

applicable to assess efficacy of 

Kalimate. To evaluate safety and 

quality/ effectiveness compared to 

currently used sodium resin, we 

need to include more patients and 

properly divide in different study 

proups (ESRD on dialysis and or 

CKD).  
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The firm conducted clinical trails at The Kidney Centre under supervision of Dr. Asim 

Ahmed, Dean & Chief Nephrologist and assisted by Dr. Kiran Nasir, Consultant Nephrologist in 

Kidney Center. Report of trial was also submitted to Assistant Drugs Controller (CT), Ministry 

of Health.  Firm has also submitted that trials about Kalimate has also been published in medical 

journal published in Indonesia. This product has already been acknowledged in Korea, 

Philippines, Japan, Thailand, Taiwan, Malaysia and Indonesia.  

Registration Board in 237 meeting discussed clinical trial data submitted by the firm and 

decided that Prof. Dr. Zafar Iqbal and Prof. Dr. Maqsood Ahmad, member, Registration Board 

will evaluate clinical trial data and authorized its Chairman to decide the case in light of 

recommendation of experts. Both experts presented their reports as follows: 

 

Prof. Dr. Zafar Iqbal Prof. Dr. Maqsood Ahmad 

 Clinical trial conducted shows 

good results and trials have 

been conducted in Pakistan 

that shows the efficacy and 

safety of drug. Therefore, 

according to the data 

provided, drug is beneficial 

for patients and may be 

registered in Pakistan.  

Conclusion:  

 The drug is registered in 

Japan and some other Asian 

countries and also found in B 

P 2012. The registration of 

drug may please be allowed 

with strict labeling conditions 

and warning for patients. The 

clinical trial (provided) in 

Pakistan showed the safety 

and efficacy of drug and will 

be beneficial to patients. 

 This study was conducted on hypothesis that 

sodium resin can worsen the volume overload in 

patients of chronic kidney disease where as 

calcium polystyrene is devoid of this effect. 

These results were unable to prove this 

hypothesis because both drugs were unable to 

show any significant effect on serum electrolyte 

levels of calcium, phosphorus, and sodium and 

no significant change was observed on weight of 

patients who were under clinical investigation.  

 On basis of above results, it was wrongly 

concluded that calcium polystyrene can be 

preferred over polystyrene sodium. 

 These results reported that calcium polystyrene 

when administered in a dosage 3 to 5 gm daily 

can cause hypomagnesaemia indicating the 

decrease of serum magnesium concentration 

which is required for the activity of a number of 

important enzymes, where as such effect was not 

observed with sodium polystyrene. 

 The study was conducted without getting any 

approval from ethical committee which is one of 

the basic requirements to conduct clinical trials.  

Recommendation: 

Kalimate 5gm cannot be registered on the basis of 

results presented in this clinical trial. It is further 

recommended that multicentered clinical trial may be 

conducted after the fulfillment of all basic requirements 

for such studies.  
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Prof. Dr. Ghias Butt,  

Pakistan Institute of Medical 

Sciences, Islamabad. 

 

Brig (R) Hakeem Khan, Quaid-e-

Azam International Hospital, 

Islamabad. 

 

Chairman, Departemt of 

Pharmacy, University of 

Balcohistan, Quetta 

I have studied and assessed the 

documents related to trials that 

were conducted in Pakistan, 

shows satisfactory result 

regarding the safety and 

efficacy of product. 

 

Hyperkalemia is a known 

complication of chronic 

kidney disease. As kidneys are 

responsible for the excretion of 

90% of potassium while rest of 

the 10% was removed by the 

gut. Kalimate is orally 

administrated 15-30g a day 

dividing into 2-3 times. 

 

The study shows that by 

giving this product to the 

subjects, lower side effects 

were faced with kalimate as 

compared to sodium 

polystyrene. This makes the 

drug safe and efficacious.  

This product can be used 

safely in patients with volume 

overload., cardiac failure, 

edema, hypertension and 

chronic kidney diseases due to 

the absence of sodium.  

 

In light of the above, I strongly 

recommend to register the 

drug and allowing it to come 

into the market immediately.  

 

Awaited After detailed study of the 

literature and clinical trails 

of Kalimate, my opinion 

and evaluation is that the 

drug Kalimate if registered 

here will be a good 

addition in the drugs list in 

Pakistan with more bnefits 

to the patients with 

hyperkalemia.  

 

Thus the request submitted 

by the M/s Maple 

Pharmaceuticals for the 

registration of kalimate 

sachet may be acceded to 

and the registration may be 

granted.  

 

The Registration Board in its 243
rd

 meeting referred the case again to Dr.Sahbizada 

Abdul Haleem, Quaide-e-Azam International Hospital, Islamabad for his expert views on the 

product at the earliest. But opinion of the expert is still awaited despite of two reminders. 
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Decision: Registration Board discussed expert opinions in detail and agreed to these 

opinions for grant of registration. Firm will import Calcium Polystyrene Sulfonate from 

M/s Kowa Company Ltd, Japan and repacking and quality control release will be done at 

M/s Maple Pharmaceuticals (Pvt.) Ltd, Karachi. Registration Board advised the firm to 

provide legalized GMP of Kowa Company Ltd, Japan and stability data for consideration 

of Registration Board. 

 

o. Lanasil Capsule 145mcg, Lanasil Capsule 290mcg - M/S Helix Pharma, Karachi. 

Registration Board in 242nd meeting deferred following products for expert opinion. Accordingly products were 

referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Linasil  Capsule 

Each capsule contains:` 

Linaclotide ………………..…145 mcg 

(Use for the treatment of chronic idiopathic 

Constipation and irritable bowel syndrome with 

constipation) 

10‘s As per PRC 

2 Linasil Capsule 

Each capsule contains: 

Linaclotide ……………….…290 mcg 

(Use for the treatment of chronic idiopathic 

constipation and irritable bowel syndrome with 

constipation) 

10‘s As per PRC 

 

Brig (R). Dr. Muzammil 

Hasan Najmi, Associate 

Dean, Basic Sciences 

Division, Foundation 

Medical University, 

Rawalpindi. 

Prof. Dr. Umer 

Rawalpindi Medical 

College, 

Rawalpindi 

 

Head, Department of 

Gastroenterology, 

Federal Govt. Services 

Hospital, 

Islamabad 

Linaclotide (LInasil of M/S 

Helix Pharma) is a peptide 

acting as an agonist on 

Guanylate cyclase-C receptor 

in the intestine. The drug has 

shown promising results in 

treatment of irritable bowel 

syndrome associated with 

constipation and also chronic 

 

On reviewing the clinical 

data provided in book as well 

as reviewing the literature, 

the above drugs is effective 

and safe for treatment of 

IBS. Considering the high 

prevalence of irritable Bowel 

I have reviewed the available 

literature in detail. This salt is 

F.D.A approved and used in 

various developed countries 

like U.K, Canada and may 

European countries. 

Although there is lot of data on 

this salt. In above mentioned 



 

Minutes 245th Meeting Registration Board   211 

 

idiopathic constipation. The 

drug is still in Phase-3 

clinical trials but has been 

approved by FDA for 

marketing in USA since 

2012. No significant adverse 

effects have so far been 

reported. 

The drug (both strengths; 

145 & 290 mcg) is 

recommended to be 

considered for registration at 

a price affordable to the 

patients 

Syndrome of constipation 

variety (IBS-C) in Pakistan 

the drug is recommended for 

registration. 

 

 

countries this drug is only 

available on prescription (not 

on counter0. Moreover in 

America F.D.A has issued a 

box warning in its literature 

stating that drug should not be 

used in pediatric patients and 

specifically contraindicated in 

children upto 6 years of age. 

This is based on results of this 

drug given to juvenile mice 

showing fatal side effects. So, 

my concern is since such 

regulations don‘t exist in 

Pakistan and a large number of 

patients still can get it over the 

counter this can lead to use of 

this in juvenile patients leading 

to fatal side effects? Safety 

data of this drug in pregnant 

and lactating woken is also 

lacking. 

So it is very important that a 

mechanism should be in place 

before availability of this drug 

to ensure that this can only be 

used in only adult population 

to avoid any mishap. Moreover 

the proposed price in Pakistan 

is not available so can‘s 

comment on cost effectiveness. 

 

 

Decision: Registration Board discussed and agreed to above expert opinions including 

box warning and contraindicated less than 6 months. However, the Board advised firm to 

provide data for stability studies conducted under zone IV-A conditions as per ICH / WHO 

guidelines for consideration of Registration Board. 
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p. Rabedex Tablet - M/S Helix Pharma, Karachi. 

Registration Board in 242nd meeting deferred following products for expert opinion. Accordingly products 

were referred to expert for views. Comments are as under. 

 

Rabedex  Tablets 

Each enteric coated delayed release tablet contains:- 

Dexrabeprazole Sodium …………….... 10mg 

(Proton Pump Inhibitors) 

10‘s As per PRC 

 

 

Brig (R). Dr. Muzammil 

Hasan Najmi, Associate 

Dean, Basic Sciences 

Division, Foundation 

Medical University, 

Rawalpindi. 

Prof. Dr. Umer 

Rawalpindi Medical 

College, 

Rawalpindi 

 

Head, Department of 

Gastroenterology, 

Federal Govt. Services 

Hospital, 

Islamabad 

 Although drug is effective 

and safe in treatment of 

UPD/NUD, considering 

availability of many PPI in 

Pakistan. There is no extra 

advantage of registration of 

this drug, so drug is not 

recommended for 

registration. 

 

 

Literature provides show that 

this salt is at presently 

available in only in India. 

Studies very small in number 

are only conducted in India. 

On the basis of these studies it 

is difficult to ascertain the 

efficacy and safety of product. 

Moreover this salt is not 

approved by F.D.A or any 

other renowned authorities. In 

my opinion unless this salt is 

not approved by above 

mentioned authorities it should 

not be made available in 

Pakistan.  

 

 

 

Decision: Registration Board discussed and agreed to above expert opinions. The 

Board rejected Dexrabeprazole Sodium as is not approved by any of stringent regulatory 

Authority. Moreover, firm has not provided any authentic data regarding safety and 

efficacy of the formulation. The formulation has also no therapeutic superiority over the 

existing registered formulations. 
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q. SALGA MET XR 2.5/500, 5/500, 2.5/1000 & 5/1000 EXTENDED RELEASE 

TABLETS - M/S HILTON  PHARMA, KARACHI 

 Registration Board in 242
nd 

meeting deferred following products for expert opinion. 

Accordingly products were referred to expert for views. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1. SALGA MET XR 5/500 Extended release tablets 

Each film coated tablet contains: 

Saxagliptin Hydrochloride eq. to  

Saxagliptin …………………… 5mg  

Metformin Hcl …………….. 500mg 

(Hypoglycemic drug) 

 

10‘s 

14‘s 

20‘s 

28‘s 

30‘s 

 

4750/- 

6650/- 

9500/- 

13300/- 

14250/- 

2. SALGA MET XR 2.5/500 Extended release tablets 

Each film coated tablet contains: 

Saxagliptin Hydrochloride eq. to  

Saxagliptin ……………..… 2.5mg  

Metformin Hcl …………….. 500mg 

(Hypoglycemic drug) 

 

10‘s 

14‘s 

20‘s 

28‘s 

30‘s 

 

2750/- 

3850/- 

5500/- 

7700/- 

8250/- 

 

3. SALGA MET XR 2.5/1000 Extended release tablets 

Each film coated tablet contains: 

Saxagliptin Hydrochloride eq. to  

Saxagliptin … ……………….2.5mg  

Metformin Hcl …………….. 1000mg 

(Hypoglycemic drug) 

 

10‘s 

14‘s 

20‘s 

28‘s 

30‘s 

 

2950/- 

4130/- 

5900/- 

8260/- 

8850/- 

 

4. SALGA MET XR 5/1000 Extended release tablets 

Each film coated tablet contains: 

Saxagliptin Hydrochloride eq. to  

Saxagliptin …………………… 5mg  

Metformin Hcl …………….. 1000mg 

(Hypoglycemic drug) 

10‘s 

14‘s 

20‘s 

28‘s 

30‘s 

 

4950/- 

6930/- 

9900/- 

13860/- 

14850/- 
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Brig. (R) Dr. Muzammil 

Hassan Najmi, 

Associate Dean, Basic 

Sciences Division, 

Foundation Medical 

University 

Rawalpindi. 

Prof Khursheed Khan  

Jinnah Hospital, 

Lahore 

Prof. Jamal Zafar, 

Medical Specialist, 

Pakistan Institute of Medical 

Sciences, 

Islamabad 

Awaited After detailed review of 

Salga Met XR 2.5/500, 

5/500, 2.5/1000 & 5/1000 

Extended Release Tablets 

my opinion in that ― This 

product should not be 

approved for use in Pakistan‖ 

Reason behined is ―SAVOR‖ 

trial which showed higher 

cases  of congestive heart 

failure with saxagliptin. We 

have other drugs in this class 

(DPP-4 inhibitors) of 

Saxagliptin which don‘t 

cause heat failure. Those 

other DPP-4 inhibitors 

available in Pakistan are 

Sitagliptin, Vildagliptin etc. 

so in presence of better 

agents I will not suggest 

approving Saxagliptin alone 

or in combination. 

 

I have gone through the 

literature provided by the 

company and searched on the 

internet. Saxagliptin is one of 

the DPP4 inhibitor and is being 

used alone or in combination 

with Metformin. DPP4 

inhibitors are good addition 

oral anti diabetic medication 

and I recommend that all 

formulations of Saxagliptin 

with Metformin should be 

approved for the better 

management of Diabetic 

patients. This will give 

physicians a wider choice 

among DPP4 inhibitors. 

 

Decision: Registration Board deferred above products till results of clinical trial by 

USFDA.  
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r. ALOGLU-P 12.5/15, 12.5/30, 12.5/45, 12.5/1000, 25/15, 25/30,  25/45 AND 

ALOGLU-MET 12.5/500MG AND ALOGLU 6.25, 12.5, 25MG, - M/S HILTON  

PHARMA, KARACHI 

Registration Board in 242
nd 

meeting deferred following products for expert opinion. Accordingly 

products were referred to expert for views. Comments are as under. 

 

S. No Name of Drug(s) & Composition 

1. Aloglu-P 12.5/ 15 Tablet 

Each tablet contains:- 

Alogliptin ……………………………..12.5mg 

Pioglitazone HCl eq . to Pioglitazone ….. 15mg 

(Antidiabetic) 

2 Aloglu-Met 12.5/ 1000 Tablet 

Each tablet contains:- 

Alogliptin …………………12.5 mg 

Metformin HCl ……………1000mg 

(Ant hyperglycemic agent ) 

3 Aloglu-P 12.5/ 45 Tablet 

Each tablet contains:- 

Alogliptin …………………………...12.5mg  

Pioglitazone HCl eq to Pioglitazone ….45 mg 

(Ant hyperglycemic agent)  

4  Aloglu-P 25/ 45 Tablet 

Each tablet contains:- 

Alogliptin …………………………..…25mg  

Pioglitazone HCl eq to Pioglitazone…. 45 mg 

5 Aloglu-P 12.5/ 30 Tablet 

Each tablet contains:-  

Alogliptin …………………………12.5mg  

Pioglitazone HCl eq to Pioglitazone 30 mg 

(Ant hyperglycemic agent) 

6 Aloglu-Met 12.5/ 500 Tablet 

Each tablet contains:-  

Alogliptin …………………12.5mg  

Metformin HCl……………. 500 mg 

(Ant hyperglycemic agent) 

7 Aloglu-P 25/15 Tablets 

Each (film coated) tablet contains: 

Alogliptin ………………………….… 25mg  
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Pioglitazone Hcl eq. to Pioglitazone .. 15mg 

(Antidiabetic drug.) 

8 Aloglu-P 25/30 Tablets 

Each (film coated) tablet contains: 

Alogliptin …………………………..… 25mg  

Pioglitazone Hcl eq. to Pioglitazone   .. 30mg 

(Antidiabetic drug) 

9 ALOGLU 6.25mg Tablets 

Each film coated tablet contains: 

Alogliptin benzoate ……………………. 6.25mg  

(Antidiabetic drug) 

10 ALOGLU 12.5mg Tablets 

Each film coated tablet contains: 

Alogliptin benzoate ……………..… 12.5mg  

(Antidiabetic drug) 

11 ALOGLU 25mg Tablets 

Each film coated tablet contains: 

Alogliptin benzoate … 25mg  

(Antidiabetic drug) 

 

 

Brig. (R) Dr. Muzammil 

Hassan Najmi, 

Associate Dean, Basic 

Sciences Division, 

Foundation Medical 

University 

Rawalpindi. 

 

Prof Khursheed Khan  

Jinnah Hospital, 

Lahore 

Prof. Jamal Zafar, 

Medical Specialist, 

Pakistan Institute of Medical 

Sciences, 

Islamabad 

Awaited After detailed review of 

Aloglu-P 12.5/15, 12.5/30, 

12.5/45, 12.5/1000, 25/15, 

25/30,  25/45 and Aloglu-

Met 12.5/500mg and  

Aloglu 6.25, 12.5, 25mg, I 

recommend approval of 

above drugs for patient care.  

 

After going through the 

literature, I have found 

Alogliptin and its 

combinations with 

Pioglitazone and Metformin to 

be a good addition to the 

already prescribed drugs for 

Diabetes Mellitus. I 

recommend that Alogliptin 

with all its combination be 

registered. It will provide the 

Physicians with a greater range 

of drugs to be used in various 
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co-morbidities 

 

 

Decision: Two experts recommended the product. Prof. Muzammil Najmi also 

recommended the product during the meeting. Registration Board agreed to expert 

opinions. However, the Board advised firm to provide data for stability studies conducted 

under zone IV-A conditions as per ICH / WHO guidelines for consideration of Registration 

Board. 

 

s. CANAT TABLETS 100MG & CANAT TABLET 300MG – M/S HELIX PHARMA, 

KARACHI 

 Registration Board in 242nd meeting deferred following products for expert opinion. Accordingly product 

was referred to expert for views. Comments are as under. 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

1 Canat Tablets 

Each film coated tablet contains:- 

Canagliflozin MS ……………300 mg 

(Antidiabetic) 

10‘s 

 

As per PRC 

2. Canat Tablets 

Each film coated tablet contains:- 

Canagliflozin MS ………….…..100 mg 

(Antidiabetic) 

10‘s As per PRC 

 

Brig. (R) Dr. Muzammil 

Hassan Najmi, 

Associate Dean, Basic 

Sciences Division, 

Foundation Medical 

University 

Rawalpindi. 

 

Dr.Rauf Niazi, 

Pakistan Institute of 

Medical Sciences, 

Islamabad  

Dr. Iktikhar Ahmed Malik 

Head, Department of 

Medicines, 

Federal Govt. Services 

Hospital, 

Islamabad 

Awaited It is stated that Canagliflozin 

have been internationally / 

FDA approved, for treatment 

of Type-II Diabetes Millitus. 

Canagliflozin, in various 

strengths, as being suffested 

by Helix Pharma are 

This drug is being used in 

various countries in Type-II 

diabetic patients. There is 

sufficient scientific data to show 

efficacy and safety of this drug. I 

could not find exact proposed 
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standard, safe and 

effecacious for tratment of 

Type-2 diabetes mellitus and 

are being prescribed al over 

the world. I strongly 

recommend registration and 

approval of Canagliflozin by 

the names suggested by 

Helix Pharma, Canat 

/Canaflo / Canacy tablet in 

both strengths i.e 100mg and 

300mg on fast track basis. 

 

However of the price of the 

drug if can be brought down 

keeping in mind the 

economic satus of our 

population these drugs 

would be very useful 

addition to present drugs, 

available to treat type-II 

diabeties mellitus. 

 

cost of this drug in Pakistan. So I 

am not in a positon to comments 

on cost effectiveness issue. 

 

In my opinon there is a place for 

this drug. 

 

 

 

 

 

 

 

 

Decision: Two experts recommended the product. Prof. Muzammil Najmi also 

recommended the product during the meeting. Registration Board agreed to above expert 

opinions. However, the Board advised firm to provide data for stability studies conducted 

under zone IV-A conditions as per ICH / WHO guidelines for consideration of Registration 

Board. 

Case No.22: Change of dosage form from tablet to capsule – M/s Adamjee 

Pharmaceuticals, Karachi. 

M/s Adamjee Pharmaceuticals, Karachi have requested for change of dosage form of 

their already registered drug ― Epitoin‖  Reg. No. 025187 containing Phenytoin Sodium from 

tablet to capsule form due to extensive demand of Phenytoin Sodium in capsule form. Phenytoin 

Sodium is also available internationally in capsule form because of sodium contents the tablets 

stability is unrealistic so capsule form is very much appreciated in Pakistan as well as other 

countries. 

 Firm has furnished following information to support their request:- 

a) Application on Form-5  

b) Copy of registration letter  
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c) Copy of renewal status  

d) Copy of DML  

e) Fee @ Rs.20,000/- for the purpose. 

 

Decision: Registration Board did not accede to the request of firm and advised to apply 

afresh for grant of registration in capsule dosage form. 

Case No.23: Change of brand name  

a. Same brand name for two manufacturers having same active ingredients: 

M/s Nabiqasim Industries (Pvt.) Ltd, Karachi has requested for change of brand names 

of their already registered drugs. Details are as under:- 

S. 

No. 

Existing Name Reg. 

No. 

Proposed Name Justification / Reasons 

i) Fanart Junior Dry 

Suspension 

Fanart Plus Tablet 

Fanart DS Suspension 

 

 

 

061979 

 

067525 

075863 

Rotem Similarity of brand name 

 

Fanart Tablet 

Reg. No.068090 

M/s Shrooq Pharma, Lahore  

 

Fanart Tablet 

Reg. No.062366 

M/s Breeze Pharma 

 

Firm further stated that 

proposed name 

―Rotem‖ which is already 

resemble with brand name of 

their sister concern firm M/s 

Surge Labs, Sheikhupura i.e 

Rotem 40mg/ml Injection‖ 

Reg. No.060401 containing 

Artemether. Firm has 

submitted NOC for using 

brand name of M/s Surge. 

 
ii) Haemofort Syrup 021630 Viviron Forte  

Ferobion  

Feruvit 

Vitfer 

Similarity of brand name 

 

Haemofer Syrup  

Reg. No.041446 

M/s Mac & Rains 

Pharmaceuticals,  

 

Haemoforte Syrup 
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Export by M/s Amros 

Pharma, Karachi 

 

 

 Firm has furnished following information to support their request: 

 Copy of registration letter  

 Undertaking on stamp paper  

 Fee @ Rs.20,000/- for products for the purpose  

 NOC for clearance of CRF  

 

Submitted for consideration of Registration Board whether same brand name can be 

given to two manufacturers having same active ingredients.  

Decision: Registration Board decided as follows: 

 Request for change of name of Fanart Junior Dry Suspension, Fanart Plus Tablet, 

Fanart DS Suspension to Rotem was not acceded to as later name has been granted 

to M/s Surge Labs, Sheikhupura. 

 Request for change of name of Haemofort Syrup, Regn No. 021630 to Vitfer Syrup 

was approved by the Board. 

 

b. Same brand name having different active ingredients: 

 M/s GlaxoSmithKline Pakistan Ltd, Karachi has requested for change of brand name of 

their following already registered drug. Details are as under:- 

Existing Name Reg. 

No. 

Proposed 

Name 

Justification / Reasons 

Dicofen Gel 

(Diclofenac Diethyl 

Ammonium) 

021767 Panadol Gel 

 

Similarity of brand name 

 

Dicfin Tablets 
M/s Dr. Raza Pharma, Peshawar 

Diclocin Tablet 

M/s Mediceena Pharma, Lahore 

Dicfen Tablet 

M/s Meitech Pharma 

 

Later on firm has proposed another brand name i.e Iodex Gel on following grounds:- 

 Iodex is their global brand in the category of topical pain management similar in action to 

Dicofen Gel and its registered indication is reduction in pain and inflammation. 

 Iodex is also a registered trade name of GSK 
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 There is no chance of confusion Dicofen formulation is topical in use  

 They have applied for de-registration of existing formulation of Iodex Ointment on safety 

grounds. 
 

 Firm has furnished following information to support their request: 

a. Copy of registration letters along with renewal status 

b. NOC for CRF clearance  

c. Fee @ Rs.20,000/- for the purpose   

 

Decision: Registration Board deliberated that as propoased name (Iodex) contains 

different active ingredient, thus it can lead to potential error. Request of firm was not 

acceded to by Registration Board.    

Case No.24: Contract Manufacturing of Drugs.  

a. Change of Contract Manufacturer – M/s B. Braun Pakistan (Pvt.) Ltd, Karachi 

M/s B. Braun Pakistan (Pvt.) Ltd, Karachi was granted approval for transfer of 

registration from Import to Local manufacturing by contract manufacturing at M/s Mac & Rains 

Pharmaceuticals (Pvt.) Ltd, Lahore. Now firm has requested for change of contract 

manufacturing from M/s Mac & Rains Pharmaceuticals (Pvt.) Ltd, Lahore to M/s Frontier 

Dextrose Ltd, Hattar as the M/s Mac & Rains were unable to manufacture their medicine due to 

hiring of their plant by M/s Searle Pakistan.  

 Applicant Contract 

manufacturer 

Reg. 

No. 

Name of drug(s) & 

Composition  

Date of 

application, 

Diary No. 

& Form 

Category 

1.  M/s B. 

Braun 

Pakistan 

(Pvt.) Ltd, 

Karachi 

M/s Frontier 

Dextrose Ltd, 

Haripur 

053854 B. Braun-RL Infusion 

Each 100ml contains:- 

Sodium Chloride …..0.600gm 

Sodium Lactate …..…0.32gm 

Potassium Chloride…0.040gm 

Calcium  

Chloride 2H2O …...0.027gm 

 

03-06-2014 

537 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

2.  -do- -do- 053855 B. Braun-RLD Infusion 

Each 100ml contains:- 

Sodium Chloride …..0.600gm 

Sodium Lactate …..…0.32gm 

Potassium Chloride…0.040gm 

Calcium  

Chloride 2H2O …...0.027gm 

03-06-2014 

538 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 
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Dextrose Anhydrous for 

Parenteral …………5.5gm 

 

3.  -do- -do- 053848 B. Braun – Paeds Infusion 

Each 100ml contains:- 

Sodium Chloride …..0.45gm 

Dextrose Anhydrous for 

Parenteral use………5.0gm 

 

03-06-2014 

543 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

4.  -do- -do- 053849 B. Braun – DS ½ Infusion 

Each 100ml contains:- 

Sodium Chloride …..0.45gm 

Dextrose Anhydrous for 

Parenteral use………5.00gm 

 

03-06-2014 

536 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

5.  -do- -do- 053850 B. Braun – DS Infusion 

Each 100ml contains:- 

Sodium Chloride …..0.9gm 

Dextrose Anhydrous for 

Parenteral use………5.00gm 

 

03-06-2014 

541 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

6.  -do- -do- 053851 B. Braun – G5 Infusion 

Each 100ml contains:- 

Dextrose Anhydrous for 

Parenteral use………5.00gm 

 

03-06-2014 

535 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

7.  -do- -do- 053852 B. Braun – G10 Infusion 

Each 100ml contains:- 

Dextrose Anhydrous for 

Parenteral use………10.00gm 

 

03-06-2014 

539 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

8.  -do- -do- 053856 B. Braun - Mannitol Infusion 

Each 100ml contains:- 

Mannitol ………..17.5gm 

Sorbitol for Parenteral 

use…………….…2.5gm 

 

03-06-2014 

540 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

9.  -do- -do- 053853 B. Braun - NS Infusion 

Each 100ml contains:- 

Sodium Chloride ……0.90gm 

 

03-06-2014 

542 

Form-5 

Rs.50,000/- 

 

Import to 

local 

contract 

 



 

Minutes 245th Meeting Registration Board   223 

 

Firm has furnished contract manufacturing agreement with M/s Frontier Dextrose Ltd, 

Hattar, copies of import registration letters, renewal status, approval for transfer of registration 

from import to local manufacturing and approval for change of formulations. 

Decision: Deferred for confirmation of TOC analyzer and particle counter in M/s 

Frontier Dextrose Ltd, Hattar.  

b. Change of contract manufacturer for export registrations– M/s AGP (Pvt.) 

Ltd, Karachi 

M/s AGP (Pvt.) Ltd, Karachi was granted registration of drugs for export purpose only  

by contract manufacturing at M/s PharmEvo (Pvt.) Ltd, Karachi. Now firm has requested for 

change of contract manufacturing from M/s PharmEvo (Pvt.) Ltd, Karachi to M/s AGP 

Healthcare (Pvt.) Ltd, Karachi and having dedicated facility for the Cephalosporin production. 

 Applicant Contract 

manufacturer 

Reg. 

No. 

Name of drug(s) & 

Composition  

Date of 

application, 

Diary No. 

& Form 

Category 

1.  M/s AGP 

(Pvt.) Ltd, 

Karachi 

M/s AGP 

Healthcare 

(Pvt.) Ltd, 

Karachi 

002693-

EX 

Cinklare Capsule 400mg 

Each capsule contains:- 

Cefixime …………400mg 

23-09-2014 

537 

Form-5 

Rs.150,000/- 

 

Export 

purpose 

only 

2.  -do- -do- 002694-

EX 

Cinklare Suspension 200mg 

Each 5ml contains:- 

Cefixime …………200mg 

-do- -do- 

3.  -do- -do- 002695-

EX 

Cinklare Suspension 100mg 

Each 5ml contains:- 

Cefixime …………100mg 

-do- -do- 

 

Decision: Registration Board approved request for change of contract manufacturer to 

M/s AGP Healthcare (Pvt.) Ltd, Karachi. 
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c. Permission for contract manufacturing of Synthroid (Levothyroxine )-M/s Abbott 

Laboratories, Karachi 

Registration Board in its 196
th

 & 209
th

 meeting had approved following registration of 

M/s Abbott Laboratories, Karachi subject to decision as mentioned in last column. Registration 

letter not yet been issued.  

    S. 

No. 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Decision 

 

1.  Synthroid  50mcg Tablets  

Each tablet contains:- 

Levothyroxine Sodium....50mcg 

(Thyroid Preparation)  

 

3x10‘s  Approved 

 

(M-196) 

2.  Synthroid 125mcg Tablets 

Each tablet contains: 

Levothyroxin Sodium…125mcg 

(Thyroid Preparation)  

 

 

3x10‘s Rs.37.00 (M-209) 

 

Approved 

subject to 

quality 

assessment 

dossiers for 

stability 

studies and 

validation of 

non 

pharmacopeial 

testing 

methods as 

per policy. 

Comparative 

dissolution 

profiles with 

the innovative 

products 

supported 

with the 

evidences. 

 

3.  Synthroid 100mcg Tablets 

Each tablet contains: 

Levothyroxin Sodium…100mcg 

(Thyroid Preparation)  

 

3x10‘s Rs.35.00 -do- 

4.  Synthroid 75mcg Tablets 

Each tablet contains: 

Levothyroxin Sodium…75mcg 

3x10‘s Rs.32.00 -do- 
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(Thyroid Preparation)  

 

5.  Synthroid 25mcg Tablets 

Each tablet contains: 

Levothyroxin Sodium…25mcg 

(Thyroid Preparation)  

 

3x10‘s Rs.28.00 -do- 

 

 Now M/s Abbott Laboratories, Karachi have stated that, as they has not yet develop the 

facility for manufacturing of Hormonal preparations and requested for grant of registration of 

above mentioned products on contract manufacturing basis from M/s Highnoon Labs, Lahore as 

M/s Highnoon are already manufacturing other hormonal product for them.  

Decision: Registration Board deferred above products for product specific inspection 

of M/s Highnoon Labs, Lahore by Director DTL, Lahore, DDG (E&M) and area FID, 

DRAP Lahore. Panel will also scrutinize datas regarding product development, stability, 

validation of manufacturing process and method of analysis.      

c. Extension in contract manufacturing permission: 

Request of M/s Bayer Pakistan (Pvt.) Ltd, Karachi for extension in contract 

manufacturing permission for their following drugs was considered in 243
rd

 meeting of 

Registration Board and Board decided to defer due to non provision of details as required in the 

policy. Details are as under:- 

S. No. Name of 

firm 

Name of 

Manufacturer 

Reg. 

No. 

Name of product Date of 

applicatio

n, Diary 

No. & 

Form 

1.  M/s 

Bayer 

Pak. Pvt. 

Ltd. Kar. 

M/s Zafa 

Pharma, Kar. 

023008 Baydal Syrup 

Each 5ml contains: 

Cetirizine 

dihydrochloride……5mg 

15-04-2013 

Dy.No.222 

Form-05 

Rs.42,000/

- 

 

2.  M/s 

Bayer 

Pharmace

uticals, 

Karachi 

M/s Macter Int. 

F-216, Kar. 

014726 Berocca Tablet 

Each tablet contains: 

Vitamin B1………..15 mg 

Vitamin B2………15 mg 

Vitamin B6………10 mg 

Vitamin B12…….10 mcg 

Vitamin C……….500 mg 

12-04-2013 

Dy.No.70 

Form-05 

Rs.42,000/

- 
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Biotin ………..150 mcg 

Niacinamide………50 mg 

Pantothenic Acid….23 mg 

Calcium………100 mg 

Magnesium…….100 mg 

 

3.  -do- -do- 010102 Supradyn N Dragees 

Vitamin A……..3333 I.U 

Vitamin D2…..500 I.U 

Vitamin B1…….20 mg 

Vitamin B2…….5 mg 

Vitamin B6 ……..10 mg 

Vitamin B12…….5 mcg 

Niacinamide…….50 mg 

Calcium D-

Pantothenate……..11.6 mg 

Ascorbic Acid……150 mg 

Biotin …………..0.25 mg 

Folic Acid………..1 mg 

Vitamin E………10 mg 

Calcium………..50 mg 

Magnesium……..18.1 mg 

Iron Sulphate……..50 mg  

Phosphorous…….25.5 mg 

Copper ………….1 mg 

Manganese……..0.5 mg 

Zinc …………….0.5 mg 

Molybdenum…….0.1 mg 

 

12-04-2013 

Dy.No.69 

Form-05 

Rs.42,000/

- 

4.  -do- -do- 001050 Rovigon Dragees 

Each tablet contains: 

Vitamin A…….30,000 IU 

Vitamin E………70 mg 

 

12-04-2013 

Dy.No.66 

Form-05 

Rs.42,000/

- 

5.  -do- -do- 017880 Supradyn Effervescent 

Tablet 

Each tablet contains: 

Vitamin A……..25000 IU 

In form of vitamin 

Apalmitate powder, 

type………….250 mg 

In form of vitamin A 

palmitate power, 

type500…………..66 mg 

Vitamin D………..500 IU 

In form of vitamin D2 

powder type 50 

12-04-2013 

Dy.No.64 

Form-05 

Rs.42,000/

- 
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CWS…………12,000mg 

Vitamin B1………..20 mg 

Form of thiamine 

mononitrate vitamin 

B2……………5.0 mg 

In form of riboflavin 

Vitamin B6……….10.0 

In form of pyridoxine 

hydrochloride vitamin 

B12……………….5.0 mg 

In form of vitamin B12 

0.1% type SD 

Necotinamide……50.0mg 

Calcium-D-

Panthothenate………11.6 

mg 

In form of a mg0/PVP 

granulate 67%  

Consisting of: 

Calcium-D-Panthothenate  

Magnesium oxide  

Polyvinylyrrolidone 

Ascorbic acid….150.0 mg 

D-Biotin………..0.25 mg 

Folic acid 100% ….1.0 mg 

Vitamin D (dl-a-tocopherol 

acetate)…………10.0 mg 

 

6.  -do- -do- 005355 Saridon Tablets 

Each Tablet Contains: 

Paracetamol……..…250mg 

Propyphenazone…...150mg 

Caffeine…………….50mg 

12-04-2013 

Dy.No.65 

Form-05 

Rs.42,000/

- 

7.  -do- -do- 016867 Redoxon 1000mg 

Effervescent Tablets 

Each Tablet Contains: 

Ascorbic Acid…….1000mg 

12-04-2013 

Dy.No.65 

Form-05 

Rs.42,000/

- 

8.  -do- -do- 001046 Redoxon Tablets 

Each Tablet Contains: 

Ascorbic Acid…….500mg 

Scurose………..1348.34mg 

Polyvinlypyrrolidone 

K30…………..….16.66mg 

Stearic Acid ………....5mg 

Castor Oil 

(Hydrogynated)…….10mg 

12-04-2013 

Dy.No.65 

Form-05 

Rs.42,000/

- 
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Maize Starch…….…50mg 

Talc ……………….65mg 

Magnesium Stearate…5mg 

9.  -do- -do- 009776 Benical Syrup 

Each ml contains: 

Dextromethorphan 

hyrrobromide………2 mg 

Pseudoephedrine HCl..4mg 

Chlorpheniramine 

maleate…………..0.40 mg 

 

12-04-2013 

Dy.No.65 

Form-05 

Rs.42,000/

- 

10.  -do- -do- 001039 Becozym Forte Dragees 

Contains: 

Vitamin B1……….….15mg 

Vitamin B2……….….15mg 

Vitamin B6…….…….10mg 

Nicotinamide………...50mg 

Calcium 

Pantothenate………25mg 

Biotin…………..0.15mg 

Vitamin B12………..10mcg 

12-04-2013 

Dy.No.65 

Form-05 

Rs.42,000/

- 

 

Now M/s Bayer Pakistan stated that currently they have following 02 operational sections as 

mentioned in inspection report which was conducted for the area FID. 

 Solid dosage form 

 Cream and Ointment 

Firm has requested that in accordance with new contract manufacturing policy they may be 

granted above 10 products for contract manufacturing. 

Decision: Registration Board extended above products 30.06.2015 as per contract 

manufacturing policy. 
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d. Extension of contract manufacturing permission. 

 

S. 

No. 

Applicant Contract 

manufacturer 

Name of drug(s), Regn No &  

Composition 

Date of 

application, 

Diary No. 

& Form 

Category 

1.  M/s PharmEvo 

(Pvt.) Ltd, 

Karachi 

M/s Nabiqasim 

Industries, 

Karachi 

Zoltar 40mg Injection 

Each vial contains:- 

Omerprazole (As Sodium) ..40mg 

 

047654 

18-09-2014 

Rs.50,000/- 

 

Import to 

local contract 

manufacturing 

2.  M/s A.J & 

Company 

Pharmaceuticals

Mandviwala 

Chambers, 

Talpur Road, 

Karachi 

M/s Medisure 

Labs, Karachi 

 

Cystrin 5mg Tablet 

(Oxybutynin HCl) 

 

021951 

08-09-2014 

Dy. No.767 

Rs.200,000/ 

Import to 

local contract 

manufacturing 

3.  -do- -do- Nortenalol 50mg Tablet 

(Atenolol) 

016963 

-do- -do- 

4.  -do- M/s Medicaids 

Pakistan (Pvt.) 

Ltd, Karachi 

Travilan 1gm IV Injection 

(Cefrtriaxone as Sodium) 

 

021948 

-do- -do- 

5.  -do- -do- Eselan 20mg Capsule 

(Omeprazole pellets equivalent to 

Omeprazole 20mg) 

 

016844 

-do- -do- 

 

Decision: Registration Board extended above products 30.06.2015 as per contract 

manufacturing policy. 

Case No.25: Correction In Minutes: 

a. M/s Genix Pharma, Karachi 

  Registration Board in 244
th

 meeting approved following registration for export 

purpose in favour of M/s Genix Pharma, Karachi on contract manufacturing basis. 

Registration letter could not be issued due to following mistake in minutes. Existing and 

correct formulation are as under:- 
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Contract giver Contract 

manufacturer 

Name of drug(s) & 

Composition 

Correct Composison 

M/s Genix Pharma, 

Karachi 

M/s Nabiqasim 

Industries, 

Karachi 

Xime Capsule 400mg 

Each capsule contains:- 

Cefixime USP ...200mg 

 

Xime Capsule 400mg 

Each capsule contains:- 

Cefixime USP ...400mg 

 

 

Decision: Registration Board approved grant of registration of Xime Capsule 400mg 

for export purpose on contract manufacturing purpose from M/s Nabiqasim Industries, 

Karachi. 

b. M/s Ophth Phama (Pvt.) Ltd, Karachi: 

The Registration Board in 244
th

 meeting approved following registration for export 

purpose in favour of M/s Ophth Pharma, Karachi. Registration letter could not be issued due 

to following mistake in minutes. Existing and correct formulation are as under:- 

Contract giver Name of drug(s) & 

Composition 

Correct Composition 

M/s Ophth Pharma, 

Karachi 

Limus Eye Drops 

Contains:- 

Tacrolimus …….0.2% 

 

Limus Eye Drops 

Contains:- 

Tacrolimus …….0.1% 

 

 

Decision: Registration Board approved grant of registration of Limus Eye Drops 0.1% 

for export purpose. 

Case No.26 Grant of additional flavors: 

a. Chewcal Tablet Registration No. 019881 – M/s Glaxosmithkline Pakistan Ltd, F-

268, SITE,, Karachi 

  M/s GlaxoSmithKline, Karachi has informed that their product Chewcal Tablet 

(Reg. No.019881) is registered in Butter Scotch flavor. Now firm has requested for additional 

flavor of Strawberry. Firm has submitted for information to support their request. 

 Form-5 

 Specification and analytical method of product 

 Colour art of the new flavour pack (label & carton) 

 Firm has deposited fee @ Rs.20,000/- for the purpose. 

Decision: Registration Board deferred the case for submission of stability data for 

evaluation by Pharmaceutical Evaluation Cell. 
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b. CaC 1000 PLUS Effervescent Tablet, Registration No. 030612 – M/s Novartis 

Pharma (Pakistan) Ltd, Jamshoro 

  M/s Novartis Pharma (Pakistan) Ltd, Jamshoro has informed that their product 

CaC 1000 Plus Effervescent Tablet (Reg. No.030612) is registered in Pineapple flavor. Now firm 

has requested for change of flavour from Pineapple to Mango.  

 Firm has submitted for information to support their request. 

 Form-5 

 Copy of registration letter & renewal status 

 Specification of existing nd proposed excipients / flavour / colour 

 Data for 06 months accelerated stability studies & undertaking for real time 

stability studies would be continued till whole of shelf life  

 Firm has deposited fee @ Rs.50,000/- for the purpose. 

 

Decision: Registration Board deferred the case for submission of stability data for 

evaluation by Pharmaceutical Evaluation Cell. 

 

Case No.27: Deferred drugs:- 

a. M/s City Pharmaceuticals, Karachi 

The Registration Board in its 239
th

 meeting held on 12
th

 September, 2013 approved 

following registrations of M/s City Pharmaceuticals, Karachi as per following details:- 

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Decision 

1 Orex-500mg Capsule 

Each capsule contains: 

Cefadroxil………500 mg 

(Anti bacterial/Antibiotic) 

As per 

PRC 

As per PRC 27-03-2013 

Dy.No.191 

Form-5 

Rs.20,000/- 

Approved 

However 

the 

Registration 

Board 

advised the 

registration 

sections to 

again 

review the 

Registration 

Dossiers 

before 

issuance of 
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Registration 

letters 

2 Orex-250mg Dry 

Suspension 

Each 5ml contains: 

Cefadroxil………250 mg 

(Anti bacterial/Antibiotic)  

As per 

PRC 

As per PRC 27-03-2013 

Dy.No.190 

Form-5 

Rs.20,000/- 

-do- 

3 Orex-125mg Dry 

Suspension 

Each 5ml contains: 

Cefadroxil……125 mg 

(Anti bacterial/Antibiotic) 

As per 

PRC 

As per PRC 27-03-2013 

Dy.No.189 

Form-5 

Rs.20,000/- 

-do- 

 

Registration dossiers have been evaluated by Pharmaceutical Evaluation Cell in light of 

checklist and shortcomings have been for rectified by the firm and then evaluation cell has 

recommended products for registration.  

Decision: Registration Board approved above products for registration.  

 

b. Pfizer Pakistan Ltd, Karachi 

Registration Board in its 237
th

 meeting deferred following registration application of M/s 

Pfizer Pakistan Ltd, Karachi for reason mentioned in last column.   

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form 

Decision  

Ansaid SR Capsule 

Each capsule contains: 

Flurbiprofen……..……200 mg 

(Anti inflammatory) 

30‘s Rs.1000/- 16-11-2011 

Dy.No.339 

Form-5 

Rs.8000/- 

Rs.12,000/- 

2-11-2012 

Rs.40,000/- 

30-1-2013 

The Sub 

Committee 

decided to 

review the case 

after submission 

of balance fee, 

GMP of source 

of pellets, COA 

and stability data 

 

 

Now firm has stated that Flurbiprofen pellets will be import from M/s RACHEM PHARMA 

LTD, Plot No.A-19/C, Road No.18, I.D.A, Nacharam, Hyderaabad -500 076, Andhra Pradesh, 

India and submit GMP Certificate of Source of Pellets, Certificate of Analysis and Stability date 

and deposited remaining fee @Rs.90,000/- for the purpose. 
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Decision: Registration Board approved above product for registration. However, firm 

will provide legalized GMP of manufacturer and authorized its Chairman for issuance of 

registration letter. 

 

c. Semos Pharmaceutical (Pvt.) Ltd , Karachi 

Registration Board in its 229
th

 meeting deferred following registration application of M/s 

Semos Pharmaceuticals (Pvt.) Ltd, Karachi for reason mentioned in last column.   

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form 

Decision  

Roxicam Tablet 10mg 

Each tablet contains:- 

Piroxicam……….10mg 

(NSAID) 

2x10‘s Rs.95.06 

 

02-03-2010 

310 

Form-5 

Rs.8000/- 

Rs.12,000/- 

09-06-2014 

 

Deferred for 

GMP evaluation 

& product 

specific 

inspection 

 

Roxicam Tablet 20mg 

Each tablet contains:- 

Piroxicam……….20mg 

(NSAID) 

2x10‘s Rs.155.80 

 

02-03-2010 

312 

Form-5 

Rs.8000/- 

Rs.12,000/- 

09-06-2014 

 

-do- 

B-Cip Tablets 250mg 

Each tablet contains:- 

Ciprofloxacin ….250mg 

(Quinolone) 

 

10‘s Rs.120.00 

 

02-03-2010 

314 

Form-5 

Rs.8000/- 

Rs.12,000/- 

09-06-2014 

 

-do- 

B-Cip Tablets 500mg 

Each tablet contains:- 

Ciprofloxacin ……….500mg 

(Quinolone) 

10‘s Rs.220.00 

 

02-03-2010 

313 

Form-5 

Rs.8000/- 

Rs.12,000/- 

09-06-2014 

 

-do- 

 

Now firm has deposited remaining fee @ Rs.12,000/- for each product and furnished GMP 

Inspection report dated 04-02-2014 conducted by Area FID, DRAP, Karachi. 
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Decision: Registration Board deferred above products for PSI by Director by Director 

DTL, Quetta, CDL, Karachi and area FID. Same panel will also inspect already deferred 

products of 242
nd

 Registration Board meeting. 

 

d. M/s Amarant Pharmaceuticals, Karachi 

Registration Board in 228
th

 meeting deferred for expert opinion the registration of 

following drug of M/s Amarant Pharmaceuticals, Karachi  

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

 

1 Amprexa-F Tablet 12/25mg 

Each tablet contains:- 

Olanzapine ……………12mg 

Fluoxetine HCl …………25mg 

 

As per 

SRO 

As per SRO 12-04-2010 

795 

Form-5 

Rs.8000/- 

07-01-2011 

Rs.7000/- 

 

 

Later on scrutiny of registration data reveals that the above formulation is already registered for 

M/s Genome Pharma, Hattar under the brand name ― Olanco 12/25mg Capsule‖ Reg. 

No.064014. Firm has also deposited remaining fee @ Rs.5000/- for the purpose. 

Decision: Registration Board approved Amprexa-F Tablet 12/25mg for registration.  

 

e. Martin Dow Ltd, Karachi 

Registration Board in its 237
th

 meeting deferred following registration applications of M/s 

Martin Dow Ltd, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Remarks 

1 Aura-D Sachet 

60,000IU/1gm 

Each sachet contains: 

Cholecalciferol...60,000IU 

(Vitamin D and 

Analogues) 

10‘s 

20‘s 

30‘s 

Rs.400/- 

Rs.800/- 

Rs.1200/- 

12-10-2012 

1627 

Form-5 

Rs.20,000/- 

Deferred for 

submission 

of 

application 

on form-5D 

with balance 
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fee 

2 Cal One-D Chewable 

Tablet 

Each tablet contains: 

Ossein Mineral 

complex.830mg 

Vitamin D…………400 IU 

Corresponding to: 

Calcium………..177.6mg 

Phosphorus….82.2 mg 

Residual mineral 

salts……………24.9mg 

Collagen………224 mg 

Other proteins…66.4 mg 

Trace elements…F,Mg, Fe, 

Zn, Cu, Ni. Corresponding 

to approx............440 mg 

(Combination of 

multivitamin & trace 

elements) 

10‘s 

20‘s 

30‘s 

60‘s 

& 

30‘s 

60‘s 

Bottles 

Rs.132.75/- 

Rs.265.50/- 

Rs.398.25/- 

Rs.796.50/- 

& 

Rs.398.25 

Rs.796.50 

30-04-2012 

Dy.No.735 

Form-5 

Rs.8000/- 

Rs.52,000/- 

8-2-2013 

Deferred for 

submission 

of 

application 

on Form 5D 

with balance 

fee 

 

Now firm has provided applications on Form 5-D and remaining fee Rs.30,000/- and 

Rs.90000/- for the purpose. 

Decision: Registration Board referred above products for evaluation by 

Pharmaceutical Evaluation Cell. 

f. Pharmatec Pakistan (Pvt.) Ltd, Karachi 

Registration Board in its 238
th

 meeting deferred following registration applications of M/s 

Pharmatec Pakistan (Pvt.) Ltd, Karachi for reason mentioned in last column.   

S.No. Name of Drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Remarks 

1 Megafol 2.5mg Tablet 

Each tablet contains: 

Iron as Iron (III) 

Hydroxide Polymaltose 

30‘s 

 

Rs.240/- 11-05-2010 

Dy.No.988 

Form-5  

Rs.8000/- 

Deferred for 

i. 

submission 

of 
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complex………..50 mg 

Folic Acid …….2.5 mg 

(Haematinics) 

Rs.12,000/- 

Dy. No.322 

21-2-2013 

Rs.30000/- 

Dy. No.675 

01-04-2013 

 

 

application 

on Form 

5D.  

ii. 

Confirmatio

n for 

approval by 

USFDA, 

EMA, 

regulatory 

body of 

Japan or 

Australia. 

iii. Expert 

opinion.  

 

 

Now firm has provided applications on Form 5-D.  

Decision: Registration Board referred above products for evaluation by 

Pharmaceutical Evaluation Cell. 

g. M/s Sante (Pvt.) Ltd, Karachi 

Registration Board in its 237
th

 meeting deferred following registration applications of M/s 

Sante (Pvt.) Ltd, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Remarks 

1 Taflusan 0.0015% Eye 

Drops  

Each ml contains: 

Tafluprost ……0.015 mg 

(Prostaglandin Analogues/ 

Anti Glaucoma) 

2.5ml Rs.850/- 31-1-2013 

Dy.No.91 

Form-5 

Rs.20,000/- 

Deferred for 

submission 

of 

application 

on Form-5 

D and 

balance fee 

2 Zithrosan 1% Eye Drops  

Each ml contains: 

2.5ml Rs.400/- 31-1-2013 

Dy.No.90 

Deferred for 

submission 
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Azithromycin…….10 mg 

(Antibiotics) 

 

Form-5 

Rs.20,000/- 

of 

application 

on Form-5 

D and 

balance fee 

3 Xebrom 0.09% Eye Drops 

Each ml contains: 

Bromfenac Sodium 

Hydrate eq. to 

Bromfenac……….0.9 mg 

(NSAID) 

1.7ml Rs.575/- 31-1-2013 

Dy.No.88 

Form-5 

Rs.20,000/- 

Deferred for 

submission 

of 

application 

on Form-5 

D and 

balance fee 

4 Basiflox 0.6% eye Drops  

Each ml contains: 

Besifloxacin………6 mg 

(Anti Infective- 

Ophthalmic) 

5ml Rs.550/- 31-1-2013 

Dy.No.87 

Form-5 

Rs.20,000/- 

Deferred for 

submission 

of 

application 

on Form-5 

D and 

balance fee. 

 

Now firm has provided applications on Form 5-D along with remaining fee @ Rs.30,000/- 

for each product for the purpose. 

Decision: Registration Board referred above products for evaluation by 

Pharmaceutical Evaluation Cell. 

Case No. 28  De-Registration of registered drugs. 

 

 Following manufacturers have requested for de-registration of their registered drugs. 

Details are as under:- 

S. 

No. 

Name of 

applicant(s) 

Reg. No. Name of drug(s) Reason / 

Justification 

a.  M/s Adamjee 

Pharma, Karachi 

044026 Admogel Mouth Gel 

Contains:- 

Lignocaine (base)…….0.6%w/w 

Cetylpyridinium 

Chloride………………0.2%w/w 

Menthol……………....0.6%w/w 

Eucalyptol…….………0.1%w/w 

Due to 

voluntary 

closure of their 

ointment / 

cream section 
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Ethanol……………..…33% 

w/w 

(Manufacturer‘s Specification) 

 

b.  -do- 044027 Admogen Topical Cream 

Each gm contains: 

Gentamycin Sulphate USP eq. 

to………. 1mg  

(USP Specification) 

 

-do- 

c.  -do- 058139 Zulfenac Gel 

Each 20 gm contains:- 

Diclofenac  

Diethylamine …….1%w/w 

(USP Specifications) 

   

-do- 

d.  -do- 037702 Ifen Cream 

Each 30gm tube contains:- 

Ibuprofen…….. 3.00gm 

-do- 

e.  -do- 042197 Neomycin Skin Ointment 

Each gm contains: 

Neomycin Sulphate…...0.5% 

w/w 

 

-do- 

f.  -do- 042198 Adamo-Derm Cream 

Each gm contains: 

Silver Sulphadiazine  …..1% 

-do- 

g.  -do- 047455 Dexazone-N Cream 

Each 100gm contains: 

Dexamethasone Sodium 

Phosphate eq. to  

Dexamethasone ………0.1gm 

Neomycin Sulphate…... .0.5gm 

(USP Specification) 

 

-do- 

h.  -do- 067178 Adacillin 250mg Capsule 

Each capsule contains:- 

Ampicillin as 

Trihydrate……...250 mg 

(Manufacturer‘s Specification) 

Due to low 

profit margins 

they would like 

to discontinue 

Penicillin range 

of products. 

i.  -do- 067179 Adacillin 500mg Capsule 

Each capsule contains:- 

Ampicillin as 

Trihydrate……...500 mg 

(Manufacturer‘s Specification) 

-do- 

j.  -do- 067180 Adacillin Drops -do- 
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Each 1.25ml contains:- 

Ampicilin as 

Trihydrate……….125 mg 

(Manufacturer‘s Specification) 

k.  -do- 067181 Adacillin Dry Syrup 

Each 5ml contains:- 

Ampicilin as Trihydrate 

……...125 mg 

(Manufacturer‘s Specification) 

-do- 

l.  -do- 067182 Adaclox Dry Syrup 

Each 5ml contains:- 

Ampicilin as 

Trihydrate………125 mg 

Cloxacillin as 

Sodium………...125 mg 

(Manufacturer‘s Specification) 

-do- 

m.  -do- 067183 Adaclox 250mg Capsule  

Each capsule contains:- 

Ampicilin as 

Trihydrate………125 mg 

Cloxacillin as 

Sodium..……….125 mg 

(Manufacturer‘s Specification)   

-do- 

n.  -do- 070551 Adaclox 500mg Capsule  

Each capsule contains:- 

Ampicillin as Trihydrate.250 mg 

Cloxacillin as Sodium …250 mg 

(Manufacturer‘s Specification) 

-do- 

o.  -do- 070539 Adaclox Drops  

Each 0.6ml contains:- 

Ampicillin as Trihydrate.60 mg 

Cloxacillin as Sodium…..30 mg 

(Manufacturer‘s Specification) 

-do- 

p.  -do- 011774 Adamox Syrup 125mg 

Each 5ml contains:- 

Amoxycillin Trihydrate 125mg 

 

-do- 

q.  -do- 011774 Adamox Syrup 250mg 

Each 5ml contains:- 

Amoxycillin Trihydrate 250mg 

 

-do- 

r.  -do- 010944 Adamox Capsule 250mg 

Each Capsule contains:- 

Amoxycillin Trihydrate 250mg 

 

-do- 

s.  -do- 010945 Adamox Capsule 500mg 

Each Capsule contains:- 

-do- 
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Amoxycillin Trihydrate 500mg 

 

t.  -do- 045396 Adamox Drops 

Each 1.25ml contains:- 

Amoxycillin Trihydrate 125mg 

 

-do- 

u.  M/s Abbott Labs, 

Karachi 

006281 Rondec Syrup 

Each Rondec teaspoonful 5ml 

provides as follows:- 

Dextromethorphan 

Hydrobromide…………10mg 

Ephedrine Hyderochloride USP 

Powder …………………5mg 

Ammonium Chloride…..40mg 

Chlorpheniramine Maleate 

USP………………….2mg 

Phenylephrine HCl ……5mg 

Ipecac Fluid Extract USP XVI 

0.005mg 

Alcohol ………………..2% 

Unable to 

market the 

product at the 

existing MRP 

v.  -do- 000073 Burnol Cram -do- 

w.  -do- 006134 Pedialyte Oral Electrolyte 

Solution 500ml 

Each liter contains:- 

Sodium ………….30mEq 

Potassium …………20mEq 

Magnesium ………….4mEq 

Calcium ……………..4mEq 

Chloride …………….30mEq 

Citrate ………………28mEq 

Dextrose ……………50gm 

Calories ………..20 / 100ml 

 

It is 

commercially 

not viable to 

market the 

product at the 

current MRP 

x.  M/s Tabros 

Pharma, Karachi 

032360 Orin 65mg Tablets 

Each tablet contains:- 

Potassium iodide……….65mg 

 

Due to some 

unavoidable 

circumstances 

and 

unfeasibility in 

the market 

y.  -do- 032361 Orin 130mg Tablets 

Each tablet contains:- 

Potassium iodide……130mg 

 

-do- 

z.  -do- 021794 Secnil Tablets 

Each coated tablet contains:- 

Secnidazole ………1000mg 

-do- 
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aa.  -do- 021795 Secnil Tablets 

Each coated tablet contains:- 

Secnidazole.........500mg 

-do- 

bb.  -do- 021796 Secnil Suspension 

Each 30ml bottle contains:- 

Secnidazole............750mg 

-do- 

cc.  -do- 021797 Secnil Suspension 

Each 30ml bottle contains:- 

Secnidazole..........500mg 

-do- 

dd.  M/s 

GlaxoSmithKline, 

Karachi 

000394 Iodex CMS Ointment 

Methyl Salicylate + Iodine) 

GSK globally 

has mandated 

them to 

discontinue this 

product due to 

corrosive nature 

of formulation 

which contains 

Sublime Iodine 

that possesses 

significant 

health and 

safety risk to 

their 

manufacturing 

staff and their 

facility. 

Therefore they 

have decided to 

discontinue this 

product ones 

they will 

consume all 

existing 

inventory 

available at 

their end. They 

have no future 

plan of 

manufacturing 

after the 

consumption of 

raw materials 

for this product. 
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ee. De-Registration of Dettol Liquid, Reg. No.000150 – M/s Reckitt Benckiser Pakistan 

Ltd, Karachi 

 M/s Reckitt Benckiser Pakistan Ltd, Karachi has informed that Dettol Liquid, Reg. 

No.000150 registered in April, 1976 as per Drugs Act 1976 (―Act‖) as an antiseptic and 

disinfectant. However as per promulgation of DRAP Act, 2012 disinfectants belong in ―health 

and OTC products (non –drugs)‖ catetory. This category is now headed by a separate Directorate 

Health & OTC products (non-drugs) for which registration and licensing is done separately for 

which the OTC Enlistment Rules are soon to be notified. 

 Dettol is a world famous brand used by general population for personal cleaning and 

hygiene since generations. The proposed OTC Enlistment Rules clearly states, as per definition 

para (d) and (i), as follows; 

(d) “Disinfectant” means a health product or ingredient used for destroying or 

inhibiting micro –organisms that may b harmful to humans or animals. 

Disinfectants also include ingredients or products having additional antiseptic 

activity. 

(i) “Health products” means Health and OTC products (non-drugs) as denined in 

the Act and include pro-biotics, disinfectants, food supplements, nutritional 

products, baby milk and foods, medicated cosmetics, medicated soaps, medicated 

shampoos, medical plasters and derma-care products or any other which may be 

notified in official gazette y DRAP as Health and OTC products; 

Also as per the National Essential medicines List of Pakistan, Ministry of Health, 

Government of Pakistan – 2007 list, clause number 15.2, chloroxylenol 4.8% is included 

as a disinfectant. The present usage of their product Dettol ASL (after dilution) as per a 

local study conducted by M/s TNS Aftab & Associates in 2010, is as follows; 

 Bathing – 80% 

 Cuts & Bruises – 58% 

 Washing clothes – 58% 

 Shaving – 45% 

 Nappies cleaning – 31% 

 Allergy – 20% 

 Floor Cleaning – 12% 

 Kitchen slab cleaning – 9% 

 Bathroom cleaning – 8%  
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The above data clearly delineates that the product usage is OTC unlike any medicine by 

general public and not requiring any prescription by physicians. The study in its entirety is 

attached for perusal. 

Their product Dettol ASL is also amenable to Sales Tax on goods under the Sales Tax 

Act, 1990 while all products registered under the Drugs Act, 1976 are exempt from sales tax. An 

exception has been created for those products that are registered under the Act but are 

disinfectants. Their product, is therefore, also treated as a disinfectant by all taxing authorities. 

That all that is sated above categorically demonstrates that their product, Dettol ASL is a 

disinfectant under the Act and clearly falls under the sub-category of Health and OTC products 

(Non-Drugs) under the DRAP Act. This sub-category is now liable to be treated separately under 

the OTC Rules, as it is presumed there will be less stringent regulation for those products that are 

not life saving or therapeutic drugs, for which an entirely separate Directorate has been created. 

Therefore, by enlistment of their product they would continue paying GST along with 

deregulation and de-registration by DRAP from the general category and eventual enlistment and 

registration in the specific sub-category they fall within. This will enable their consumers to 

continue their endeavors in attaining health and hygiene resulting in; 

 Maintaining continuous revenue for the government 

 Spreading of Health Education with ongoing projects like ―Save the Children” 

with Government of Pakistan 

 Their company has initiated various health and hygiene programs in Schools and 

Hospitals for the benefit of common people. 

In view of the foregoing, they would humbly urge to look into the matter with the above 

facts mentioned which favor Dettol Antiseptic Liquid being enlisted separately as a Health & 

OTC product (non-drug) after which a fresh letter of registration and new MRP may be issued 

keeping the facts that it is not a life saving or essential therapeutic drug in mind. 

Decision: Registration Board deferred all products for personal hearing / presentation 

before Registration Board. 
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Case No.29 Conversion from contract manufacturing to temporary import– Aminess N 

tablets, Reg. No.021147 – M/s Multicare Distribution Services (Pvt.) Ltd, 

Karachi. 

Aminess N Tablet was registered vide registration No.021147 dated 10-08-1998 

for import in finished form from M/s Recip AB, Arsta Sweden in favour of  M/s Cedar Pharma, 

Karachi (copy enclosed).  Later on it was transferred to M/s Muticare Distributors Services, 

Karachi. On 20-01-2007, M/s Multicare was granted contract manufacturing permission for 

Aminess N Tablet from M/s Medisure Labs, Karachi for a period of one year and then  

permission was extended up to 30-06-2010. After that M/s Multicare Distributor, Karachi has not 

applied for extension in contract manufacturing permission beyond 30-06-2010.  

Reg. No. Name of Drug 

021147 Aminess N Tablets 

Each film coated tablet contains:- 

Valine…………….135mg  

L-Methionine…….90mg 

Leucine…………..90mg 

Tyrosine………….75mg 

Phenylalanine……70mg 

Lysine Acetate Corresponding to: 

Lysine………….…65mg 

Threonine…………65mg 

Isoleucine………...60mg 

Histidine………….45mg 

Tryptophan……….25mg 

(USP / European Pharmacopoeia Speculations) 

 

M/s Multicare Distributor Services (Pvt.) Ltd, Karachi has submitted that above product 

is for the treatment of life-threatening chronic renal failure, has run short of stock due to some 

problems at contract manufacturer.  

Now firm has requested for special permission for temporary import for maximum 6 

months at the most) to enable them to import the product from patent company in Sweden till 

such time that local commercial production of the product, which is in process, commences and 

stocks are freely available country wide. Secondly speed up the import of the product in view of 

the urgency of the situation because the product being life saving their request for temporary 

permission be granted immediately without going through the lengthy regulatory procedure.  
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Decision: Registration Board discussed the case in detail and deferred the request till 

decision on case of unauthorized import of same product which is under investigation by 

QA &LT Division.  

Case No.30 Registration of Drugs for export purpose-Not me too Drugs. 

 Following firms have requested for registration of following drugs for export purpose 

only which are not me-too. Details are as under:- 

S. 

No. 

Name of 

Company 

Name of product(s) Date of application, 

Diary No. & Form 

1. M/s 

PharmEvo 

Karachi 

Procoxam Forte 1500mg 

Tablet 

Each tablet contains:- 

Glucosamine HCl ....1500mg 

 

13-05-2014 

688 

Rs.20,000/- 

 

2. -do- Procoxam  625mg Tablet 

Each tablet contains:- 

Glucosamine HCl …..625mg 

 

13-05-2014 

686 

Rs.20,000/- 

 

3. M/s 

Medisure 

Labs, 

Karachi 

Calvita Syrup 

Each 5ml contains:- 

Calcium lacatate 

Gluconate…………..40mg 

Vitamin A ………….1200IU 

Vitamin D3 ………….100IU 

Vitamin B1 HCl    …….1mg 

Vitamin B2 5-sodium  

phosphate …….. …….1mg 

Vitamin B5 HCl.. …0.5mg 

Nicotinamide ………..5mg 

Dexpanthenol ……….2mg 

Vitamin C…….. …….50mg 

Vitamin E acetate ……1mg 

15-04-2014 

668 

Rs.20,000/- 

 

4. M/s 

Kaizen 

Pharma, 

Karachi 

Vitacal Syrup 

Calcium lacatate 

Gluconate…………..40mg 

Vitamin A ………….1200IU 

Vitamin D3 ………….100IU 

Vitamin B1 HCl    …….1mg 

Vitamin B2 5-sodium  

phosphate …….. …….1mg 

26-06-2014 

701 

Rs.20,000/- 
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Vitamin B5 HCl.. …0.5mg 

Nicotinamide ………..5mg 

Dexpanthenol ……….2mg 

Vitamin C…….. …….50mg 

Vitamin E acetate ……1mg 

5. M/s 

Genix 

Pharma, 

Karachi 

Apitonic Syrup 

Each 5ml contains:- 

Cyproheptadine HCl 

(anhydrous) BP ……..2mg 

Thiamine HCl (B-1) ...2mg 

Riboflavin BP (as 5-

phosphate sodium)…2mg 

Pyridoxine HCl ….0.75mg 

D-Panthenol BP ….2.5mg 

Nicotinamide BP ….22.5mg 

27-08-2014 

719 

Rs.20,000/- 

 

6. -do- Calceg Injection 100mg/ml 

Each ml contains:- 

Calcium gluconate 

(10%)……. …….10mg 

27-08-2014 

720 

Rs.20,000/- 

 

7. -do- Tyca Tablet 90 

Each tablet contains:- 

Ticagrelor ………90mg 

27-08-2014 

726 

Rs.20,000/- 
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Registration-III 

 

Case No.31.  

 

Registration Board in its 241
st
 meeting deferred the following product firm M/s Caraway 

Pharmaceuticals, Rawat for the reasons mentioned in the last column as below:- 

 

Name  and 

address                            

of 

Manufacturer 

/ Applicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4. Pharmacological 

group 

1.Type of Form 

2. Type of application 

3. Demanded Price / 

Pack size 

4. Initial date, diary. 

5. Date    on    which    

fee 

becomes                  complete 

according     to     type     of 

application     / or     Form 

(total Fee) 

1. Finished 

Product 

Specification 

Previous 

Decision 

M-241 

M/s Caraway 

Pharmaceutical

s, 

Rawat, 

1.Dulox 

2. Capsule 

3. Each Capsule 

contain: 

Duloxetine 

HCL..60mg 

4.Antidepressants 

1. Form-5 

2. Routine 

3. 14‘s 

As per SRO 

4.16-07-2010/6641 

5.20-05-2013/3153 

Rs. 20,000/- 

 1. Form-5 

2. Routine 

3. 14‘s 

As per SRO 

4.16-07-

2010/6641 

5.20-05-

2013/3153 

Rs. 20,000/- 

 

The firm is now intended to purchase Duloxetine HCl EC Pellets 17.0% from local source from 

M/s Vision Pharmaceuticals, Plot No.224, Street No.1, I-10/3, Industrial Area, Islamabad. The 

firm has submitted the following documents:- 

 

1. Certificate of analysis. 

2. specifications of the Duloxetine HCl EC Pellets 17.0% 

3. Standard analytic procedure. 

4. Stability Data. 

5. cGMP Certificate of M/s Vision Pharmaceuticals. 

6. Drug Manufacturing license of M/s vision Pharmaceuticals. 

 

Decision: Registration Board approved Dulox Capsule for registration. 
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Case No.32 

 

The Registration Board in its 235
th

 meeting deferred the following product of M/s Biogen 

Pharma Rawat, for the reasons mentioned in the last column as below:- 

 

S.No. Brand Name / Label Claim Demand

ed Pack 

Size 

Demande

d Price 

Previous Decision 

M-235 

1. Pro 12.5mg Tablets 

Each tablet contains:- 

Paroxetine CR………12.5 

mg 

(Antidepressant) 

 

30‘s As Per 

SRO 

Deferred 

for confirmation of 

extended release dosage 

form manufacturing 

facility through product 

specific inspection  

 

FID has submitted the inspection report of Biogen Pharmaceuticals which does not categorically 

reflect opinion about the facilities required for preparation of controlled tablets.  

 

Decision: Registration Board deferred the case for product specific inspection by 

concerned DDG (E&M) and FID and evaluation by of registration dossier as per checklist. 

 

Case No.33 

 

Registration Board in its 237
th

 & M-239 meeting deferred the following product firm M/s 

Winilton Pharmaceuticals (Pvt) Ltd, Rawat for the reasons mentioned in the last column as 

below:- 

 

S. No Name of the 

Firm. 

Brand Name / Label Claim Deman

ded 

Pack 

Size 

Demand

ed Price 

Date of 

Submissio

n 

 

Decision 

M-237 

1.  M/s Winilton 

Pharmaceutic

als (Pvt.) Ltd, 

Rawat. 

Fenacwin 75mg Dispersible 

Tabs. 

Each Dispersible tablet 

contains:- 

Diclofenac Potassium…..75mg 

(Anti-Rheumatics, Systemic) 

 

2x10‘s As Per 

SRO 

08-02-2013 

Dy.No.108

8 

Fee 

Rs.60,000 

Deferred 

for 

confirmation 

of me-too 

status. 

 

2.  -do- Kastwin 10mg Dispersible 

Tabs. 

Each Dispersible tablet 

contains:- 

14‘s As Per 

SRO 

08-02-2013 

Dy.No.108

5 

Fee 

Deferred 

for 

confirmation 

of me-too 
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Montelukast ………10 mg 

(Respiratory System) 

 

Rs.60,000 status. 

Decision:- 

M-239 

The Registration Board deferred the above applications for submission of 

complete dossier on Form-5 with further clarification of dosage forms of drugs. 

 

Item 1: The firm has now submitted fresh Form-5 and requested to replace Dispersible tablet of 

Diclofenac potassium 75mg with Tablet Fenacwin SR 100 mg containing Diclofenac Sodium 

100 mg. The management changed the molecule and dosage form but did not submit the fee 

Rs:60000/- for re-consideration on fast track basis.  

 

Item 2: the management corrected the dossier and requested for Montelukast (as Sodium) 10 mg 

film coated tablet in place of Kastwin (Montelukast 10mg dispersible Tablet as given below:- 

 

 

Name of the Firm. Brand Name / Label Claim Demanded 

Pack Size 

Demanded 

Price 

-do- Kastwin 10mg Tablets 

Each film coated tablet contains:- 

Montelukast (as sodium)………… 10mg 

(Respiratory System) 

14‘s As Per 

Leader 

Price 

 

Montelukast (as Sodium) 10mg film coated tablet has already been registered in Pakistan.  

 

Decision: Registration Board discussed that as firm has requested for major variations 

in application including change in API and dosage form which is not acceptable. Thus the 

Board rejected the applications. 

 

Case No. 34 

 

Registration Board in its 241
st
 meeting deferred the following product firm M/s Bio Labs 

Islamabad for the reasons mentioned in the last column as below:- 
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S/N Name  and address                            

of Manufacturer 

/ Applicant 

1. Brand Name 

2. Dosage Form 

3. Composition 

4.

 Pharmacologic

al 

group 

1.Type of Form 

2. Type of application 

3. Demanded Price / 

Pack size 

4. Initial date, diary. 

5. Date    on    which    

fee 

becomes                  complete 

according     to     type     of 

application     / or     Form 

(total Fee) 

Previous 

Decision 

M-214 

1. M/s Bio-Labs 

Pvt. Ltd. Plot 

No.145, 

Industrial 

Triangle 

Islamabad 

E-Cital 10mg 

Tablets 

Each Dispersible 

tablet contains:-

Escitalopram (as 

Oxalate)….10mg 

(Antidepressant 

Reuptake 

Inhibitors (SSRIs). 

1.Form5 

2.Fast Tack 

3.14‘s As per SRO 

4.21-05-2013 

Dy.No.1606 

Fee Rs.60,000 

(Original) 

Deferred as the 

formulation in 

dispersible 

dosage form is 

not me-too. The 

firm has to apply 

on form 5-D 

alongwith 

differential fee of 

Rs.90,000/- 

 

Now the firm has rectified / addressed all the above deficiencies and submitted complete 

documents in this regard. The Drug Registration Board in 243
rd

 meeting had deferred for 

confirmation of international availability, me too status and expert opinion.  

 

The management has confirmed that the same formulation is registered under the brand name of 

Cipralex Meltz of M/s. Lundback Canada. 

 

Decision: Registration Board approved registration of E-Cital 10mg Tablets. 
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Case No.35 

 

M/s. Aims Pharmaceuticals Islamabad have requested for correction of composition in 

the registration letter of following product. The product was approved by the Registration Board 

in 218
th

 meeting.  The detail of case is tabulated as under:- 

 

Reg.No Name of Drug with existing 

composition 

Name of Drug with requested 

composition. 

060045 Aimscort Cream 

Each gm contains:- 

Fusidic Acid…………..20mg 

Betamethazone…………1mg 

(BP Spec ) 

Aimscort Cream 

Each gm contains:- 

Fusidic Acid…………..20mg 

Betamethasone Valerate 

≡ Betamethasone…………1mg 

(BP Spec ) 

 

The request for correction of composition as mentioned above is incorrect because the strength 

of Betamethazone Valerate along with Fusidic Acid in form of cream is calculated on the basis 

of Betamethazone only (reference BNF-63/page 749). The formulation is not included as official 

monograph BP/USP. The firm also requested to change of specification from BP to AIMS 

Specification. 

 

Decision: Registration Board approved the case with AIMS Specification. 

 

Case No.36 

 

Drug Registration Board in 242
nd

 meeting held on 24
th

  & 25
th

 February, 2014 deferred the 

following drugs of M/s. Wilson Pharmaceuticals, Islamabad:- 

 

S.No Name of Drug Decision of Registration Board 

1 1. Protektin 2. Dry Suspension 

3. Each 5ml contains:- 

Levofloxacin hemihydrates 

≡ Levofloxacin……125mg 

Antibiotic 

 

Deferred for confirmation of approved 

dosage form (dry powder suspension or 

solution) by stringent regulatory bodies. 
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2 1. Protektin 2. Dry Suspension 

3. Each 5ml contains:- 

Levofloxacin hemihydrates 

≡ Levofloxacin……250 mg 

Antibiotic 

 

Deferred for confirmation of approved 

dosage form (dry powder suspension or 

solution) by stringent regulatory bodies. 

 

Now the firm has submitted that the product composition has been approved in oral solution 

dosage form by FDA, as Levaquin Oral Solution manufactured by M/s. Janssen Pharmaceutica 

N.V Beerse, Belgium therefore, they have submitted formulation of oral solution alongwith 

MOP, Product Specification analytical method and requested for grant of registration. 

 

Decision: Registration Board deferred the case and referred to Review Committee. 

 

Case No.37 Drug Registration Board in 228
th

 meeting held on 12
th

 & 13
th

 October, 2010 

deferred the following drugs of M/s. Werrick Pharmaceuticals, Islamabad for expert opinion:- 

  

1. Co-Exit Tablets 20/12.5 mg 

Each film coated tablet contains:- 

Amlodipine (as Besylate)……...20 

mg 

Hydrochlochlorthiazide……12.5 

mg 

Omsana DIU Tablets (Reg. 

No.055154 M/s. Hilton Pharma, 

Karachi. 

2 Co-Exit Tablets 40/12.5 mg 

Each film coated tablet contains:- 

Amlodipine (as Besylate)…..40 mg 

Hydrochlochlorthiazide……12.5 

mg 

Omsana DIU Tablets (Reg. 

No.055155 M/s. Hilton Pharma, 

Karachi. 

3 Co-Exit Tablets 40/25 mg 

Each film coated tablet contains:- 

Amlodipine (as Besylate)…..40 mg 

Hydrochlochlorthiazide……25 mg 

Olmetab-H Tablets (Reg. 

No.077725 M/s. Wilson Pharma, 

Islamabad. 

 

Now the firm has informed that the same formulation has already been registered to other firms 

as mentioned against each. The management of the firm requested to grant the registration of 

above mentioned products on the same analogy. 

 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per checklist.  
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Case No. 38 Registration Board in 242
nd

 meeting deferred following products for expert 

opinion. Accordingly product was referred to expert for view. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demande

d Price 

1 Dlanz 30mg Capsules 

Each capsule contains:- 

Dexlansoprazole ………. 30 mg 

(Proton Pump Inhibitor) 

 

30‘s As Per 

SRO 

 

2 Dlanz 60mg Capsules 

Each capsule contains:- 

Dexlansoprazole ………. 60 mg 

(Proton Pump Inhibitor) 

 

30‘s As Per 

SRO 

 

 

3 Zaprin SR 15mg Capsules 

Each capsule contains:- 

Cyclobenzaprine Hydrochloride (USP) eq. to 

Cyclobenzaprine …………15mg 

(Skeletal Muscle Relaxant) 

 

60‘s As Per 

SRO 

 

 

 

 

Brig. (R ) Muzammil 

Hassan Najmi, 

Member Registration 

Board  

Prof.Dr.Irfan Khan, 

BBH, Rawalpindi  

  

Gen(R) Dr.Tasawr, 

Foundation Medical 

College, Rawalpindi  

 

Awaited Since Cyclobenzaprine has 

already been approved for 

sale in Pakistan and is 

being marketed its 

manufacturing process by 

the concerned firm and 

bioavailability, a senior 

Pharmacologist/Pharmacist 

would be a better judge. 

However it must be 

pointed out that this 

muscle relaxant has been 

associated with some rate 

but serious adverse effects 

including syncope, 

arrhythmias, myocardial 

infarction, seizures and 

Cyclobenzaprine, a centrally 

actively muscle relaxant, is an 

established form of treatment 

of conditions associated with 

muscle spasms. As such the 

Zaprine (Cyclobenzaprine) 

SR 15mg Capsule is 

recommended for registration. 
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stroke. These must figure 

prominently in the product 

information  for guidance 

of the prescribing 

physician. Also this drug is 

only recommended for a 

short period of two to 

three weeks. This must be 

clearly stated on the box of 

the product by all 

pharmaceuticals 

companies marketing it, 

both in English and Urdu. 

 

Brig. (R ) Muzammil 

Hassan Najmi, 

Member Registration 

Board  

Prof.Dr.Irfan Khan, 

BBH, Rawalpindi  

  

Gen(R) Dr.Tasawr, 

Foundation Medical 

College, Rawalpindi  

 

Awaited Dexlansoprazole 30mg & 

60mg  

On the basis of available 

literature,  

Dexlansoprazole appears 

to be as safe as most 

proton pump inhibitors  

already in use. Two multi-

center, double-blind,  

active-controlled, 

randomized eight week 

studies, conducted on 

patients with 

endoscopically confirmed 

Erosive Esophagitis have 

shown this drug to have 

superior healing rates 

compared to Lansoprazole. 

This drug may be 

considered for registration, 

provided it meets all the 

other laid down criteria 

including manufacturing 

process/bioavailability. 

Dexlansoprazole 30mg & 

60mg 

 

Dexlansoprazole, a proton 

pump inhibitor (PPI) would 

be as effective as other PPIs 

for treatment of acid-peptic 

disease. As such the drug 

Dlans (Dexlansoprazole) 

30mg & 60mg Capsules is 

recommended for registration. 

 

Decision: Registration Board discussed and agreed to above expert opinions. However, 

the Board advised firm to provide data for stability studies conducted under zone IV-A 

conditions as per ICH / WHO guidelines for consideration of Registration Board. 
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Case No.39 

 

 Registration Board in 242
nd

 meeting deferred the following product of M/s Wenovo 

Pharmaceuticals Taxila for expert opinion. Accordingly product was referred to the experts for 

evaluation. Comments are as under. 

 

Name of Drug(s) & Composition Proposed 

Pack size 

Demanded Price 

Sofovir 400 mg Tablets 

Each tablet contains:-  

Sofosbuvir…………….. 400 mg       

(Wenovo spec‘s) 

Nucleotide analogue inhibitor of HCV NS5B 

polymerase 

(Manufacturer  Specs) 

10‘s Rs.85000/- per 

tablet /pack of 

10‘s 

 

 

Dr. Najam. 

Shifa International Hospital,  

Islamabad. 

Gen(R) Dr.Tasawr, Foundation Medical 

College, Rawalpindi  

 

Awaited Sofosbuvir is an established treatment for HCV 

in combination with ribavirin or both ribavirin 

and peginterferon. As such the drug Sofovir 

400mg tablets is recommended for registration. 

 

The Board proposed three experts. Dr. Pervaiz could not be traced and reply of Dr. Najam is 

awaited.  

 

Decision: Request was decided in Case No.02, Item no.VI of instant agenda. 

 

 

Case No.40 M/s. Global Pharmaceuticals, Islamabad has requested for change of toll 

manufacturing of their following drugs from M/s. Mac & Rains Lahore to the sister concerned 

i.e. M/s. Vision Pharmaceutical Islamabad: 

 

S.N

o 

Name of Drugs  Reg. 

No. 

Pack 

size 

Name of existing 

Manufacturer 

Name of New 

Manufacturer 

1 Anarob Infusion  

Each 100ml contains:- 

02698

5 

1x100ml M/s. Mac & Rains 

Pharmaceuticals, 

M/s. Vision 

Pharmaceuticals, 
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Metronidazole B.P…500 mg Lahore Islamabad 

2 Ofloquin Infusion 

Each 100ml contains 

Ofloxacin HCl 

 Ofloxacin…..200 mg 

02698

0 

1x100ml -do- -do- 

3 Nafcin Injection 

Each 1ml contains:- 

Ciprofloxacin Lactate 

 Ciprofloxacin…..2 mg 

02697

9 

100 ml -do- -do- 

 

  The firm has deposited fee of Rs. 50000/each for transfer of registration. The firm was granted 

the permission for toll manufacturing of the above mentioned drugs from M/s. Mac & Rains on 

27-09-2010 till 31-12-2010.  After expiry of this period the firm did not deposit well in time, the 

fee amounting Rs.8000/each product. Now the firm has deposited the remaining fee of 

Rs.8000/each product and requested for shifting the manufacturing unit from M/s. Mac & Rain 

Lahore to the sister concerned M/s. Vision Pharmaceuticals, Islamabad.  

Decision: Registration Board deferred the case for evaluation of registration dossier as per 

check list.  
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Registration-IV 

 

Case No.40 

  

The Drug Registration Board in 239th meeting considered the following applications for 

registration of drugs on toll manufacturing basis of M/s. Winbrain Pharmaceuticals, Hattar to be 

manufactured by M/s. Weather Fold Pharmaceuticals, Hattar and were deferred for discussion in 

forthcoming meeting in light of contract manufacturing policy. It is pointed out that the 

abovementioned applications were submitted on Fast Track Basis for approval of toll 

manufacturing.  

 

S.No  Name of Drug (s) with 

composition  

Decision  

 

1.  

 

Cefwell 250 mg Injection IM  

Each vial contains:-  

Ceftriaxone Sodium  

≡ Ceftriaxone……..250 mg  

(Anti-infective)  

 

Deferred for discussion in 

forthcoming meeting in light 

of contract manufacturing 

policy  

 

2.  

 

Cefwell 500 mg Injection IM  

Each vial contains:-  

Ceftriaxone Sodium  

≡ Ceftriaxone……..500 mg  

(Anti-infective)  

 

-do-  

 

3.  

 

Cefwell 1 gm Injection IM  

Each vial contains:-  

Ceftriaxone Sodium 

≡ Ceftriaxone……..1 gm  

(Anti-infective)  

-do-  

 

These applications were again discussed in 241
st
 meeting held on 23-12-2013 and the 

Registration Board deferred above mentioned application till notification of contract 

manufacturing policy. Policy of Contract Manufacturing has been decided in meeting-238 of 

DRB. 

Decision: Registration Board approved above products for registration on the basis of 

the latest GMP inspection report. 
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Case No. 41 

 

Drug Registration Board in 242
nd

 meeting held on 24-25
th

 February, 2014 deferred the 

following application of M/s. Cirin Pharma, Hattar decision mentioned in last column.  

 

S.No. Name of firm Name and 

Composition of 

Product 

Pack Size 

Demanded 

Price 

 Previous 

Decision 

M-242 

1.  M/s. Cirin  

Pharmaceuticals, 

Hatta 

1. Dolor Injection  

2.Each ml 

contains:-

Ibuprofen…….100 

mg 

3. Propionic Acid. 

1 Form-5D 

2.Fast Track 

3. As per SRO  

per 4ml x 10‘s  

4. 21/5/2011, 

57  

R&I 

5.  20/5/2011 

(Rs.  

15,000/-) 

6. 12/11/2013 

(rs.  

1,35,000/-) 

1. 

Manufacturers  

specifications. 

2. Injectable  

liquid section  

granted vide 

letter  

No. F. 3-4/92-

Lic  

(Vol-I) (M-188)  

dated 

20/02/2005. 

3. Inspection  

report dated  

01/10/2013  

provided. 

Deferred for  

presenting 

detailed  

expert opinions 

for  

consideration of  

Registration 

Board 

 

It is submitted that above mentioned drug has been technically evaluated by clinical 

experts for efficacy, safety and availability, the drug is approved by FDA 

(www.fda.gov/Newsroom/Press Announcements/ucm165971.htm) and is available abroad 

including USA, Canada and European Union. After detailed study of data, experts have 

recommended the said molecule to be registered in Pakistan.  It has also been rechecked by 

Pharmaceutical Evaluation Cell.  

Decision:  Registration Board re-considered the case and endorsed its previous decision.  

 

 

 

 

 

 

 

 

 

 

 

http://www.fda.gov/Newsroom/Press%20Announcements/ucm165971.htm
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Case No.42  

Registration Board in 242
nd

 meeting deferred following products for expert opinion. 

Accordingly product was referred to expert for view. Comments are as under. 

 

S. 

No 

Name of drug(s) & Composition Proposed 

Pack size 

Demande

d Price 

1 Cinaroid 30 mg Tablets  

Each film coated tablet contains:-  

Cinacalcet (as HCl) ………..………..30 mg  

Calcimimetic Agent  

 

1x10‘s  

 

As per 

SRO 

2 Cinaroid 60 mg Tablets  

Each film coated tablet contains:-  

Cinacalcet (as HCl) ………..………..60 mg  

Calcimimetic Agent  

 

1x10‘s  

 

As per 

SRO 

3 Melzone 5mg Tablets  

Each uncoated tablet contains:-  

Metolazone (USP)……5mg 

Diuretic/saluretic/antihypertensive drug of the 

quinazoline class  

 

1x10‘s  

 

As per 

SRO 

 

 

Brig. (R ) Muzammil 

Hassan Najmi, 

Member Registration 

Board  

Dr. Rauf Niazi, 

Pakistan Institute of 

Medical Sciences, 

Islamabad. 

 

Dr.  Osama Ishtiaq, 

Endocrinologist, 

Shifa International 

Hospital, 

Islamabad 

Awaited Thanks you for 

referring, the under 

mentioned drugs, for 

expert opinion and 

comments. It is stated 

that calcimimetic agent, 

Cinacalcet, have been 

internationally approved 

for treatment of tertiary 

and sever secondary 

Hyperparathyroidism. 

Cincalcet, in various 

strength, as being 

suggested by Genome 

Wenovo 

Pharmaceuticals, are 

Thank you for asking a 

review on the drug 

―Cinacalcet‖ Cinacalcet is a 

FDA approved medication, 

also known as Calc 

cimimetic, works by 

increasing the sensitivity of 

Calcium-sensing receptor on 

the parathyroid gland and 

there-after reduces the PTH 

secretion [1]. It is a well 

known medication approved 

for the use of secondary 

Hyperparathyroidism due to 

renal failure on dialysis and 

severe hypercalcemia due to 
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standard, safe and 

efficacious for treatment 

of Tertiary and severe 

secondary 

Hyperparathyroidism 

and are being prescribed, 

all over the world. 

However of the price of 

the drug, if can be 

brought down, keeping 

in mind the economic 

status of our population 

these drugs would be 

very useful addition, to 

present drugs, available 

to treat 

Hyperparathyroidism. I 

highly recommend 

registration of Cinaroid 

30mg & 60mg on fast 

track basis . 

   

parathyroid carcinoma. The 

former condition can result 

in abnormal balance of 

calcium and phosphate in 

the blood which can lead of 

hypercalcemia and then 

morbidity and even 

mortality. It can also result 

in regal osteodystrophy, 

resulting in fractures and 

bone pains. Cinacalcet, is 

not yet approve for use is 

pre-dialysis patients with 

renal failure due to lack of 

research data, but can be a 

useful therapy in those who 

are refractory to other 

treatment options. [2]. 

However. In this condition, 

Cinacalcet can lead of 

hypocalcemia and 

hyperphosphatemia. 

 

   Cinacalcet, can also be 

useful in patients with 

primary 

hyperparathyroidism 

refusing or not suitable for 

surgery. [3].though not yet 

approved for this condition. 

    There are considerable 

numbers of patients on 

chronic dialysis in Pakistan. 

Therefore, with the 

availability of important 

drug cinacalcet, they would 

definitely get a considerable 

benefit. This drug needs 

frequent dosing adjustments 

in various stages of kidney 

failure and has numerous in 

treactions with other drugs, 

therefore, the treating doctor 

should be experienced in the 

use of this medication. I 

would suggest that this drug 

should be approved for 
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secondary 

hyperparathyroidism in 

CKD patients on dialysis 

and parathyroid carcinoma. I 

would also suggest to get a 

drugs review from a 

Nephrologists, experienced 

in the use of this drug.   

 

Dr. Ghias Butt, 

Pakistan Institute of 

Medical Sciences, 

Islamabad  

 

Dr. Sohail Hafeez, 

Armed Forces Institute 

of Cardiology, 

Rawalpindi  

Dr.  Shahid Nawaz, 

Pakistan Institute of 

Medical 

 Sciences, Islamabad 

Metolazone is being 

globally used in renal 

failure patients and 

nephritic syndrome since 

long as powerful diuretic 

agent. One of the primary 

uses of metolazone is for 

treating oedema (fluid 

retention) associated with 

congestive heart failure 

(CHF). In mild heart 

failure, metolazone or 

another diuretic may be 

used alone, or combined 

with other diuretics for 

moderate or severe heart 

failure. Although most 

thiazide diuretics lose their 

effectiveness in renal 

failure, metolazone remains 

active even when the 

glomerular filtration rate 

(GFR) is below 30-40 

mL/min (moderate renal 

failure0. This gives it a 

considerable advantage 

over other thiazide 

diuretics, since renal and 

heart failure often coexist 

and contribute to fluid 

retention. 

            Metolazone is also 

being used in the 

The Metolazone Tablets 

I useful drugs and 

strongly recommended 

for registration. 

Metolazone is a quinazoline 

diuretic, with properties 

generally similar to the 

thiazide diuretics. The actins 

of metolazone result from 

interference with the renal 

tubular mechanism of 

electrolyte  reabsorption. 

Metolazone acts primarily to 

inhibit sodium reabsorption 

at the cortical diluting site 

and to a lesser extent in the 

proximal convoluted tubule. 

Sodium and chloride ions 

are excreted in 

approximately equivalent 

amounts. The increased 

delivery of sodium to the 

distal tubular exchange site 

results in increase potassium 

excretion. 

Metolazone tablets are 

indicated for the treatment 

of salt and water retention 

including: 

Edema accompanying 

congestive heart failure. 

Edema accompanying renal 

diseases, including the 

nephritic syndrome and 

states of diminished renal 
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management of mild to 

moderate essential 

hypertension, alone or in 

combination with other 

antihypertensive drugs of a 

different class. 

          Strongly recommend 

that metolazone must be 

registered keeping in view 

its advantages. 

function. 

Metolazone tablets are also 

indicated for the treatment 

of hypertension, alone or in 

combination with other 

antihypertensive drugs of a 

different class. Diuretic 

drugs are used almost 

universally in patients with 

congestive heart failure. 

Many of the clinical features 

of 

Congestive heart failure 

(CHF) result from retention 

of sodium and fluid. 

Whereas diuretics 

significantly improve 

symptoms of congestion 

very effectively. In all recent 

survival trials of β-blockers, 

angiotensin converting 

enzyme inhibitors, and 

angiotensin II receptor 

blockers diuretics have been 

part of standard CHF 

therapy. 

I would suggest that 

metolazone be registered in 

Pakistan.   

 

Decision: Registration Board discussed and agreed to above expert opinions. 

However, the Board advised firm to provide data for stability studies conducted under 

zone IV-A conditions as per ICH / WHO guidelines for consideration of Registration 

Board. 
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Case No. 43.  

M/s. Rock Pharmaceuticals Laboratories Risalpur has requested for issuance of duplicate 

registration letter of the following drugs which were registered for export purpose only:- 

 

 S.No Reg. No Name of Drugs 

1 004209-EX Rokage 500 mg Tablets 

Each film coated tablet contains:- 

Metformin HCl……….500 mg 

2 004210-EX Pyribol 100 mg Tablets 

Each film coated tablet contains:- 

Pyritinol Dihydrochloride Monohydrate……..100 mg 

3 004211-EX Erethro 500 mg Tablets 

Each film coated tablet contains:- 

Erythromycin Stearate 

≡ Erythromycin…………………………..500 mg 

 

4 004212-EX Mewxine  Tablets 

Each tablet contains:- 

Meclozine Dihydrochloride………………………25 mg 

Pyridoxine HCL (Vit.B6)…………………………...50 mg 

5 004213-EX OP Tablets 

Each sugar coated tablet contains:- 

Propyphenazone …………………………175 mg 

Caffeine Anhydrous………………………25 mg 

 

The registration letter of the above mentioned drugs was mailed but was not received by M/s. 

Rock Pharmaceuticals Laboratories, Risalpur as stated by the management. The management has 

deposited the fee of Rs. 5000/- and registered FIR accordingly and requested for issuance of 

duplicate certificate of registration.  

Decision: Registration Board approved issuance of duplicate registration letter the case 

with the remarks that the certification of registration will be issued retrospectively with 

prominence of duplicate copy.  
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Case No.44 

 

a. M/s. Genome Pharmaceuticals, Hattar has applied the following new drugs for export 

purpose only. 

 

  

 

 

  

 

 

 

 

 

 

 

 

It is submitted that these drugs were not registered in Pakistan. The firm was advised to 

provide the status of these drugs in other countries. Now the firm has provided the availability 

proof of above mentioned drugs. The Telaprevir Tablets is approved by FDA in May 2011 and 

manufactured by Vertex Pharmaceuticals, under the brand name of Incivek; Boceprevir Capsules 

are manufactured by  U.S Merck under brand Victrelis approved by FDA  May, 2011. 

Sofosbuvir Tablets is FDA approved manufactured by  M/s. Gilead  Sciences Inc under brand 

Sovaldi Tablets in December, 2013. 

 

Decision: Registration Board approved product for grant of registration for export 

purpose. However, the firm will provide the original copy of purchase order and 

authorized its Chairman for issuance of registration letter. 

 

b. M/s. Ferozsons Laboratories, Nowshera has requested for registration of following 

drugs for the purpose of export:- 

S.No Name of Drug(s) with composition 

1 Lemcare C Dry Powder for Oral 

Suspension in Sachet 

Each sachet contains:- 

Paracetamol……………. 1000 mg 

Phenylephrine HCl……..12.20 mg 

S.No Name of Drugs 

1.  Telahepa 375mg Tablets 

Each film coated tablet contains:- 

Telaprevir…………….375 mg 

2.  Boceliver 200mg Capsules 

Each film coated tablet contains:- 

Boceprevir………………..200 mg 

3.  Boceliver 400mg Capsules 

Each film coated tablet contains:- 

Boceprevir………………..400 mg 

4.  CHC-400 Tablets 

Each film coated tablet contains:- 

Sofosbuvir…………… 400 mg 

(Hepatitis C infection)(Genome Spec) 
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2 Lemcare Cold & Flu Dry Powder for 

Oral Suspension in Sachet 

Each sachet contains:- 

Paracetamol……………. 650 mg 

Phenylephrine HCl……….50 mg 

3 Lemcare Max  Dry Powder for Oral 

Suspension in Sachet 

Each sachet contains:- 

Paracetamol……………. 1000 mg 

Guaifenesin………………200 mg 

Phenylephrine HCl………12.2 mg 

It is submitted that the above mentioned products are not registered in Pakistan but 

Internationally manufactured by M/s. Boots Company and Beecham, UK. The firm submitted the 

evidence of availability of these drugs in UK.  

Decision: Registration Board approved product for grant of registration for export 

purpose. However, the firm will provide the original copy of purchase order and 

authorized its Chairman for issuance of registration letter. 

 

Case No. 45 Drug Registration Board in 242
nd

 meeting considered the following drug of 

M/s.Genome Pharmaceuticals, Hattar which was deferred for product specific inspection by 

Director DTL Peshawar, DDG DRAP and FID  

 

1.Uro-K 10mEq 

Tablets 2.Extended –

Release Tablet  

3.Each extended 

release tablet 

contains:- 

 Potassium Citrate 

(U.S.P)…..10mEq 

4.Used as an aid in 

the prevention of 

urinary stone 

formation by 

increasing urinary 

pH.  

1. Form-5 2. Fast 

track 3. As per 

SRO / 1x10‘s 4. 

16/6/2011, 175 

(R&I) 5. 

16/06/2011 Rs. 

8,000/- 6. 

9\5\2013 Rs. 

52,000/-  

U.S.P Urocit-K 

(Universal 

Pakistan , 

Karachi) 

Registration No. 

039808  

Deferred for 

product specific 

inspection by 

Director DTL  

 

Now the panel of inspectors inspected the unit and recommended for registration of Tablet Uro-

K 10mEq.  

 

Decision: Registration Board approved grant of registratioin of Uro-K  tablets. 
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Case No. 46 

 

Drug Registration Board in 242
nd

 meeting considered the following drug of M/s. Unisa 

Pharmaceuticals, Akora Khattak which was deferred for product specific inspection by Director 

DTL Peshawar, DDG DRAP and FID  

Unihes 3% 2.I/V Infusion 3.  

Each 100 ml contains:-  

Hydroxyethyl Starch (B.P)…3.0 g  

Sodium Chloride (B.P)………0.9 

g  

Water for injection q.s 

(B.P)…100 ml 

(Plasma expander)  

1. Form 5 2. Fast 

Track 3. As per 

SRO/250ml, 500ml 

4. 30-04-12, (158) 

(Rs. 8000/-) 5. 09-

05-13 (Rs. 52000/-)  

1.Manufacturer‘

s 2.Haes-Steril-

3% (Medipak)  

Deferred for 

product specific 

inspection by 

Director DTL 

Peshawar, DDG 

DRAP and FID.  

Unihes 6% I/V Infusion  

Each 100 ml contains:-  

Hydroxyethyl Starch (B.P)…6.0 

gm Sodium Chloride 

(B.P)………0.9 gm  

 

1. Form 5 2. Fast 

Track 3. As per 

SRO/250ml, 500ml 

4. 30-04-12, (155) 

(Rs. 8000/-) 5. 09-

05-13 (Rs. 52000/-)  

1.Manufacturer‘

s 2.Haes-Steril-

6% (Medipak) 

R. No014872)  

Deferred for 

product specific 

inspection by 

Director DTL 

Peshawar, DDG 

DRAP and FID. 

 

Now the panel of inspectors constituted by Drug Registration board has inspected the unit 

and recommended for registration of above mentioned drugs.  

 

Decision: Registration Board approved grant of above registrations. 

 

Case No.47 

 

Registration Board in 242
nd

 meeting considered the following drug of M/s. Rock 

Pharmaceuticals, Risalpur which was deferred for product specific inspection by Director DTL 

Peshawar, DDG DRAP and FID 

 

M/s Rock 

Pharmaceuticals 

Laboratories (Pvt) 

Ltd. 134-B & 135-

B, Nowshera 

Industrial Estate, 

Risalpur  

3. Each chewable 

tablet contains, 

Montelukast 

Sodium equivalent 

to Montelukast … 

M.S …. 5.0 mg 4. 

Leukotriene 

Receptor 

Antagonist  

3. As per 

SRO/Blister Packs 

of 2x7‘s Leaflet 

Unicarton 

4.13.12.2013. Dy 

No.314 

Rs.60,000/-  

Manufacturers‘s 

Specs  

Inspection by 

Director DTL 

Peshawar, DDG 

and FID.  

 

1.Montekast 5mg  

2. Tablet  

Each chewable tablet 

contains:  

Montelukast Sodium  

 Montelukast … 5.0 

mg  

Leukotriene Receptor 

Antagonist  

1. Form 5  

2. Fast Track  

3. As per SRO/Blister 

Packs of 2x7‘s Leaflet 

Unicarton 

4.13.12.2013. Dy 

No.314 Rs.60,000/-  

 

Brecare 

(Maple)  

Manufact

urers‘  

Specs  

 

Deferred for 

Product Specific  

Inspection by 

Director DTL 

Peshawar, DDG 

and FID.  
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Now the panel of inspectors constituted by Drug Registration board has inspected the unit and 

recommended for registration of above mentioned drug.  

 

Decision: Registration Board approved grant of registratioin of Montekast 5mg tablets. 

 

Case No.48. Extension in Contract Manufacturing Permission 

Registration Board in 238
th

 meeting held on 05-06
th

 August, 2013 considered the following drugs 

on contract manufacturing basis and deferred as does not covered in contract manufacturing 

policy. 

1.  052938 M/s.  Weather 

Folds Pharm 

Hattar. 

M/s. Welmark 

Pharmaceutical 

Hattar 

Helcobal 500mcg 

Injection  

Each 1ml ampoule 

contains:- 

Mecobalamine 

500mcg 

(Manufacturer‘s 

Specs) 

 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

2.  052941 M/s.  Weather 

Folds Pharm 

Hattar  

M/s. Welmark 

Pharmaceutical 

Hattar 

Esold Injection  

Each vial contains:- 

Esomeprazole 

Lyophilized 

Powder……….40mg 

(Manufacturer‘s 

Specs) 

 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

3.  052942 -do- -do- Omep Injection  

Each vial contains:- 

Omeprazole 

lyophilized 

powder……..…40mg 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 

4.  052944 -do- -do- Diclofold Injection  

Each 2ml ampoule 

contains:- 

Diclofenac 

Sodium…75mg 

Lidocaine 

HCl…20mg 

(Manufacturer‘s 

Specs) 

 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 
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5.  052998 -do- -do- Omep 20mg Capsule 

Each capsule 

contains:- 

Omeprazole Pellets 

equivalent to 

Omeprazole 

Activity……20mg 

(USP Specs) 

 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n  

-do- 

6.  056053 -do- -do- Artham Injection 

Each ml contains:- 

Artemether….80mg 

US Salmous spec 

 

16-4-2013 

Dy. No.2953 

Form-5-B  

Rs.42000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 

7.  056451 M/s. Fassgen 

Pharmaceutic

als, Hattar 

 

M/s. Welmark, 

Hattar 

Essofass 40mg 

Injection  

Each vial contains:- 

Esomeprazole 

…..40mg 

Lyophilized Powder. 

(Welmark 

Specification) 

 

15-4-2013 

Dy. No.2969 

Form-5-not   

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

 

Sister 

concer

n  

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

 

8.  056462 -do- -do- Artegen 80mg 

Injection 

Each 1ml contains:- 

Artemether………80 

mg 

US Salmous spec 

 

15-4-2013 

Dy. No.2969 

Form-5-not   

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

Sister 

concer

n 

-do- 

9.  056464 -do- -do- Mecobon 500mcg 

Injection 

Each 1ml contains:- 

Mecobalamine..500 µg 

(Welmark 

Specification) 

  

15-4-2013 

Dy. No.2969 

Form-5-not   

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 

10.  056465 -do- -do- Mepragen 40mg 

Injection 

Each vial contains:- 

Omeprazole  

Lyophilized 

powder……..40mg 

(Welmark 

Specification) 

15-4-2013 

Dy. No.2969 

Form-5-not   

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 
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11.  056466 -do- -do- Fasdic Injection 

Each 2ml ampoule 

contains:- 

Diclofenac  

Sodium .75mg 

Lidocain 

HCl……20mg 

(Welmark 

Specification)  

15-4-2013 

Dy. No.2969 

Form-5-not   

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

 

Sister 

concer

n  

-do- 

12.  056455 -do- -do- Pepfas 40mg Injection 

Each vial contains:- 

Pantoprazole Sodium 

….40mg 

(Freeze Dried 

Powder) 

(Welmark 

Specification) 

 

15-4-2013 

Dy. No.2964 

Form-5 not  

Rs.46000/- 

Rs.4000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 

13.  062326 M/s. Atlantic 

Pharmaceutic

als, Peshawar,  

Toll 

manufactured 

by M/s. 

Polyfine 

Chempharma, 

Peshawar 

 

Epodom 10mg 

Tablets 

Each tablet contains:- 

Domperidone….10mg 

(BP Specification) 

 

16-4-2013 

Dy. No.2972 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

14.  056295 M/s. 

Meditech 

Pharma, 

Peshawar  

Toll 

manufactured 

by M/s. 

Polyfine, 

Peshawar 

Irencia Tablets 

Each tablets contains:- 

Iron III Hydroxide 

polymaltose  

eq.to iron… 100mg 

Folic acid ….0.35mcg 

(Meditech 

Spectification)\ 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

15.  056296 -do- -do- Zyflo 250mg Tablets  

Each tablets contains:- 

Ciprofloxacin 

HCl………..250mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 
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16.  056297 -do- -do- Zyflo 500mg Tablets  

Each tablets contains:- 

Ciprofloxacin HCl 

Ciprofloxacin 

..500mg 

(USP Specification) 

 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

17.  056298 -do- -do- Arfant Injection 

Each 1ml Injection 

contains:- 

Artemether………80

mg 

US Salmous spec 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

18.  056299 -do- -do- Relenza 20mg Tablets 

Each tablets contains:- 

Paroxetin (as 

HCl)………20mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

19.  056300 -do- -do- Iressa 100mg Tablets 

Each tablets contains:- 

Levosulpride…..100m

g 

(Meditech 

Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

20.  056301 -do- -do- Arixtra 200mg 

Tablets  

Each tablets contains:- 

Ofloxacin……..200m

g 

(Meditech 

Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concer

n 

-do- 
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21.  056302 -do- -do- Zenest-L 5mg Tablets  

Each tablets contains:- 

Levocetirizine 

2Hcl…….5mg 

(Meditech 

Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

22.  056303 -do- -do- Etipram 10mg Tablets 

Each tablets contains:- 

Escitalopram (as 

Oxalate)……..10mg 

(Meditech 

Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

23.  056304 -do- -do- Medi-Calc Tablets  

Each tablets contains:- 

Calcium carbonate 

eq.to 

 elemental calcium 

.125mg 

Vitamin-D 

(Colecalciferol)..500i

u 

(Meditech 

Specification) 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 

24.  056305 -do- -do- Solaze 20mg Tablets  

Each tablets contains:- 

Esomeprazole 

Magnesium 

trihydrate….20mg 

(Meditech 

Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concer

n 

-do- 

25.  056306 -do- -do- Surfac  Tablets  

Each tablets contains:- 

Famotidine……..40m

g 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

 

Sister 

concer

n 

-do- 



 

Minutes 245th Meeting Registration Board   272 

 

26.  056307 -do- -do- Surfac  Tablets  

Each tablets contains:- 

Famotidine………..20

mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Rs.4000/- dated 

23-06-2010 

Rs.4000/- dated 

23-09-2010 

Sister 

concer

n 

-do- 

27.  056650 M/s. 

Meditech 

Pharma, 

Peshawar 

 

Toll 

manufactured 

by M/s. 

Polyfine, 

Peshawar 

 

Raxar 20mg Capsule  

Each capsule 

contains:- 

Omeprazole 

(Pellets)……20mg 

(USP Specification) 

 

16-4-2013 

Dy. No.2973 

Form-5-B   

Rs.50000/- 

Sister 

concer

n 

-do- 

28.  056343 M/s. Weather 

Fold Pahrma, 

Hattar,  

M/s. Dyson 

Pharma, 

Lahore under 

sister concern 

policy 

 

Resile Syrup 

Each 5ml contains:- 

Lactulose 

USP.3.35gm 

(Manufacturer‘s 

Specification) 

 

16-4-2013 

Dy. No.2955 

Form-5-B  

Rs.42000/- 

Rs. 8000/- 

Rs.50000/- 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

29.  056340 -do- -do- Chooz Syrup 

Each 5ml contains:- 

Iron (III) Hydroxide 

Polymaltose Complex          

≡ Elemental 

Iron……50mg 

(DRL Specification) 

23-5-2013 

Dy. No.2810 

Form-5  

Rs.50000/- 

Rs.8000/- dated 

29-09-2010 

 

Sister 

concer

n 

-do- 

30.  069706 M/s. Lawari 

International; 

Swat 

M/s. English 

Pharmaceutical

s, Lahore. 

MeMine 500mcg 

Injection. 

Each ml contains:- 

Mecobalamin…500m

cg 

(Lawari Specification) 

15-4-2013 

Form-5 

Rs.50000/- 

Sister 

concer

n 

Deferred as 

does not 

covered in 

contract 

manufacturin

g policy. 

31.  069703 -do- -do- EsoMine 40mg 

Injection 

Each vial contains:- 

Esopmeprazole 

Lyophilized 

Powder……….40mg 

(Manufacturer 

Specification) 

 

15-4-2013 

Form-5 

Rs.50000/- 

Sister 

concer

n 

-do- 
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32.  069704 -do- -do- OmepMine 40mg 

Injection 

Each vial contains:- 

Omeprazole 

Lyophilized 

Powder……40mg 

(Manufacturer 

Specification) 

 

15-4-2013 

Form-5 

Rs.50000/- 

Sister 

concer

n 

-do- 

33.  069705 -do- -do- CiproMine 200mg 

Infusion 

Each vial contains:- 

Ciprofloxacin HCl 

equivalent to 

Ciprofloxacin……200

mg 

(USP Specification) 

15-4-2013 

Form-5 

Rs.50000/- 

Sister 

concer

n 

-do- 

 

The management will not claim the term lyophilized for the respective products. Contract 

manufacturing policies has been finalized and above mentioned applications are placed before 

the Registration Board.  

 

Decision: Registration Board decided as follows: 

 Contract manufacturing permissions for products at S.No 2,3,7,10,12,13,14,15,16, 

22,23,29,31,and 32 were extended till 30.06.2015. 

 Contract manufacturing permissions for products at S.No 1,4,9,11,30 and 33 were 

deferred for confirmation of TOC analyzer and particle counter. 

 Contract manufacturing permissions for products at S.No.6,8 and 17 were deferred 

till opinion of Malaria Control Program. 

 Contract manufacturing permissions for products at S.No.27 was deferred for 

clarification from the firm for capsule section.  

 Contract manufacturing permissions for products at S.No.28 was deferred for 

product specific inspection for confirmation of analysis of lactulose by Director 

DTL, Lahore and area FID. 

 Items at S.No.18,19,20,21,24,25 and 26 are rejected on the ground that these are not 

covered under contract manufacturing policy. 
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 Item at S.No.5 is rejected as the firm established their general capsule section and 

got registration under the brand name of Ozee 20mg Capsule, Registration 

No.074554 in 234
th

 meeting of Registration Board.  

 

 

Case No.49 

The following drugs of M/s. Wnsfeild Pharmaceuticals, Hattar has deferred in 237
th

 meeting 

decision mentioned against each:- 

S.

N 

Company Name of drug (s) & 

Composition  

Packin

g 

Price Date Decision 

1- Wnsfeild  

Pharmaceuticals 

Hattar. 

Somac 40 mg Injection  

Each vial contains:- 

Pantoprazole Sodium 

Sesquihydrate (Lyophilized 

Powder) 

≡ 

Pantoprazole………………..40 

mg 

(Proton pump inhibitor) 

Per 

vial 

As 

per 

SRO 

29-1-

13 

29-01-

2013 

Deferred 

for 

clarificatio

n whether 

Lyophiliza

tion 

procedure 

is 

mandatory/

required 

for such 

formulatio

n or not. 

 

2- -do- Winomax 500 mg injection  

Each vial contains:- 

Azithromycin monohydrate 

(Lyophilized) 

≡ Azithromycin …………..40 

mg 

(Anti-infective) 

Per 

vial 

As 

per 

SRO 

-do- -do- 

3- -do- Lantex 30 mg injection  

Each vial contains:- 

Lansoprazole sodium 

(Lyophilized) 

≡ Lansoprazole …………..30 

mg 

(Proton pump inhibitor) 

Per 

vial 

As 

per 

SRO 

-do- -do- 

4- -do- Kalwin 500 mg Injection  

Each vial contains:- 

Per 

vial 

As 

per 

-do- -do- 
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Clarithromycin (Lyophilized) 

≡ Clarithromycin 

…………..500 mg 

(Proton pump inhibitor) 

SRO 

 

The Firm will import the Lyophilized active pharmaceutical ingredient and fill the vials in 

similar manner as the dry Powder Injectable or filled and will not claim the term lyophilized on 

the inner and the external most labels. 

Decision:  Registration Board deferred above products for scrutinization of registration 

application as per check list. 
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Registration-V 

Case No. 50. Cases deferred by Registration Board. 

 

a. M/s Remington Pharma, Lahore - Confirmation of Me -Too Status 

 The Registration Board in its 241
st
 meeting deferred the following product of M/s. 

Remington Pharma, Lahore for confirmation of me-too status:- 

Name of Drug with composition Applied form, MRP 

& pack size 

Date of application  

& fee. 

Secool Ophthalmic Solution  

Each ml contain:  

Polyethylene Glycol 400 (B.P)….4.0mg  

Propylene glycol (B.P)…3.0mg  

(Lubricant) 

Form 5  

Routine  

Rs.215/-per10ml 

Rs.300/-per15m  

Rs.428/-per30ml 

1.09/09/2010  

8367  

Rs.8000/-  

2.20-05-2013  

Rs.12000 

 

It is submitted that the above formulation is available in the market under the brand 

nameSystanceLubicant Eye Drops (Reg.No.044834) containing (Polyethylene Glycol 400 

(B.P)….4.0mg & Propylene glycol (B.P)…3.0mg)/ml of M/s. Alcon, Karachi and the same 

molecule is also registered under the brand name ―Lube Eye Drops‖ (Reg.No. 077823) of M/s. 

Hygeia Pharmaceuticals, Islamabad. 

 

Decision: Board approved the registration of Secool Ophthalmic Solution.  

b.  M/s Envoy Pharma, Lahore- Product Specific Inspection 

 

 The following applications of M/s. Envoy Pharmaceuticals (Pvt) Ltd, Lahore were 

deferred in 241
st
 meeting by the Registration for verification of storage temperature for 

misoprostol API by area FID:- 

S. No  Name of Drug (s)  Pack size  Demanded  

MRP  

1. Dolocalm Plus 50mg Tablet  

Each tablets Contains:-  

Diclofenac Sodium…50mg  

Misoprostol…200mcg 

20‘s As per 

SRO(10% less 

than brand 

leader) 

2. Dolocalm Plus 75mg Tablet  

Each tablets Contains:-  

Diclofenac Sodium…75mg  

Misoprostol…200mcg  

20‘s  As per 

SRO(10% less 

than brand 

leader)  
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The Area FID has confirmed vide letter No. 1-35/2013-FID(F) dated 13-03-2014 that the firm 

has purchased a refrigerator with a temperature control range of -10° to -40°. The refrigerator 

was installed in RM store. 

Decision: Registration Board deferred the case for further deliberation on storage 

condition of the Misoprostol API. Chairman, Registration Board advised members and 

stakeholders to forward their scientific comments on storage condition of the Misoprostol 

API for consideration of Registration Board. 
 

c. M/s. RascoPharma, Lahore- Product Specific Inspection 

The Registration Board in its 245
th

 meeting deferred the following product of M/s. 

RascoPharma, Lahore for verification of manufacturing and storage facilities for misoprostol raw 

material by DDG DRAP and FID:- 

 

177.  

 

Name of Drug(s) Form & demanded MRP. Competitor & 

specification 

 Aerotec-75 Tablet  

(Inner core is enteric coated with 

outer core as immediate release) 

Each tablet contains:-  

Diclofenac Sodium ….. 75mg 

Misoprostol …….. 200mcg   

NSAID+mucosal protective 

1. Form 5  

2. Fast Track  

3. As per SRO/blister of 

2×10 tablets  

4. 29.06.2011/Rs.8000 

5.21.05.2013/Rs.52000/4237 

Arthrotec (Pfizer) 

Manufacturers‘s 

Specs  

 

A panel of inspectors comprising DDG (E & M), Lahore & area FID inspected the firm on  

18-06-2014 for verification of manufacturing and storage facilities for misoprostol raw material. 

The panel has recommended as under:- 

―the management had provided cold cabinet to maintain temperature range from 2 to 8 

C° at the time of inspection. The panel member physically inspected the cabinet and 

found that the conditions for storage were maintained. The overall sanitation and 

hygienic in this area was satisfactory. SOPs for handling the raw material during 

sampling and dispensing were available. The panel was satisfied with storage and 

production facilities at the time of inspection to manufacture the Aerotec-75 Tablet‖. 

Decision: Registration Board deferred the case for further deliberation on storage 

condition of the Misoprostol API. Chairman, Registration Board advised members and 

stakeholders to forward their scientific comments on storage condition of the Misoprostol 

API for consideration of Registration Board. 
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d. M/s. MedisavePharma, Lahore- Product Specific Inspection 

The Registration Board in its 242
nd

 meeting deferred the following product of M/s. 

MedisavePharma, Lahore for PSI for confirmation of manufacturing, testing and storage facility 

by Director DTL, Lahore, Area FID and DDGDRAP, Lahore:- 

S. No. Name of Drug(s) Form & Fee Specs 

1. Misofenac Tablet in tablet  

(inner enteric coated core outer 

immediate release coat)  

Each tablet contains  

Diclofenac Sodium BP 75mg  

Misoprostol BP 200mcg  

 NSAID  

1. Form 5  

2. Fast track  

3. 2 × 10‘s As 

per SRO  

4. 15/05/2013  

5. 15/05/2013  

Rs 60,000/-  

Manufacturer 

02-12-2013 

 

A panel of inspectors comprising DDG (E & M), Lahore, Director DTL, Lahore & area FID 

inspected the firm on 08-09-2014 for verification of manufacturing and storage facilities for 

misoprostol raw material. The panel has recommended as under:- 

―The fridge/cool cabinet was provided in the raw material store in order to keep 

Misoprostrol raw material at 2 to 8 C° as per requirement of the storage condition. 

Keeping in view the available facilities i.e building, Quality Control, Quality Assurance 

personnel, equipments etc, panel recommends to register above drug‖. 

 

Decision: Registration Board deferred the case for further deliberation on storage 

condition of the Misoprostol API. Chairman, Registration Board advised members and 

stakeholders to forward their scientific comments on storage condition of the Misoprostol 

API for consideration of Registration Board. 
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e. M/s English Pharma, Lahore- Product Specific Inspection 

 The Registration Board in its 239
th

 meeting deferred the following product of M/s. 

English Pharmaceuticals, Lahore for product specific inspection by Director DTL, Lahore & 

Director DTL, Quetta and area FID. 

S. 

No. 

Name of Drug(s) with 

formulation  

Pack 

size 

Demanded 

MRP 

Local 

availibility 

1. K-Cit Tablets 

Each tablet contains:- 

Potassium Citrate…10 mEq 

3×10‘s Rs.650/- Urocit K of 

Universal 

(AllmedPharma) 

 

The panel inspected the firm on 18-02-2014 and decided to defer the recommendation due to the 

following observations:- 

i. Validation of HVAC system in the production area especially in tablet section. 

ii. Manometers need to be installed to quantify performance of HVAC. 

iii. Firm need to developed pharmacopeias testing method for applied product. (Panel 

did not agree to testing method developed by the firm). 

Decision:  Panel comprising of Director DTL, Lahore; Director DTL, Quetta and area 

FID inspected M/s English Pharmaceuticals, Lahore on 18-02-2014 and deferred 

recommendations due to various observations. Director DTL, Lahore informed that he was 

part of panel for renewal of DML of M/s English Pharmaceuticals, Lahore and firm has 

still not developed pharmacopeias testing method. Thus Registration Board rejected the 

registration application of K-Cit Tablets.  

 

f.  M/s Ideal Pharma, Lahore- Product Specific Inspection- 

  The Registration Board in its 238
th

 meeting deferred the following product of M/s. 

Ideal Pharmaceuticals, Lahore for product specific inspection by Director DTL, Lahore & 

Director DTL, Quetta and area FID. 

S.No. Name of Drug(s) with 

formulation  

Pack 

size 

Demanded 

MRP 

1. Polyflex Tablets 

Each Tablet contains:- 

Iron polymaltose Complex 

1x10‘s As per 

SRO 
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equiv to elemental 

iron…100mg 

(Anti-Anaemic) 

2. Polyton Tablets 

Each Tablet contains:- 

Iron polymaltose Complex 

equiv to elemental 

iron…100mg 

Folic acid…0.35mg 

(Anti-Anaemic) 

1x10‘s As per 

SRO 

3. Levotel Tablets 

Each Tablet contains:- 

Levofloxacin (as 

hemihydrates)…500mg 

(Antibiotic) 

1x10‘s As per 

SRO 

4. Polyflex Syrup 

Each 5ml contains:- 

Iron polymaltose Complex 

equiv to elemental iron 

…50mg 

(Anti-emetic) 

120ml As per 

SRO 

 

The panel inspected the firm on 18-02-2014 and conveyed their opinion not to 

recommend the grant of above stated products due to following observations:- 

i. Hygienic condition was found poor. 

ii. Flooring was not well maintained. 

iii. Machines were not properly maintained. 

iv. Log books were not available. 

v. Over all GMP violation in production in QC / QA departments was observed. 

 

Decision: Panel comprising of Director DTL, Quetta and area FID inspected Ideal Pharma, 

Lahore and did not recommend the grant of above products. Thus Registration Board 

rejected above registration applicationa of the firm. Furthermore, the Board decided to 

forward the case to Central Licensing Board for taking necessary action for violating 

conditions of GMP. 
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g.  Registration of Ebernet 1% Cream- M/s Highnoon Labs, Lahore. 

 The Registration Board in its 241
st
 meeting deferred the following product of M/s. 

Highnoon Labs; Lahore to provide valid documents about registration status in Spain for 

consideration of registration Boardand was again discussed in 243
rd

 meeting and deferred for 

further deliberations:- 

Sr.No.  Product 

Name with 

composition  

Pack size  Demanded 

price  

Date of 

submission 

and fee  

Remarks  

1.  Ebernet 1% 

Cream  

Each gram 

contains:-  

Eberconazole 

(as 

nitrate)….10

mg  

(anti fungal)  

10gm  Rs.320.00  21-06-2011  

Rs. 8000/-  

27-06-2011  

Rs. 7000/-  

10-7-2013  

135000/-  

(Total: Rs. 

150000/-)  

Form-5D  

Not available 

in FDA, 

EMA, 

Australia and 

Japan.  

 

The management of the firm has submitted legalized documents (registration letter duly attested 

by embassy of Pakistan, Madrid, Spain & regulatory body of Spain) showing that the product is 

registered in Spain. They have also provided English translation of above mentioned document. 

 

Decision:  Registration Board deferred the cases for submission of safety and efficacy data 

of the drugs along with complete clinical trial data of these formulations. 

 

h. Case deferred for expert opinion. M/s CCL Pharma, Lahore 

The Registration Board in its 241
st
 meeting deferred the following applications of M/s. CCL 

Pharmaceuticals, Lahore for expert opinion:- 

S.No. Name of Drug(s) with 

formulation 

Pack 

size 

Demanded 

pricie 

Fee & form 

1.  OAB Tablets 4mg 

Each tablet contains:         

FesoterodineFumarate …. 4mg 

(Muscarinic receptor antagonist) 

28‘s As per 

brand 

leader 

03.02.2011 

Fee 15000 

20.05.2013 

Fee.135,000 

Form 5-D 
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2.  OAB Tablets 8mg            

Each ER tablet contains:         

FesoterodineFumarate …… 

8mg 

(Muscarinic receptor antagonist) 

28‘s As per 

brand 

leader 

03.02.2011 

Fee 15000 

20.05.2013 

Fee.135000 

Form 5-D 

 

 

The case was referred to three experts and following two experts provided their opinion as 

under:- 

Dr. Khalid Mehmood 

Assistant Prof. Hazara University 

Havelian Campus 

 

―In view of the studies, the product seems beneficial for a considerable segment of the 

society. However, DRAP may decide the matter considering above comments on dossiers 

in the light of summary review of FDA on Toviaz product of original manufacturer that 

provides necessary information on safety & efficacy of the product. DRAP should also 

ensure no conflict of interest or violation of patent rights‖.  

 

Prof. Dr. Muhammad Naeem 

Head of the Department of Urology  

PIMS, Islamabad. 

 

Keeping in view the various studies conducted, it is concluded that ―Fesoterodine‖ is a 

never antimuscarinic agent with good efficacy and safety profile. Hence it is recommended for 

registration. However, the name of the brand should be reconsidered.‖ Fesoterodine‖ is a new 

once daily antimuscarinic, hence will be economical OAB treatment relative to first OAB 

therapy. 

 

Decision: Board deferred the case for expert opinion of Prof. Dr. Muzamil Hassan Najmi, 

Member Registration Board. 
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i.  Case deferred for confirmation of international availability.  M/s. Servier 

Research & Pharmaceuticals (Pakistan) (Pvt.) Ltd; Lahore 

 

 The Registration Board in its 239
th

 meeting deferred the following products of M/s. 

Servier Research & Pharmaceuticals (Pakistan) (Pvt.) Ltd; Lahore for confirmation of 

availability of formulation in FDA, EMA, Australia and Japan:- 

S. 

No. 

Name of Drug(s) with 

formulation 

Pack 

size 

Demanded 

price 

Fee & 

form 

Decision of 

the Board. 

1 Natrilam 10mg Tablets 

Each tablet contains:- 

Indapamide SR…..1.5mg 

AmlodapineBesilate…..10mg 

(Antihypertensive diuretic + 

Calcium antagonist) 

 

 

 

 

30‘s Rs.72.52/Tablet 20-6-

2012 

Rs.8000/- 

30-04-13 

Rs. 

130,000/- 

Total Fee 

Rs. 

150,000/- 

Form 5-

D 

 

Deferred for 

confirmation 

of 

availability 

of 

formulation 

in FDA, 

EMA, 

Australia 

and Japan. 

 

2 Natrilam 5 mg Tablets 

Each tablet contains:- 

Indapamide SR…..1.5mg 

Amlodapineas 

Besilate…..5mg 

(Antihypertensive diuretic + 

Calcium antagonist) 

 

 

 

 

 

30‘s Rs.36.26/Tablet 05-04-

2011 

Rs.8000/- 

30-04-13 

Rs. 

130,000/- 

Total Fee 

Rs. 

150,000/- 

Form 5-

D 

Deferred for 

confirmation 

of 

availability 

of 

formulation 

in FDA, 

EMA, 

Australia 

and Japan. 

3 Daflon 1g Tablet 

Each tablet contains:- 

Diosmin… 900mg 

Hesperidine …100mg 

(Vascular protector and 

Venotonic) 

20‘s Rs. 32.50/tablet 30-04-13 

Fee Rs. 

150,000/- 

Form-5D 

Deferred for 

confirmation 

of 

availability 

of 

formulation 

in FDA, 

EMA, 

Australia 

and Japan. 
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The firm has provided documents and stated the same formulation of Natrilam 5 mg & 10 

mg is available in France and provided CoPP of said products in France. They have also 

provided Brazilian clinical overview of Daflon 1000 mg tablets and stated that they will provide 

CoPP of this product from Brazil which is under process of legalization by Embassy of Pakistan, 

Brazil.  

Decision: Dr.Rizwan Majeed and his team appeared before the Board for presentation 

of their case. They informed the Board that Daflon 1g is only available in Brazil and is not 

available in country of origin i.e. France. About Natrilam, they informed that it is under 

process of registration in France. 

Registration Board rejected Daflon 1g as the formulation is not approved by any of 

stringent regulatory Authority. Moreover, firm has not provided any authentic data 

regarding safety and efficacy of the formulation.  

Registration applications of Nartrilam 5 and 10 mg tablets were deferred till 

confirmation of registration status in France. 

j.  Constitution of Panel for Expert Opinion 

 The Registration Board in its 237
th

 meeting deferred the following products of M/s. 

Schazoo Pharmaceuticals, Lahore & M//s. Surge Labs; Sheikhupura for expert opinion after 

submission of differential fee:- 

S.No Name of 

Manufacturer 

Brand name/ Label 

claim 

Pack 

size 

Proposed 

price 

Date of 

Submission 

 

Remarks 

1.  M/s. 

SchazooPharma, 

Lab, 

Sheikhupura. 

Akinase Injection 

5mg 

Each 1ml ampoule 

contains:- 

Biperiden Lactate 

USP……..5mg 

(Anti-cholinergics) 

1x5‘s Rs.1200.00 01-06-10 Fee 

submitted 

Rs.15000/- 

Fresh 

Inspection 

report. 

2.  Ms/.Surge 

Laboratories, 

Sheikhupura. 

Neo Fen Injection 

800mg/8ml 

Each 8ml ampoule 

contains:- 

Ibuprofen 

4‘s x 

8ml 

Rs.540.00 17-06-10 -do- 



 

Minutes 245th Meeting Registration Board   285 

 

BP……….800mg 

(Analgesic, Anti-

pyretic and Anti-

inflammatory) 

3.  -do- Neo Fen Injection 

200mg/2ml 

Each 2ml ampoule 

contains:- 

Ibuprofen 

BP………..200mg 

(Analgesic, Anti-

pyretic and Ant-

inflammatory) 

6‘s X 

2ml 

Rs.450.00 17-06-10 -do- 

4.  -do- Neo Fen Injection 

400mg/4ml 

Each 2ml ampoule 

contains:- 

Ibuprofen 

BP………..400mg 

(Analgesic, Anti-

pyretic and Ant-

inflammatory) 

4‘s X 

4ml 

Rs.435.00 17-06-10 -do- 

 

Both the firm have deposited fee of Rs. 35,000/- for each formulation and have requested to 

grant them registration of above mentioned products. 

Decision: Registration Board deferred the case for scrutinization of registration 

applications by concerned section as per check list. 

Case No. 50. Extension of Contract Manufacturing Permissions deferred by Registration 

Board. 

The Registration Board in its 238
th

 meeting deferred the following products of different firms 

due to the reason that these products do not cover under current Contract Manufacturing Policy. 

Now the contract policy has been notified. Therefore cases are placed in agenda for disposal 

under new contract policy:- 

S. 

No 

Applicant Contract 

manufacturer 

Reg. No. 

 

Name of Drug (s) & 

Composition 

Date of 

application, 

and Form. 

Category 

1.  M/s. 

Highnoon 

M/s.Standpharm 

Pakistan (Pvt) 

 

011408 

Cyrocin Infusion 200mg 

/ 100ml  

12-04-2013 

Rs.42000/- 

 

- 



 

Minutes 245th Meeting Registration Board   286 

 

Laboratories 

Ltd. Lahore 

 

Ltd. Lahore Each 100ml contains:  

Ciprofloxacin (Lactate) 

….. 200mg  

14-01-2010 

Rs. 8000 

2.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

030090 

1-03-

2003 

Espidone Tablets 4mg 

Each tablet contains: -  

Risperidone ……..  4mg  

15-04-2013 

42000.00 

04-02-2013 

Rs.10000.00 

28-09-2010 

Rs. 8000 

Form-5 

Sister 

Concern 

3.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

030089 

1-03-

2003 

 

Espidone Tablets 3mg  

Each film coated tablet 

contains:  

Risperidone Eur.P. …. 

3mg 

  

15-04-2013 

42000.00 

04-02-2013 

Rs.10000.00 

Form-5 

28-09-2010 

Rs. 8000 

Sister 

Concern 

4.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

030087 

1-03-

2003 

Espidone Tablets 1mg  

Each film coated tablet 

contains:  

Risperidone Eur.P. …. 

1mg 

  

15-04-2013 

42000.00 

04-02-2013 

10000.00 

28-09-2010 

Rs. 8000 

Form-5 

 

Sister 

Concern 

5.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

054409 Rotem DS Tablets  

Each tablet contains:  

Artmether. …. 40mg 

Lumefantrine ..240mg  

  

15-04-2013 

42000.00 

Form-5 

28-09-2010 

Rs. 8000 

 

Sister 

Concern 

6.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

030924 

31-07-

2003 

Surgibion Tablets 

Each tablet contains:  

Thaimine Mononitrate 

BP (Vitamin 

B1)...100mg 

Pyridoxine 

Hydrochloride BP (Vit. 

B6)….. 200mg 

Cyanocobalamine BP 

(Vitamin B12) ….. 

200mcg 

15-04-2013 

Rs.42000/- 

22-07-2008 

Rs.4000.00 

Form-5 

 

----- 

7.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

026771 

19-05-

2001 

Lisodim 50mg Tablets 

Each tablet contains:  

Diclofenac Sodium 

15-04-2013 

Rs.42000/- 

03-05-2011 

 

------ 
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Sheikhupura  USP………...50mg Rs.4000.00 

Form-5 

28-09-2010 

Rs. 8000 

8.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

041893 

27-10-

2005 

Esprol Capsule 40mg  

Each capsule contains:  

Esomeprazole 

magnesium Trihydrate 

eq. to Esomeprazole (in 

enteric coated pellet 

forms)………...40mg 

15-04-2013 

Rs.42000/- 

20-12-2010 

Rs.7500.00 

Form-5 

28-09-2010 

Rs. 15000 

Sister 

Concern 

9.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

030088 

1-03-

2003 

Espidone 2mg Tablets 

Each film coated tablet 

contains:  

Risperidone 

Eur.P…………….2mg 

15-04-2013 

Rs.42000/- 

04-02-2013 

Rs.10000.00 

Form-5 

28-09-2010 

Rs. 8000 

Sister 

Concern 

10.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

028630 

1-03-

2003 

Reline Tablets 50mg  

Each film coated tablet 

contains:  

Sertraline (as 

HCl)……………...50mg 

15-04-2013 

Rs.42000/- 

27-04-2012 

Rs.4000.00 

07-05-2012 

Form-5 

28-09-2010 

Rs. 8000 

Sister 

Concern 

11.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

041903 

15-01-

2006 

Prexa Tablets 

Each film coated tablet 

contains:  

Ecitalopram as Oxalate 

………………10mg  

15-04-2013 

Rs.42000/- 

20-12-2010 

Rs.4000.00 

Form-5 

28-09-2010 

Rs. 8000 

 

Sister 

Concern 

12.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

041894 

27-10-

2005 

Esprol Capsules 20mg  

Each capsule contains:  

Esomeprazole 

Magnesium Trihydrate 

eq. to Esomeprazole 

enteric coated pellet 

forms) …………20mg  

15-04-2013 

Rs.42000/- 

20-12-2010 

Rs.7500.00 

Form-5 

28-09-2010 

Rs. 8000 

 

Sister 

Concern 

13.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

045221 

7-05-

2007 

Rotem Plus Tablets 

Each tablet contains:  

Artemether………20mg 

15-04-2013 

Rs.42000/- 

28-02-2012 

Sister 

Concern 
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Sheikhupura  Lumefantrine……. 

120mg  

Rs.4000.00 

28-09-2010 

Rs. 8000 

Form-5 

14.  M/s.Surge 

Laboratories 

(Pvt) Ltd. 

Sheikhupura  

M/s. Nabiqasim 

Industries (Pvt) 

Ltd. Karachi 

028631 

04-10-

2002 

 

Reline 100mg Tablets 

Each film coated tablet 

contains:  

Sertraline (as HCl)  

……... 100mg  

15-04-2013 

Rs.42000/- 

07-05-2012 

Rs.4000.00 

28-09-2010 

Rs. 8000 

Form-5 

Sister 

Concern 

15.  M/s. Ideal 

Pharma 

Lahore   

M/s. Lahore 

Chemical and 

Pharmaceutical 

Works, Lahore 

031836 

14-11-

2003 

Canon Infusion 

Each 100ml contains:- 

Ciprofloxacin (as 

Lactate)……200mg 

15-04-2013 

42000.00 

23-09-2010 

Rs.8000.00 

Form-5-B  

attached 

 

 

------- 

16.  M/s. 

McOlson 

Research 

Labs, 

Sheikhupura 

 

 

 

M/s. Dyson 

Research Labs 

Sheikhupura 

060684 HB-Ring Syrup 

Each 5ml contains:- 

Iron (III) Hydroxide 

Polymaltose complex eq. 

to elemental 

iron…..50mg 

15-4-2013 

42000.00 

29-06-2013 

Rs.8000.00 

Form-5 

Sister 

concern 

 

17.  M/s. 

McOlson 

Research 

Labs, 

Sheikhupura 

 

 

 

Welmark 

Pharmaceuticals 

Hattar 

060704 Venomether Injection 

Each ml contains:- 

Artemther …..80mg 

15-4-2013 

42000.00 

29-06-2013 

Rs.8000.00 

Form-5 

 

 

Sister 

concern 

 

18.  M/s.Dyson 

Research 

Laboratories 

Lahore  

M/s. Welmark 

Pharmaceuticals 

Hattar 

057300 Neukit 500mcg Injection  

Each injection contains:  

Mecobalamin ……….. 

500mcg 

15-4-2013 

42000.00 

30-06-2010 

Rs.8000.00 

Form-5 

Sister 

concern. 

19.  M/s.Mcolson 

Research 

Laboratories 

Sheikhupura 

M/s. Welmark 

Pharmaceuticals 

Hattar 

060702 Neuroson 500mcg 

Injection  

Each injection contains:  

Mecobalamin ……….. 

500mcg 

15-4-2013 

42000.00 

30-06-2010 

8000.00 

Form-5 

Sister 

concern. 

20.  M/s.Dyson M/s. Welmark 057285 Dysozol 40mg Injection  15-4-2013 Sister 
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Research 

Laboratories 

Lahore  

Pharmaceuticals 

Hattar 

Each vial contains:  

Omeprazole ……….. 

40mg 

 

 

 

42000.00 

30-06-2010 

Rs.8000.00 

Form-5 

concern. 

21.  M/s.Mcolson 

Research 

Laboratories 

Sheikhupura 

M/s Welmark 

Pharmaceuticals 

Hattar 

060701 Ringet 40mg Injection  

Each vial contains:  

Omeprazole ………… 

40mg 

15-4-2013 

42000.00 

30-06-2010 

8000.00 

Form-5 

Sister 

concern. 

22.  M/s. Dyson 

Research 

Lab Lahore 

M/s Welmark 

Pharmaceuticals 

Hattar 

057299 Levoson Infusion 500mg 

Each vial contains:- 

Levofloxacin……500mg 

15-4-2013 

Rs.42000/- 

Form-5 

30-6-2010 

Rs.8000.00 

Sister 

Concern 

23.  M/s.Mcolson 

Research 

Laboratories 

Sheikhupura 

M/s Welmark 

Pharmaceuticals 

Hattar 

060703 Curadec 20mg Injection 

Each 1ml contains:- 

Piroxicam…..20mg  

(Manufacturer‘s Specs) 

 

15-4-2013 

42000.00 

30-06-2010 

8000.00 

Form-5 

Sister 

Concern 

24.  M/s.Mcolson 

Research 

Laboratories 

Sheikhupura 

M/s Welmark 

Pharmaceuticals 

Hattar 

060700 

 

Koncept Injection 40mg  

Each vial  contains:- 

Esomeprazole …..40mg  

(Manufacturer‘s Specs) 

 

15-4-2013 

142000.00 

20-06-2010 

8000.00 

Form-5 

Sister 

Concern 

25.  M/s.Dyson 

Research 

Laboratories, 

Lahore 

M/s Welmark 

Pharmaceuticals 

Hattar 

057286 

 

Purpal Injection 40mg  

Each vial  contains:- 

Esomeprazole as sodium 

…..40mg  

(Manufacturer‘s Specs) 

 

15-4-2013 

150000.00 

30-06-2010 

8000.00 

Form-5 

Sister 

concern. 

26.  M/s.Tagma 

Pharma (Pvt) 

Ltd. Lahore 

M/s.Friends 

Pharma (Pvt) 

Ltd. Lahore 

032314 

8-03-

2004 

Cepsi 200mg Injection 

Each ml contains:  

Ciprofloxacin ….. 2mg 

03-05-2013 

Rs.50000/- 

Form-5 

- 

27.  M/s.Tagma 

Pharma (Pvt) 

Ltd. Lahore 

M/s.Friends 

Pharma (Pvt) 

Ltd. Lahore 

032315 

8-03-

2004 

Pelikan Infusion 

Each ml contains:  

Levofloxacin ….. 5mg 

03-05-2013 

Rs.50000/- 

Form-5 

- 

28.  Tarrot 

Pharma, 

Lahore 

M/s. Mass 

Pharma, 

Lahore 

0174 

90 

Diclo-Denk 75 

Injection 

Each ampoule 

contains:- 

Diclofenac 

sodium…….75mg 

15-4- 

2013 

Rs.42000 

/- 

Form-5 

 

Rs: 8000 
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29.  Tarrot 

Pharma, 

Lahore 

M/s. Mass 

Pharma, 

Lahore 

0174 

91 

Diclo-Denk 50 

Tablet 

Each Tablet 

contains:- 

Diclofenac 

sodium…….50mg 

15-4- 

2013 

Rs.42000 

/- 

Form-5 

Rs: 8000 

 

 

Decision: Registration Board decided as follows: 

 Contract manufacturing permissions for products at S.No.2, 3, 4, 5,7,9, 11,13, 16, 20, 

21,24,25 and 29 were extended till 30.06.2015. 

 Contract manufacturing permissions for products at S.No.1, 15, 18, 19,22,23,26,27 

and 28 were deferred for confirmation of TOC analyzer and particle counter. 

 Contract manufacturing permissions for products at S.No.8 and 12 were deferred 

for confirmation of source of pellets manufacturer and requisite fee (in case of 

imported). 

 Contract manufacturing permissions for products at S.No.17 were deferred till 

opinion of Malaria Control Program. 

 Contract manufacturing permissions for products at S.No. 6, 10 and 14 rejected as 

not in line with contract manufacturing policy.   

Case No.51. Transfer of Registration of M/s AllmedPharma, Lahore (Previously M/s 

Evergreen Pharma, Lahore) due to change of name of the firm 

 The name of M/s. Evergreen Pharmaceuticals, Lahore was changed to M/s. Allmed 

Pharmaceuticals, Lahore by Central Licensing Board due to change in management. 

Subsequently the new management of the firm applied for extension of toll manufacturing 

products (cephalosporin) under their new name i.e M/s. Allmed Pharmaceuticals, Lahore which 

were extended by Registration Board in 239
th

 meeting.  

Meanwhile, the previous owner of the firm has forwarded a letter wherein he has 

informed that M/s. Evergreen Pharmaceuticals (Pvt.) Ltd; Lahore had got registrations of 

Cephalosporin products before issuance of DML, in September, 2008. He has further stated that 

these products were transferred illegally to M/s. AllmedPharma, Lahore, without obtaining NOC 

from the owners of M/s. Evergreen Pharmaceuticals (Pvt.) Ltd; Lahore. He has requested to 
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restore the registration of cephalosporin products in the name of his new firm i.eM/s. Evergreen 

Pharmaceuticals (Pvt.) Ltd; Lahore (unit of veterinary products). 

Decision: Registration Board did not accede to the request of M/s Evergreen 

Pharmaceuticals, (Pvt.) Ltd; Lahore. 

  

Case No. 52.       Registration of Dexamox ear drops- M/s Jeans Pharma, Sheikhupura 
 

 The Registration Board in its 238
th

 meeting had approved the following products of M/s. 

Jeans Pharma, Sheikhupura and advice the Registration Section to again review the registration 

dossiers before issuance of registration letter:- 

Name of Drug(s) with formulation  Pack size Demanded MRP 

Dexamox ear drops 

Each ml contains:- 

Moxifloxacin ……….. 5.0 mg 

Dexamethasone Phosphate …1.0 mg 

5mlx1‘s 

10mlx1‘s 

As per SRO 

 

The application dossier was evaluated by the pharmaceutical evaluation cell (PEC) and has 

reported that the above mentioned product is not me-too in ear drops dosage form, rather it is 

available in eye drops form.  

Decision: Registration Board rejected registration application of Dexamox Ear Drops as it 

is available in eye drops. 

Case No. 53: Extension in Contract Manufacturing- M/s. Kakasian Pharmaceuticals (Pvt.) 

Ltd; Lahore 

The Registration Board in its 243
rd

 meeting approved extension of contract manufacturing till 

30-06-2015 subject to provision agreement between contract manufacturer and giver in light of 

contract manufacture policy of the following M/s. Kakasian Pharmaceuticals (Pvt.) Ltd; Lahore 

through toll manufacturing by M/s. Kings Pharmaceuticals Lahore:- 

Applicant firm Contract 

manufacturing 

by 

Name of Drugs(s) 

with formulation 

Reg. 

No. 

Fee 

deposited 

Approved 

section 

M/s. Kakasian 

Pharmaceuticals 

(Pvt.) Ltd; 

M/s. Kings 

Pharmaceuticals 

Lahore 

Medixone 250mg 

Injection 

Each vial contains:- 

057328 11-04-

2013 

42000.00 

Dedicated 

Cephalosporin 

facility. 
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Lahore Ceftriaxone as 

Sodium equivalent to 

Ceftriaxone 

……250mg 

Form-5 

-do- -do- Medixone 500mg 

Injection 

Each vial contains:- 

Ceftriaxone as 

Sodium equivalent to 

Ceftriaxone 

……500mg 

057329 -do- -do- 

-do- -do- Medixone 1gm 

Injection 

Each vial contains:- 

Ceftriaxone as 

Sodium equivalent to 

Ceftriaxone …. 1gm 

057330 -do- -do- 

-do- -do- Izafaxim 250mg 

Injection 

Each vial contains:- 

Cefotaxime as 

Sodium equivalent to 

Cefotaxime …250mg 

057335 -do- -do- 

-do- -do- Izafaxim 500mg 

Injection 

Each vial contains:- 

Cefotaxime as 

Sodium equivalent to 

Cefotaxime 

………500mg 

057336 -do- -do- 

-do- -do- Izafaxim 1gm 

Injection 

Each vial contains:- 

Cefotaxime as 

Sodium equivalent to 

Cefotaxime ………. 

1gm 

057337 -do- -do- 

-do- -do- Kakaxim 400mg 

Capsule 

Each 5 ml contains:- 

Cefiximetrihydrate 

057338 -do- -do- 
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equivalent to  

Cefixime ……… 

400mg 

-do- -do- Kakaxim 100mg Dry 

Suspension 

Each 5 ml contains:- 

Cefiximtrihydrate 

equivalent to 

Cefixime ……… 

100mg 

057339 -do- -do- 

-do- -do- Kakaxim 200mg DS 

Suspension 

Each 5 ml contains:- 

Cefiximetrihydrate 

equivalent to  

Cefixime ……200mg 

057340 -do- -do- 

-do- -do- Maxonil 1gm 

Injection 

Each vial contains:- 

Cefoperazone as 

Sodium ……. 500mg 

Sulbactum as Sodium 

……….. 500mg 

057341 -do- -do- 

-do- -do- Maxonil 2gm 

Injection 

Each vial contains:- 

Cefoperazone as 

Sodium ……. 1gm 

Sulbactum as Sodium 

……….. 1gm 

057342 -do- -do- 

 

It was pointed out that M/s. Kakasian Pharmaceuticals (Pvt.) Ltd; Lahore is a veterinary products 

manufacture and the above request of the firm does not fall under the new contract policy.  

 

Decision: Registration Board rescinded its earlier decision of extension in contract 

manufacturing of cephalosporin products as it was not in line with contract manufacturing 

policy.  

 

 



 

Minutes 245th Meeting Registration Board   294 

 

Case No.54. Increase in shelf life from two years to three years- M/s. Saffron 

Pharmaceuticals, Lahore 

M/s. Saffron Pharmaceuticals (Pvt.) Ltd; Faisalabad has requested for increase in shelf 

life of their following products from two years to three years:- 

S. No. Name of Drug(s) Reg. No. 

1. Sar-K 50mg Tablet 

Each film coated tablet contains:- 

Losartan Potassium …………. 50mg 

046421 

2. Sar-K 100mg Tablet 

Each film coated tablet contains:- 

Losartan Potassium …………. 100mg 

046422 

3. Apsin 20mg Tablet 

Each film coated tablet contains:- 

Famotidine …………………… 20mg 

046460 

4. Apsin 40mg Tablet 

Each film coated tablet contains:- 

Famotidine …………………… 40mg 

046461 

5. Cetrix 10mg Tablet 

Each film coated tablet contains:- 

Cetirizine 2HCl ………………. 10mg 

046462 

6. Hypotin 5mg Tablet 

Each tablet contains:- 

Amlodipine as Besylate ………. 5mg 

046463 

7. Hypotin 10mg Tablet 

Each tablet contains:- 

Amlodipine as Besylate ………. 10mg 

046464 

8. Provate Cream 

Each gm contains:- 

Betamethasone Dipropionate …. 0.64mg 

052959 

9. Lucid 250mg Tablet 

Each film coated tablet contains:- 

Ciprofloxacin (as HCl) ………… 250mg 

054178 

11. Sofac 50mg Tablet 

Each enteric coated tablet contains:- 

Diclofenac Sodium …………….. 50mg 

055200 

12. Sofac Gel 

Each gm contains:- 

Diclofenac Diethylamine 23.20mg e.q to 

Diclofenac Sodium………………………. 

20mg 

060356 
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 The management of the firm has submitted following documents:- 

i. Fee challans of Rs. 5000/- for each product. 

ii. Copies of initial letters of registration. 

iii. Stability studies for this purpose. 

 

The stability studies were sent to Director DTL, Lahore, Director DTL, Quetta and Dr. Khalid 

Mehmood Assistant Professor Hazara University. In response the experts has recommended as 

under:- 

S. No. Name of expert Recommendations 

1. Jamil Anwar, Director 

DTL, Lahore 

The results are acceptable as per information / data 

provided by M/s. Saffron Pharmaceuticals, Faisalabad. 

It is recommended that the shelf life for the above 

products may be allowed to increase from 02 years 

to 03 years. 

N.B: Recommendations are for the products at serial 

no. 1-10 only) 

2. Amanullah Khan, 

Director and Provincial 

Government Analyst 

Provincial Drug Testing 

Laboratories, Quetta. 

While going through the data provided by M/s. 

Saffron Pharmaceuticals (Pvt.) Faisalabad of their 

products, it has been revealed that the firm has not 

conducted their stability testing as per established 

guidelines. The test has been performed under 

common quality control test and no stability indicating 

methods has been used, which are very mandatory for 

stability studies/testing as per guidelines. Since there 

is identification and quantification of the degradation 

products, therefore, the study cannot be warranted as 

stability studies.Therefore, under the present 

studies the firm does not justify any further 

extension in shelf life. 

3. Dr. Khalid Mehmood, 

Assistant Professor, 

Hazara University. 

Dossiers seem to be generated by the firm themselves. 

Ideally assessment sought on stability data should be 

based on a mix of physical assessment and document 

review. Physical assessment is difficult to be 

conducted for undersigned. Document review cannot 

be considered as a sole mean for accepting claims 

from local manufacturers. 
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Therefore, it is not possible to comment on the 

subject. It is further requested that such matters may 

kindly be directed to concerned quarters (DTLs, 

Reference Labs [if any], researchers having 

experience and facilities for cross checking such 

claims). DRAP should devise a workable mechanism 

based on international practices for such routine 

issues. 

 

Decision: Registration Board deferred the case for further deliberations till next meeting.  

Case No. 57. Products deferred for expert opinion. 

The Registration Board in its 242
nd

meeting deferred the following product of M/s. Hoover 

Pharma, Lahore and M/s CCL Pharma, Lahore till expert opinion:- 

M/s Hoover Pharma, Lahore. 

S. No. Name of Drug(s) with composition Form & fee Decision of 

Board 

1. Linamet 2.5/850mg tablets  

Each film coated tablet contains.  

Linagliptin ……………………. 2.5mg 

Metformin HCl ………………. 850mg  

4.DPP-4/Biguanide 

1.Form 5D 2.Fast Track 3.Rs 

80/-per tablet Pack of 14‘s 

4.19-12-13 Dy No 1250 5. 

19-12-13 (60,000/-) 

Differential fee of 90,000 

submitted on 18
th

February 

2014 (1,50,000/- )  

 

Deferred till 

expert 

opinion.  

 

2. Linamet 2.5/850mg tablets  

Each film coated tablet contains.  

Linagliptin ……………………. 2.5mg 

Metformin Hcl ………………. 1000mg  

DPP - Biguanide 

1.Form 5D 2.Fast Track 3.Rs 

80/-per tablet Pack of 14‘s  

4.19-12-13 Dy No 1248 5. 

19-12-13 (60,000/-) 

Differential fee of 90,000 

submitted on 18
th

February 

2014 (1,50,000/- )  

 

-do- 

3. Linamet 2.5/850mg tablets  

Each film coated tablet contains.  

Linagliptin ……………………. 2.5mg 

Metformin Hcl ………………. 500mg  

DPP- Biguanide 

1.Form 5D 2.Fast Track 3.Rs 

80/-per tablet Pack of 14‘s 

4.19-12-13 Dy No 1249 5. 

19-12-13 (60,000/-) 

Differential fee of 90,000 

submitted on 18
th

February 

2014 (1,50,000/- )  

-do- 
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M/s CCL Pharma, Lahore. 

4. Shugin 

Each tablet contains  

Linagliptin 5 mg  

1. Form 5- 2. Fast Track 3. 4. 

initial R & I date is not 

mentioned  

-do- 

 

It is submitted that the products at serial no. 1-3 were approved by Registration Board in 

243
rd

 meeting in case of M/s. CCL Pharmaceuticals, Lahore after obtaining expert opinion. 

Likewise, product at serial 4 has also been approved by registration board in 237
th

 meeting in the 

case of M/s AGP, Karachi. However, M/s Boehringer Ingelheim Pharma, GMbH & Co, KG 

Germany through M/s AGP Pakistan had filed suit no. 405, 456 and 508 of 2013 in Sind High 

Court, Karachi versus M/s. Getz Pharma, Karachi, M/s. Martin Dow, Karachi and M/s. Atco, 

Karachi regarding registration of Linagliptin. In the subject suit, honorable court on 15-04-2013 

had ordered as under:  

“Let notices be issued to the defendants for 23-04-2013, till then the defendants are restrained 

from launching any product containing Linagliptin.”  

Further in its order date 30.4.2013, Honorable Court disposed of the suit no. 508/ 2013 stating 

that:  

“till the validity of plaintiff’s’ patent, defendant is restrained from selling linaglitin containing 

products or manufacturing , supplying, stocking, importing, exporting or use in any form in any 

manner which is infringement of the claims of the petitioners patent. Resultantly, pending 

application (s) is also disposed of.”  

 In addition, M/s Eli Lilly Pakistan has submitted an application stating that various 

manufacturers have applied for registration of Linagliptin containing products and are in the 

process of registration.  The firm has mentioned that the product is patent of M/s Boehringer 

Ingelheim Pharma, GMbH & Co, KG Germany in Pakistan and M/s AGP & Eli Lilly is the 

authorized agent for these products therefore other applicant may not be granted registration of 

linagliptin containing salts.  

 

Decision: Registration Board decided to refer the case to Law Division for opinion/ 

comments. 
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Case No. 58. Registration of Drugs of same generic with different brand names for 

different dosage forms. 

  

M/s. Caylex Pharmaceuticals, Lahore has requested for correction of dosage form of their 

product as under:- 

S. No. Name of Drug with existing 

formulation. 

Name of Drug with demanded 

formulation. 

Reg. No. 

1. Caybion Capsule 75mg 

Each tablet contains:- 

Diclofenac Sodium …. 75 mg 

Caybion Capsule 75mg 

Each capsule contains:- 

Diclofenac Sodium (enteric 

coated pellets) …. 75 mg 

054336 

 

 It is stated that in 215
th

 meeting of the Registration Board, Caybion Capsule was 

approved. In the same meeting the firm was also granted approval of Diclofenac Sodium Tablet 

under the brand name Atcora Tablet (Reg.No. 055369) whereas capsule form of same 

formulation was approved under the brand name Caybion. Accordingly, the same was 

communicated to the firm. 

 In the minutes of 215
th

 meeting of Registration Board there was a typographical error as 

mentioned above in the table (column 2). While processing the case, registration section has 

asked the firm to change the brand name either as Caybion or Atcora as the both dosage forms 

contains same generic. However, the firm has requested to continue with both of the dosage 

forms with different brand names. 

In view of above, for the product having same generic with different brand name for 

different dosage forms, direction of the Board are required for disposal of such cases. 

Decision: Registration Board decided to grant same name for the all the dosage forms 

containing same generic / API. Further, request of the firm for correction in minutes 

regarding mentioning tablet instead of capsule was acceded to. 
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Case No. 59. Registration of Drug for Export Purpose. 

M/s. Remington Pharmaceutical industries (Pvt.) Ltd; Lahore has requested for 

registration of following products for export purpose only:- 

Name of drug (s) with composition 

Ketomox Eye Drop 

Each ml contains:- 

Moxifloxacin hydrochloride equivalent to 

Moxifloxacin….5mg 

Ketorolac Tromethamine….5mg 

The firm has submitted the following documents:- 

a. Fee of Rs. 20000/- for this purpose. 

b. Form-5 

c. Under taking stamp paper  

d. Copy of GMP inspection 

e. CRF clearance certificate 

f. Export order form Myanmar 

 

The above mentioned product is not available in the approved reference countries and only 

available in India. 

Decision: Registration Board approved registration of Ketomox Eye Drop for export 

purpose only. 

Case No.60.  Deferred products of M/s. Shrooqpharma, Lahore. 

The Registration Board in its 244
th

 meeting deferred the following product for 

confirmation of international availability:- 

 

Sr. No. Name of Drug(s) Form & fee International 

availability 

1 Procort-G Cream  

Cream  

Each gram contains:-  

Betamethasone as dipropionate….0.05% 

(w/w)  

Gentamicin as sulphate….0.1% (w/w)  

Corticosteroid-antibiotic  

Form-5  

20-2-2014  

257 R&I 

Rs.20,000/-  

As per SRO / 

10gm, 15gm  

1. Evidence of 

international 

availability (e.g., 

US FDA, TGA, 

EMA, Health 

Canada or MHLW) 

is ambiguous and 

incomplete. 
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Verification 

required.  

DIPGEN 

Mass Pharma 

The management of the firm has informed that the above mentioned product is registered in USA 

under the brand name ―Diprogen‖ of M/s. Schering. The firm has therefore, requested to grant 

them registration of above mentioned product. 

Decision: Registration Board deferred the case to and advised firm to provide 

authentic reference regarding availability of the drug in USFDA, TGA, EMA, Health 

Canada or MHLW. 
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Item No.VIII:    Quality Control Cases. 

Sr. 

No 

Name of 

Drugs  

Firm  CDL Report  Appellate Testing  Detail / Decision 

1 Kohsar DS 

Tablets 

(Artimether & 

Lumifantrin) 

Tablets 

 

Batch No.001 

 

Mfg. Sep-13 

Exp. Aug-15 

 

(F. No. 03-

63/2013)  

 

 

M/s Kohs 

Pharmaceuticals 

(Pvt) Ltd  

Hyderabad. 

Substandard with 

regard to :- 

Assay for 

Artemether:   

Found:-   80.256% 

 

Limit:   90% to 

110% 

Does not comply 

 

 

Firm challenged the 

report after 30 days 

as per record 

provided by FID so 

the request was not 

valid for re testing 

by the  Appellate  

Lab NIH Islamabad 

under Section 22(5) 

of Drugs Act 1976 

The Board was apprised about 

the background of    the case 

as under:- 

 The Sample of Kohsar DS  

Tablets Batch No. 001 

manufacture by M/s Kohs 

Pharmaceuticals (Pvt) Ltd 

Hyderabad, drawn on 10-10-

2013 from manufacturer‘s 

premises by FID Hyderabad, 

was declared substandard by 

Federal Government Analyst 

CDL, Karachi vide Test 

report No. 852/2013 dated 

10-12-2013. The firm did 

not respond FID‘s 

explanation letter dated 17-

12-2013 so reminder letters 

dated 06-01-2014 and 30-01-

2014 were issued by the 

FID. The firm vide its 

response dated 11-02-2014 

disagreed and challenged the 

CDL report. As per record 

provided by the FID the 

report was conveyed to the 

firm by the FID vide letter 

dated 17th December 2013, 

while the firm challenged the 

report vide its letter dated 

11th February 2014. The FID 

nominated following as 

responsible persons.  

i. Owner of the firm, M/s 

Kohs Pharmaceuticals 

(Pvt) Ltd., 

ii. Quality Control Incharge 

M/s Kohs  

Pharmaceuticals (Pvt) 

Ltd  

iii. Mirza Saleemullah, 

Production Manager, M/s 

Kohs Pharmaceuticals 
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(Pvt) Ltd  

 The FID has not given any 

recommendations nor made 

any comments regarding 

validity of the act of 

challenging the CDL report 

by the firm. However, as 

per record provided by the 

FID, it appears that firm 

has challenged the report 

after the 30 days period 

prescribed under Section 

22(4) of Drugs Act 1976, 

therefore, the request was 

not valid for retesting by 

Appellate Lab.  

 

 As per responsibility fixed 

by the FID, show cause 

notices dated 05-05-2014 

were issued to the firm and 

the accused persons of the 

firm. 

 

 The case was placed 

before Drug Registration 

Board in its 244th meeting 

held on 23-24th July 2014. 

The accused of the firm 

were also called for 

personal hearing in the 

said meeting of the Board 

but they could not appear 

before the Board. The 

Board decided to defer the 

case and provide a final 

opportunity of personal 

hearing to the accused. 

They have been called for 

personal hearing again 

accordingly.  

 

The case was presented before 

the registration board in its 

245th meeting on 30-09-2014. 

The Board decided the case as 

under:- 

Decision:- The Board 
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decided that last opportunity 

of personal hearing shall be 

given because the firm stated 

that they received the letter 

on 29
th

 September, 2014 and 

are unable to attend the 

meeting. The Board further 

decided that a panel 

consisting of following 

members shall visit and 

conduct GMP inspection of 

firm. The report shall be 

presented in 246
th

 meeting of 

the Board the personal 

hearing shall also be given to 

firm as a last opportunity . 

i. Director CDL, Karachi 

ii. Director DTL, Quetta  

iii. Area FID  

2. Dozabitol  

(Paracetamol 

Syrup. 

 

Batch No. DB 

110 

Mfg-Jul -13 

Exp.  Jun-15 

(F.No. 03-

12/2014)-QC 

M/s Kohs 

Pharmaceuticals 

(Pvt) Ltd  

Hyderabad 

Sub-Standard:- 

With regard to assay 

for Paracetamol  

Found :-82.2984% 

 

Limit:- 90% to 110%  

Does not comply   

Firm challenged the 

report after 30 days 

as per record 

provided by FID so 

the request was not 

valid for re testing 

by the  Appellate  

Lab, NIH Islamabad 

under section 22(5) 

of Drugs Act 1976 

The Board was apprised about 

the background of    the case 

as under:- 

 The Samples of Dozabitol 

Syrup, Batch No. DB110 

manufacture by M/s Kohs 

Pharmaceuticals (Pvt) Ltd 

Hyderabad, drawn on 10-10-

2013 from manufacturer‘s 

premises by FID Hyderabad, 

were declared substandard 

by Federal Government 

Analyst CDL Karachi vide 

Test report No. 848/2013 

dated 27-11-2013. . In 

response to FID‘s 

explanation letter, the firm 

disagreed and challenged the 

CDL report. As per record 

provided by the FID the 

report was conveyed to the 

firm by the FID vide letter 

dated 03rd December 2013 

and reminder was issued 

vide letter dated 30-01-2014 

for firm‘s response in the 

matter. The firm challenged 

the report vide its letter 
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received in DRAP Karachi 

office on 13-02-2014. so the 

request for retesting was not 

valid as the same was 

received by FID office after 

30 days The FID has 

nominated following as 

responsible persons.  

 

i. Owner of the firm, M/s 

Kohs Pharmaceuticals 

(Pvt) Ltd., 

ii. Quality Control 

Incharge, M/s Kohs 

Pharmaceuticals (Pvt) 

Ltd  

iii. Mirza Saleemullah, 

Production Manager, 

M/s Kohs 

Pharmaceuticals (Pvt) 

Ltd  

 The FID has not given any 

recommendations nor made 

any comments regarding 

validity of the act of 

challenging the CDL report 

by the firm. However, as 

per record provided by the 

FID, it appears that firm 

has challenged the report 

after the 30 days period 

prescribed under Section 

22(4) of Drugs Act 1976, 

therefore, the request was 

not valid for retesting by 

Appellate Lab. 

 As per responsibility fixed 

by the FID, show case 

notices dated 05-05-2014 

were issued to the firm and 

the accused persons of the 

firm.  

 

 The case was placed 

before Drug Registration 
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Board in its 244th meeting 

held on 23-24th July 2014. 

The accused of the firm 

were also called for 

personal hearing in the 

said meeting of the Board 

but they could not appear 

before the Board. The 

Board decided to defer the 

case and provide a final 

opportunity of personal 

hearing to the accused. 

They were called for 

personal hearing again 

accordingly.  

 

Decision:- The Board 

decided that last opportunity 

of personal hearing shall be 

given because the firm stated 

that they received the letter 

on 29
th

 September, 2014 and 

are unable to attend the 

meeting. The Board further 

decided that a panel 

consisting of following 

members shall visit and 

conduct GMP inspection of 

the firm. The report shall be 

presented in 246
th

 meeting of 

the Board. The personal 

hearing shall also be given to 

firm as a last opportunity. 

i. Director CDL, Karachi 

ii. Director DTL, Quetta  

iii. Area FID 

3. Dozabitol 

(Paracetamol 

Syrup. 

 

Batch No. DB 

089 

 

M/s Kohs 

Pharmaceuticals 

(Pvt) Ltd  

Hyderabad 

Sub-Standard with 

regard to:-  

Assay for 

Paracetamol:- 

Found:- 88.62% 

 

Limit:-  95.0% to 

Sub-Standard 

With regard to:-       

i. Assay for  

paracetamol:- 

85.52%  

Does not comply 

The Board was apprised about 

the background of    the case 

as under:- 

 The Sample of Dozabitol 

Syrup Batch No. DB089 

manufacture by M/s Kohs 

Pharmaceuticals (Pvt) Ltd 

Hyderabad, drawn on 21-03-

2013 from manufacturer 

premises by FID Hyderabad, 
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Mfg- Jan-13 

Exp- Dec-14 

 

 

(F.No. 03-

31/2013)-QC 

105%  

Does not comply 

with BP 2011 

with BP 2011. 

ii. Description pink 

colored syrup 

having un dissolved 

masses which do not 

disperse even on 

shaking  

 

Does not comply 

with BP 2011, 

which states that 

suspension may 

show a 

sedimentation which 

is readily dispersed 

on shaking. 

was declared substandard by 

Federal Government 

Analyst, CDL Karachi vide 

Test report No. 535/2013 

dated 06-05-2013. On 

explanation letter issued by 

the FID, the firm requested 

Appellate testing under 

section 22(5) of Drugs Act 

1976. The Appellate 

Laboratories also declared 

the sample sub-standard vide 

test report No.08-

MNHRS/2013 dated 06th 

August 2013. The repot of 

Appellate Laboratories was 

forwarded to the FID for 

sending complete case along 

with recommendation and 

name of the responsible 

persons. The FID in 

response has nominated 

following as responsible 

person with request for 

permission for prosecution 

and cancellation of 

registration. 

 

i. Owner of the firm, 

M/s Kohs Pharmaceuticals 

(Pvt) Ltd., Hyderabad. 

ii. Miss Rakhshanda 

Perveen (Quality Control 

Manger). 

iii. Production Manager 

of the firm 

 As per responsibility fixed 

by the FID, show cause 

notices dated 07-05-2014 

were issued to the firm and 

the accused persons of the 

firm.. 

 

 The case was placed 

before Drug Registration 

Board in its 244th meeting 
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held on 23-24th July 2014. 

The accused of the firm 

were also called for 

personal hearing in the 

said meeting of the Board 

but they could not appear 

before the Board. The 

Board decided to defer the 

case and provide a final 

opportunity of personal 

hearing to the accused. 

They were called for 

personal hearing again 

accordingly.  

 

Decision:- The Board 

decided that last opportunity 

of personal hearing shall be 

given because the firm stated 

that they received the letter 

on 29
th

 September, 2014 and 

are unable to attend the 

meeting. The Board further 

decided that a panel 

consisting of following 

members shall visit and 

conduct GMP inspection of 

firm. The report shall be 

presented in 246
th

 meeting of 

the Board the personal 

hearing shall also be given to 

firm as a last opportunity. 

i. Director CDL, Karachi 

ii. Director DTL, Quetta  

iii. Area FID 

4. Gention Violet 

B.P.C 

Batch No. 409 

& 410  

 

Mfg:- March- 

13  

M/s Lahore 

Pharma Lahore 

Sub-Standard with 

regards to: 

Light absorption test 

Determined 0.13 

Limits Not less than 

0.32 

Does not comply 

Sub-Standard with 

regard to: 

Assay of Gention 

Violate 25.34% 

Limits 90% to 110% 

Does not comply 

with manufacturers 

 Samples drawn from 

manufacturer‘s premises 

on 1-04-2013 by ADC 

Lahore 

 Declared substandard vide 

test report No. 

EXP.16/2013  dated 16-

05-2013. 

 The firm requested for 

appellate testing 

 Declared substandard by 

appellate lab vide test 
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Exp:- March- 

16 

 

(F.No.03-

34/2013-QC) 

with BPC 73 specifications 

Batch No.409 

 

report No. 010-

MNRS/2013 dated 23rd -

07-2013. 

 The following 

accused, for violation of 

Section 23 (1)(a)(v) of 

D.A 1976: 

Muhammad Saeed, 

Managing Partner, 

M/s. Lahore Pharma 

 As per responsibility fixed 

by the ADC, show cause 

notices dated 21-04-2014 

& 16th May 2014 were 

issued to the firm. The 

case was placed before 

244th meeting of 

Registration Board which 

decided the case as 

under:- 

Decision:- 

 i. The accused of the firm 

were called for personal 

hearing, but they could 

not appear before the 

Board. The Board 

decided to defer the case 

and a final opportunity of 

personal. 

 Accused as identified by 

ADC Lahore has also 

been called for personal 

hearing accordingly. 

Decision:-  

Mr. Muhammad Saeed 

Ahmed, Managing Partner 

appeared before the Board. 

The Board decided as 

under:- 

i. The Registration Board 

Suspended the Registration 

of Gention Violet BPC 73, 

Registration No. 013403 for 

a period of six months. 
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ii. A comprehensive GMP / 

PSI inspection by a panel 

comprising of Director DTL 

Punjab, Lahore, DDG 

(E&M) Lahore and Area 

FID Lahore shall conduct 

and submit the report before 

to 246
th

 meeting of 

Registration Board. 

iii. The Board further 

decided to draw samples of 

other batches by FID and 

send them to CDL as per 

law. 

iv. The Board further 

decided that the firm will 

recall all the marketed 

batches of sub-standard 

drugs from distribution / 

sale outlets / institutional 

supplies if any and area FID 

shall take report from the 

firm and submit a 

compliance report to 

Chairman Registration 

Board. 

5. Furacare 

Suspension 

Batch No.021 

(Furazolidone) 

Mfg:- 03-13 

Exp:- 03-15 

 

F.N0 3-

02/2014-QC  

M/s Well Care 

Pharmaceutical 

Pvt Ltd Sargodha  

Sub-Standard with 

regard to pH  

Determined 4.71  

Limits 6.0 to 8.5 

Does not comply  

Challenged but after 

lapse of stipulated 

period, which is not 

tenable under 

Section 22(4) of 

Drug Act 1976.   

 

 

 The samples of Furacare 

Suspension Batch No. 

021, Manufactured by M/s 

Well Care 

Pharmaceuticals, 

Sargodha drawn by FID 

Lahore from manufacture 

premises on 04-09-2013, 

was declared Substandard 

vide Test Report 

No.LIP.719/2013 dated 

08-10-2013 by Federal 

Government Analyst. The 

firm has made request for 

appellate testing but as per 

FID‘s comments the 

request was time barred. 

The FID has identified 

following persons 
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responsible in the case. 

 

i. Malik Saeed Akhter,  

(Management Director) 

ii. Memoona 

Anwar,Quality Control 

Manager) 

 iii. Rai 

Muhammad Sarfaraz,

 (Production Manager) 

 As per responsibility fixed 

by the FID Lahore, show 

cause notice dated 06th May 

2014 were issued to the firm, 

and accused as identified by 

FID Lahore were personal 

hearing accordingly. 

 The case was placed 

before 244th meeting of 

Registration Board which 

decided the case as 

under:- 

―The accused of the firm were 

called for personal hearing, but 

they could not appear before 

the Board. The Board decided 

to defer the case and a final 

opportunity of personal 

hearing shall be given in next 

meeting of the Board‖ 

 Accused as identified by 

FID Lahore were called 

for personal hearing 

accordingly. 
 

Decision:- Mr. Malik Saeed 

Akhtar appeard before the 

Board. The Board decided as 

under:-  

i. Suspended the 

Registration of Furacare 

suspension Registration No. 

025000 for a period of six 

months. 
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ii. A comprehensive GMP / 

PSI inspection by a panel 

comprising of Chief Drug 

Inspector, Punjab, Lahore, 

DDG (E&M) Lahore and 

Area FID Lahore shall 

conduct and submit the 

report before 246
th

 meeting 

of Registration Board. 

iii. The Board further 

decided to direct FID  to 

draw samples of other 

batches by FID and send 

them to CDL as per law. 

iv. The Board further 

decided that the firm will 

recall all the marketed 

batches of sub-standard 

drugs from distribution / 

sale outlets / institutional 

supplies if any and area FID 

shall take report from the 

firm and submit a 

compliance report to 

Chairman Registration 

Board. 

6. Stearox 1ml  

Injection Batch 

No. H110112  

 

Mfg:-01-12 

Exp:-01-14 

 

(F.No.03-

25/2013 QC) 

M/s Gyton 

Pharmaceutical 

Lahore  

Sub-Standard 

With regards to:- 

i.   pH  

Determined 5.94 

Limit  7.0 to 8.5 

Does not comply 

with USP 34 

ii. Assay for 

Dexamethasone  

Phosphate 14.59% 

Limit 90% to 115% 

Not Challenged 

Batch No. H110112, 

 

The samples of Stearox 

Injection Batch No. H110112, 

Manufactured by M/s Guyton 

Pharmaceutical Lahore drawn 

by FID Karachi from Central 

Pharmacy of JPMC, Karachi 

on 26-02-2013, was declared 

Substandard vide test report 

No.261/2013 dated 03-04-

2013 by Federal Government 

Analyst. The FID has 

identified following persons 

responsible in the case. 

. Mr. Talat Ahmad 

Anjum  (Q.C In-charge) 
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Does not comply 

with USP 34 

.Muhammad Imran Khalil 

(Production In-charge) 

 As per procedure show 

cause notices was issued to 

the firm 20th February 2014 

and above accused, offering 

opportunity of personal 

hearing before the Drug 

Registration Board. They 

have also been called for 

personal hearing 

accordingly. 

 The case was placed 

before 244th meeting of 

Registration Board which 

decided the case as 

under:- 

 

 ―The accused of the firm were 

called for personal hearing, but 

they could not appear before 

the Board. The Board decided 

to defer the case and a final 

opportunity of personal 

hearing shall be given in next 

meeting of the Board‖ 

Accused as identified by FID 

Lahore has also been called for 

personal hearing accordingly. 

Decision:- Mr. Muhammad 

Salman Ali, Advocate High 

Court appeared on behalf of 

M/s Guyton Pharmaceutical 

Lahore. The Board did not 

accept power of Attorney on 

behalf of the firm. The 

Board decided the case as 

under:-  

i. The production of the 

injection Stearox 1ml 

Registration No. 040336 shall 

be stopped. One more 

opportunity of personal 
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hearing is granted with the 

direction that the 

Management and Technical 

Personnel shall appear 

before the Board failing 

which the ex-parte decision 

shall be taken. 

ii. The Board further 

decided that the firm will 

recall all the marketed 

batches of sub-standard 

drugs from distribution / 

sale outlets / institutional 

supplies if any and area FID 

shall take report from the 

firm and submit a 

compliance report to 

Chairman Registration 

Board. 

 

Case No.7: Deaths of persons allegedly due to consumption of cough syrup manufactured 

by M/S Ethical Laboratories (Pvt) Ltd and M/S Reko Pharmecal Laboratories Lahore 

Decision of 244
th 

 meeting of Registration Board:- 

The case of M/s Ethical laboratories Pvt Ltd and M/s Reko Pharmacal Lahore was 

appraised to the Board regarding their request received on 21-07-2014 with reference to the 

decision of the Board taken in 243rd meeting of Registration Board. The Board desired that a 

complete case may be presented before the Board highlighting all the previous background of 

the subject case so that decision may be taken accordingly. 

Decision of 243
rd

 meeting of Registration Board:- 

The Board discussed the case at length and decided as under:- 

In the light of report of committee. The case was briefed to the Board, Mr. Jamil Anwar 

highlighted that the facts have not been disclosed in the report and he informed the Board that 

report is incomplete and responsibility lie on both the firms. Mr. Sheikh Abdul Waheed and 

Khalid Saleem Mian, Directors /owners of M/s Ethical laboratories Pvt Ltd and M/s Reko 

Pharmacal Pvt Ltd respectively appeared before the Board for personal hearing. The Board 

after hearing the Owners/Directors in person decided that the case is lying before the 
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Honorable Islamabad High Court Islamabad and it being sub-judice, can not be discussed 

further till the decision of the Honorable Court.  

 

Brief case background: 

The Drug Registration Board in its 237
th

 meeting held on 26-02-2013 considered the case of 

M/s Ethical Laboratories Pvt Ltd and M/s Reko Pharmecal Laboratories in the light of 

recommendation of the Secretary, Provincial Quality Control Board (PQCB), Punjab and 

Central Licensing Board. It had been reported that Dextromethorphan Active Pharmaceutical 

Ingredients, Batch No.DMR-02-12-030, Manufactured by M/s Konduskar Laboratories (Pvt) 

Ltd. MIDC-India and drawn by Drug Inspector, Allama Iqbal Town, Lahore from the 

premises of  M/s Ethical Laboratories Lahore, has been declared sub-standard by the 

Government Analyst. Accordingly the products were suspended by the Drug Registration 

Board in its 237
th

 meeting and following decisions were taken by the August Board.  

While endorsing the ban on import from M/s Konduskar India, the Board 

recommended involvement of trade bodies and diplomatic channels for taking up the 

matter with the Indian authorities. 

Ministry of Commerce may be approached with the recommendation that a cautious 

approach may be adopted for granting most Favorite Nation (MFN) status to the 

India in view of the substandard imports. 

A committee with following composition is constituted to thoroughly investigate the 

matter and submit its finding and recommendations to the Board on priority basis. 

a. Representative from DRAP 

b. Representative from the Government of Punjab 

c. Two Experts in Pharmaceutical Sciences  

d. Any other co-optive member the committee may require  

 

Suspension of registration of Tyno SF Cough Syrup of M/s Reko Pharmacal till 

completion of investigation and decision by the competent forum.  

Suspension of registration of Dextromethorphan Cough Syrup and Cocil Syrup of M/s 

Ethical Labs till completion of investigation and decision by the competent forum. 

A committee comprising of the following members inspected the company in the light of letter 

dated 10-10-2013 . 

S.No Name Designation  

1. Syed Shaid Nasir  Member Appellate Board/Chairman 
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Committee 

2. Professor Dr. Bashir Ahmed  Member  

3. Professor Muhmmad S. Iqbal  Member 

4. Mr. Asim Rauf  DDG, Secretary/ Coordinator of the 

Committee  

5. Dr. Saif ur Rehman Kahttak  Member  

Conclusion of the Committee (Copy attached):. 

“The committee in its report based on to the facts, findings, review of documents, 

analysis of different reports and discussions based on scientific facts, the committee 

has reached the conclusion that suspected batches of the products i.e. Tyno SF cough 

syrup and Dextromethorphan cough syrup manufactured by M/s. Reko Pharmacal, 

Lahore and M/s Ethical laboratories Lahore respectively meet the Pharmacopoeal 

requirements, hence, these firms cannot be held responsible for the loss of precious 

lives which occurred in two incidents. The deaths are attributed to overdosing of 

Dextromethorphan and combining of other narcotic CNS depressants/noxious 

substances with the Tyno SF syrup and Dextromethorphan syrup” 

As claimed the firms have withdrawn their Petitions from the Honorable Islamabad 

High Court Islamabad. 

Decision:- Registration Board decided that Mr. Jamil Anwar Member of the Registration 

Board, Deputy Director General (E&M) Lahore & Islamabad will furnish the pending 

status of these petitions filed by M/s Ethical laboratories Pvt Ltd and M/s Reko Pharmacal 

Lahore for consideration of the Board in its up-coming meeting. 

 

Item No.IX  Medical Devices. 

Case No.1.         Relaxation in the condition of Drug (Labeling & Packaging) Rules, 1986. 

                M/s Johnson & Johnson Pakistan (Pvt) Ltd, Karachi has requested for relaxation 

in condition of Drug (Labeling & Packaging) Rules, 1986 i.e. Urdu version, Pak Registration 

Number and MRP of their already registered imported Prowler Micro Catheters (Registration 

No.074692).   

The firm has submitted that Prowler family of Micro Catheters being labeled as per the 

requirement of Medical Device directives 93/42, GHTF labeling recommendation. As Prowler 

Micro Catheters belongs to sterile sensitive class of medical device and it is supplied in sterile 

peel open packages after carrying out all recommended package integrity and sterility validation 

tests.  To ensure the sterility of product till it is received by key user, packaging qualification 
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testing is performed on all Prowler Micro Catheters which are packaged in a preformed tray, 

sealed in packaging pouch and placed in a folding carton.  The same sterilized pack being 

supplied in all International countries.  The firm has deposited the required fee for above 

mentioned product. 

 The firm has further submitted that the demand forecast of Prowler Micro Catheters in 

Pakistan is only 1% of the global supply, so it is not viable for their Principal manufacturer to 

produce country specific packs for such a small volume.  Therefore, the firm has requested for 

the following approval:- 

―That they may be allowed to import Prowler Micro Catheters in international 

packs provided that company will perform ink jet printing  of Urdu version, Pak 

Registration No. and maximum retail price at their locally licensed premises.‖  

Decision:  Registration Board deferred the case and decided to call the firm M/s Johnson 

and Johnson Pakistan (Pvt) Ltd, Karachi for personal hearing along with samples of the 

product in the forthcoming meeting of the Board. 

 

Case No.02.  Inspection of Manufacturer Abroad M/s Jiangsu Kanghua Medical 

Equipment  Co., Ltd., China. 

 The Registration Board in its 236
th

 meetings held on 20
th

 November, 2012 considered and 

approved the following medical devices of M/s a. Feroz & Co, Karachi subject to inspection of 

manufacturer abroad, local storage facility etc :- 

S. 

No 

Name of Importer and 

Manufacturer/Exporter 

Name of Medical 

Device (s)  

Shelf 

Life 

 

1. M/s. A. Feroz & Co.,  Karachi 

Manufactured by 

M/s. Jiangsu Kanghua Medical 

Equipment Co., Ltd., China. 

Star Disposable 

Infusion Set with 

Burette 

5years 

2. M/s. A. Feroz & Co.,  Karachi 

Manufactured by 

M/s. Jiangsu Kanghua Medical 

Equipment Co., Ltd., China. 

Star Disposable 

Blood Transfusion 

Set 

5years 
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 Accordingly the inspection of manufacturer abroad has been carried out by the panel 

comprising Mr. Abdul Rashid Shaikh, FID, Lahore and Mr. Babar Khan, ADC, DRAP, 

Islamabad on 23
rd &

 24
th

 June, 2014.   Remarks/observations of the panel of inspector are as 

under:- 

―The applicant M/s A Feroz & Co., Karachi mentioned the address of manufacturer in 

the form 5-A as “ M/s Jiangsu Kanghua Medical Equipment Co. Ltd, Sanhekou, 

Changzhou, Jiangsu, China” which was the approved site of manufacturing of applied 

products by SFDA, China.  But during inspection it was disclosed that the building of 

approved site is under renovation & the manufacturing of applied products is being 

done in the premises other than the approved site except QC and sterilization.  There 

were observations noticed which were conveyed to the manufacturer regarding Q.C. 

department.  The firm agreed to address these issues after completion of renovation. On 

the request of the firm (copy enclosed) to postpone the inspection till December, 2014, 

the inspection could not be concluded. The applicant agreed with the manufacturer’s 

request and committed to inform the DRAP for re-inspection of the manufacturer when 

the renovation will become completed.” 

   Furthermore, regarding the quality control department, the panel of inspectors have made 

following salient observations:- 

(i) Hot incubator and cold incubator were not found. 

(ii) Master formula not found.  

(iii) Needle sharpness test, spike penetration test, fluid speed test and sterility test, 

need to be upgraded. 

(iv) Batch history and SOPs need to improve. 

(v) Laboratory method not validated. 

 

 It is also submitted that the request of foreign manufacturer which is also signed by the 

importer is attached with inspection report.  The foreign manufacturer has stated that they are re-

building the cleaning shop at this moment so the production of infusion set with burette and 

blood transfusion set is temporarily moved to another medical device factory which was bought 

by their company.  After the 30,000 square meters large size cleaning workshop is finished on 

around December, 2014, the production of infusion set with burette and blood transfusion set 

will be moved inside new workshop.  The manufacturer has requested to postpone the inspection 

for the aforesaid products.  
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Decision:  Registration Board after detailed discussion decided to reject the above 

mentioned products due to the following reasons observed during the 

inspection of manufacturer:- 

(i) The approved site of manufacturing of applied products is M/s Jiangsu 

Kanghua Medical Equipment Co. Ltd, Sanhekou, Changzhou, Jiangsu, 

China but manufacturing of these products except QC and sterilization 

was being carried out on the premises other than the approved site.   

(ii) Hot incubator and cold incubator were not found. 

(iii) Laboratory method was not validated. 

(iv) Needle sharpness test, spike penetration test, fluid speed test and sterility 

test, need to be upgraded. 

(v) Master formula was not found. 

(vi) Batch history and SOPs needed improvement. 

 

 

Case No.3.         Inspection of Manufacturer Abroad M/s. Anhui Kangning Industrial 

(Group) Co., Ltd., Tianchang, Anhui China. 

       The Registration Board in its 236
th

 meetings held on 20
th

 November, 2012 considered 

and approved the following medical devices of M/s AAHS  Medical and Surgical Instrument 

Company, Hyderabad subject to inspection of manufacturer abroad, local storage facility etc :- 

S. 

No 

Name of Importer and 

Manufacturer/Exporter 

Name of Medical Device 

(s)  

Shelf 

Life 

1. M/s. AAHS Medical & 
Surgical Instrument Company, 
Hyderabad.  

Manufactured by 

M/s. Anhui Kangning 
Industrial (Group) Co., Ltd., 
Tianchang, Anhui China. 

Medx Invomed Disposable 

Infusion Set  

 

5 years 

2. -do- Medx Disposable Syringe 

(1cc, 2CC, 3CC, 5CC, 

10CC, 20CC) 

5 years 

 -do- Medx Disposable Syringe 

(30CC, 50CC, 60CC) 

5 years 
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 Accordingly the inspection of manufacturer abroad has been carried out by the panel 

comprising Mr. Abdul Rashid Shaikh, FID, Lahore and Mr. Babar Khan, ADC, DRAP, 

Islamabad on 16
th

 & 17
th

 June, 2014.  The panel has not recommended the products for 

registration on the basis of various observations. Remarks and observations of the panel of 

inspectors are as under:- 

“Remarks:  M/s AAHS Medical & Surgical Instrument Comopany, Hyderabad had 

applied for following 03 products from M/s Anhui Kangning Industrial (Group) Co., Ltd, 

Tianchang, Anhui, China:- 

(i) Medx Invomed Disposable Infusion Set 100ml & 150ml.  

(ii) Medx Disposable Syringe 1CC, 2CC, 3CC, 5CC, 10CC & 20CC.  

(iii) Medx Disposable Syringe 30CC, 50CC & 60CC. 

 

Observations:  The applicant when applied for above products mentioned the address of 

manufacturer as No.288 Erfeng South Road, Tianchang City, Anhui, China.  But  the 

manufacturer told that the approved site for manufacturing of above products has been 

changed from above mentioned address to  South of Latitude Three-Way, West of  

Longitude Four-Way, Economic Development Zone,Tianchang, Anhui, China. 

They have presented the evidence of approval of change of site (translated in English, 

copy attached) wherein both products were clearly mentioned showing that both would 

be manufactured in newly approved premises.  But during inspection, it was disclosed 

that:- 

(a) The applicant has not corrected/updated the address of manufacturer in 

form 5-A. 

(b) The applied Infusion Sets were being manufactured in the premises other 

than the approved site. 

(c) The applied disposable syringes were being manufactured at the approved 

site but a number of queries regarding sterilization process were asked 

which could not be replied appropriately. Further quality control testing 

show a number of flaws like Residual testing was not found being performed 

etc. 

(d) The firm has not developed Quality Assurance department   independently as 

they have no good concept about importance of quality assurance. 

 

 In view of above, the applicant has now requested to defer the above inspection and has 

desired time of 5-6 months for rectification of shortcomings related to:- 
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(a) Site transfer of Infusion Set. 

(b) Sterilization procedure. 

(c) QC testing. 

(d) QA. 

They assure that during the said time period, all above issues would be addressed 

appropriately.  They will inform for re-inspection after completion of said rectifications. 

The inspection report alongwith applicant’s request (copy attached) is submitted for 

further processing of the case.”    

 In the light of observations made by the panel of inspectors the importers in his request 

attached with the inspection report has explained that due to long course of time from submission 

of Form 5-A till inspection date, the address issue was over looked and they were unable to 

convey this to DRAP due to the fact that 100% transfer and operation of QC & QA is not 

functional yet.  They have requested to give 4-6 months time so that their transfer procedure and 

QA & QC departments will be operation again as per GMP standard and they shall update the 

DRAP for conducting re-inspection. 

Decision: Registration Board after detailed discussion decided to reject the above 

mentioned products due to the following reasons observed during the 

inspection of manufacturer:- 

“The applicant applied for above mentioned products with the address of 
manufacturer as No.288 Erfeng South Road, Tianchang City, Anhui, China 
which were approved by the Board subject to inspection of said premises but 
the manufacturer during inspection informed the inspection team that the 
regulatory authority of China i.e. Anhui Food and Drugs Administration, 
China has already granted the approval of change of manufacturing site  for 
manufacturing of above products from above mentioned site to new 
manufacturing site i.e. South of Latitude Three-Way, West of  Longitude 
Four-Way, Economic Development Zone,Tianchang, Anhui, China.  The 
manufacturer presented the English translated copy of approval of change of 
site. The applicant M/s. AAHS Medical & Surgical Instrument 
Company, Hyderabad did not inform the Board regarding this change 
of site.  Although Infusion Sets were still being manufactured in old 
premises but the regulatory authority of China has already approved the 
change of site.  The panel of inspectors did not recommend the products for 
registration.”   
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Case No.4.         Issuance of Registration Letters of Medical Devices for Import. 

 Medical devices for import are approved by the Registration Board subject to inspection 

of manufacturer abroad, verification of local storage facility etc as per policy.  As per practice in 

vogue, after inspection of manufacturer abroad, verification of local storage facility etc as per 

policy, the cases of medical devices for import are sent by the Medical Device section to 

Chairman Registration Board for approval of issuance of registration letter.   

 It is proposed that the Registration Board may endorse this practice of approval of 

Chairman Registration Board for issuance of registration letters of medical devices for import 

after completion of all codal formalities.   

Decision: Registration Board authorized its chairman to grant approvals for issuance of 

registration letters of medical devices for import after completion of codal 

formalities. 
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Item No.X Cases referred by Central Licensing Board  

Case No.01  Renewal of DML OF M/s. BF Bio Sciences, Lahore 

Central Licensing Board in 235
th

 meeting while discussing the case of renewal of DML 

of M/s. BF Bio Sciences, Lahore passed following orders in respect of Omega Injection 

(Omeprazole) with Reg. No. 067967:- 

―The Board was apprised by Licensing Division that the firm in its renewal 

application has mentioned that they have registration of Omeprazole at Biotech 

facility where as panel in the inspection report has mentioned that the firm has 

dedicated biotech manufacturing facility only. The Board in this regard advised to 

refer the case of registration of Omega Injection (Omeprazole) with Reg. No. 

067967 to Drug Registration Board for its consideration and further necessary 

action accordingly‖.  

Decision: Registration Board decided to issue show cause notice for de-registration of 

Omega Injection (Omeprazole), Reg. No. 067967. 

Case No.02 Renewal of Drug Manufacturing License - Change of Management of M/s. 

Shazal’s Pharma, Hattar. 

The Central Licensing Board in its 235
th

 meeting while considering the case of M/s. 

Shazal‘s Pharmaceuticals Hattar regarding change of management of the firm decided as under:-  

The firm shall apply afresh for grant of DML after surrendering License and Inspection 

Book to Central Licensing Board and immediately stop production till re-grant of the 

DML as previous DML stands invalid due to rejection of application for renewal of 

DML.  

The Board waived off the condition of site verification and directed for fresh panel 

inspection on receipt of application on prescribed Form-1 along with all its pre requisites 

thereof.  

The same DML No. shall be granted as and when approved by the CLB.  
 

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations as DML is invalid. 
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Case No.03 Renewal of Drug Manufacturing License of M/s. Sacred Pharma (Pvt.) Ltd, 

Sheikhupura 

The Central Licensing Board in 235
th

 meeting while discussing the case of belated 

renewal application of M/s. Sacred Pharma, (Pvt.) Ltd; decided as under:- 

a. The firm shall be conveyed that their DML is no more valid under Rule 5(3) of Drugs 

(Licensing, Registering & Advertising) Rules 1976.  

b. The firm shall be given final opportunity of personal hearing in next meeting of CLB.  

c. The decision of CLB shall be conveyed through registered post and also through area 

FID.  

 

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations as DML is invalid. 

 

Case No. 04 Renewal of Drug Manufacturing License / GMP of M/s. Farmegia Pakistan 

Pvt. Ltd; Lahore. 

 

The Central Licensing Board in its 235
th

 meeting while discussing the case of renewal of 

Drug Manufacturing License of M/s. Farmegia Pakistan (Pvt.) Ltd; Lahore decided as under:-  

1.  On considering the inspection report of the panel of experts constituted by DRAP, 

Islamabad allowed resumption of production of M/s Farmegia Pakistan (Pvt) Ltd, 

Lahore in all sections except steroid products till availability of segregated 

facility.  

2.  The production in the steroidal section will remain suspended till the approval of 

the section by the Central Licensing Board.  

3.  The above decision would be conveyed to the Drug Registration Board.  

4.  The firm would be re-inspected within 03 months by a panel at the time of active 

production.  

 

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations of steroidal section. 

 

Case No.05  GMP inspection of M/s. British Pharma, Lahore 

 

The case of M/s. British Pharma, Lahore was placed before the Central Licensing Board 

in 235
th

 meeting for consideration. The Board after thorough discussion and keeping the facts on 

records has decided as follows:  

1.  Upholds the Board‘s previous decision of suspension of production activities till 
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the inspection by panel and final approval by Central Licensing Board.  

2.  Inspection by the following panel for verifying the improvements in the GMP 

compliance:  

a)  Mr. Ayaz Ali Khan, Chief Drug Controller/Member Central Licensing 

Board  

b)  Area FID, Lahore  

c)  ADC Lahore.  

3.  Resumption of Production shall be allowed after verification of the 

improvements made by the firm by the panel and final approval by the 

Central Licensing Board.  

 

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations as production activities are suspended by CLB. 

 

Case No.06 GMP inspection of M/s. Safina Pharmaceuticals (Pvt.) Ltd; Lahore 

While considering the case of M/s. Safina Pharmaceuticals (Pvt.) Ltd; Lahore the Central 

Licensing Board in its 235
th

 meeting after thorough discussion and keeping the facts on records 

has decided as follows:  

1.  On considering the inspection report of the panel of experts constituted by DRAP, 

Islamabad allowed resumption of production in General Tablet and General 

Antibiotic Tablet Sections only of M/s Safina Pharmaceuticals, Lahore.  

2.  The firm would be re-inspected within 03 months by a panel at the time of active 

production.  

(Re-inspection of the firm will be conducted after the firm submits compliance of 

the deficiencies pointed out in cream / ointment & cephalosporin section). 

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations of cream / ointment and cephalosporin section. 

 

Case No.07 M/s. Royal Group & Marion Labs; Karachi 

The Central Licensing Board in its 232
nd

 meeting held on 29
th

 – 30
th

 July, 2013 had 

decided to suspend DML of M/s. Marion Labs; Karachi for a period of six months. It was also 

decided to send recommendations to Registration Board for cancellation / suspension of 

registration of injection ―Marivell-5 (Dextrose 5 %) 500 ml‖ for manufacturing & supply of sub-

standard drug in the importing country.  
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The Central Licensing Board in its 235
th

 meeting again discussed the case and following 

decision were taken:-  

i)  A Committee/panel comprising the following members have been constituted to 

investigate the matter (M/s Royal Group, Karachi Vs M/s Marion Laboratories 

(Pvt) Ltd, Karachi for subject matter medicines exported to Rwanda and 

Tanzania) in depth and submit a report to the Board in the next meeting of CLB 

for consideration: 

a. Dr. A.Q. Javed Iqbal, Director (QA/LT), DRAP, Islamabad  

b. Chief Drug Inspector, Sindh  

c. Mr. Jawed Bukhari, Member CLB  

d. Area FID, Karachi  

ii)  The same panel will also inspect M/s Marion Laboratories (Pvt) Ltd, Karachi in 

order to check/verify the GMP compliance before resumption of production. 

Decision: Registration Board decided to wait for inspection report of panel constituted 

by CLB. 

Case No.08 Change of Management of M/s. Ambrosia Pharma, Islamabad. 

The Central Licensing Board in its 235
th

 meeting while considering the case of M/s. 

Ambrosia Pharma, Islamabad regarding change of management of the firm decided as under:-  

 The firm shall apply afresh for grant of DML after surrendering License and Inspection 

Book to Central Licensing Board and immediately stop production till re-grant of the 

DML as previous DML stands invalid due to rejection of application for renewal of 

DML.  

 The Board waived off the condition of site verification and directed for fresh panel 

inspection on receipt of application on prescribed Form-1 along with all its pre requisites 

thereof.  

 The same DML No. shall be granted as and when approved by the CLB.  

Decision: Registration Board decided to issue show cause notice for suspension of 

registrations as DML is invalid. 
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Case No: 09. Cancellation & Suspension of DML by Central Licensing Board. 

Central Licensing Board has taken decisions in its 235th meeting held on 15th May, 2014 as per following 

details:- 

Name of firm(s) Case Decision of CLB 

M/s Standard Drug 
Company, 
Hyderabad 

Manufacture 
and sale of 
adulterated and 
substandard 
Suspension 
Standardmol  

The Board decided to suspend the Oral 
Syrup / Liquid Section of the firm for three 
month 

 

Decision: Registration Board decided to get updated status of DML from Licensing 

Division as 03 months have been passed for suspension of DML. 
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Item No. XI. Approval of clinical trial- Tranexamic acid for the treatment of significant 

traumatic brain injury: an international randomized, double blind placebo controlled trail. 

The subject trial is labeled as ‗The CRASH-3 Trial‘ with a short title ―Clinical 

randomization of an anti-fibrinolytic in significant head injury‖. It is Phase 3 trial organized by 

an international academic group and sponsored and coordinated by the London School of 

Hygiene and Tropical Medicine (University of London). The trial will be conducted under the 

supervision of Prof. Anjum Vohra, Prof. Rashid Jooma and Prof. Rizwana Chaudhary.  

1. Traumatic brain injury (TBI) is the leading cause of death and disability in young adults 

around the world. Road crashes are a significant contributor to the injury burden and the Global 

Status Report on Road Safety estimates that approximately 41000 persons die each year on the 

roads of Pakistan; the contribution of head injury is 60%. Intracranial haemorrhage is the most 

important and lethal complication of head injury. It has increasingly been appreciated that 

haemorrhage may be delayed beyond initial presentation and any treatment such as tranexamic 

acid (TXA), which attenuates post traumatic haemorrhage, could potentially be of benefit in 

traumatic brain injury.  

2. The aim of the trial is to provide reliable evidence about the effect of tranexamic acid on 

mortality and disability in patients with TBI. The effect of TXA on the risk of vascular occlusive 

events and seizures will also be assessed.  

3. The possible primary outcome is death in hospital within 28 days of injury. The 

secondary outcomes are vascular occlusive events, stroke, disability assessed under the disability 

rating scale and patient oriented outcome measures, seizures, neurosurgical intervention, days in 

intensive care and other adverse events. If the treatment with TXA was found to have a 

beneficial effect on patient outcomes after traumatic brain injury, this would have major 

implications for clinical care and be a finding of major public health importance for a country 

such as Pakistan.  

4. The trial was sent to the five experts for the expert opinion. The comments received are 

placed below: 

S # Name of Experts Comments of Experts 

1 Prof. Dr. Naqeeb Ullah,  

Neurosurgeon, Bolan 

In my opinion the Principal Investigator may be 

allowed to conduct the study. However we may 
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Medical College, Quetta. constantly review the trial and change the 

strategy if the results are found unsatisfactory 

during the course of trial. It is further stated that 

Neurosurgical colleagues from other 

Neurosurgical Centers particularly from Karachi 

and Lahore may be taken on board for this trial 

and NOC may be sought from respective 

provincial government authorities to conduct the 

study. 

2 Prof Dr. Arif Malik, 

Neurosurgeon, Army 

Medical College, 

Rawalpindi. 

I have carefully studied the trial protocols and I 

am of opinion that Principal Investigator should 

be allowed to conduct the said clinical trial 

(Phase-3) in Pakistan.  

3 Latif Sheikh 

Director Pharmacy 

Services, 

Aga Khan University 

Hospital 

Karachi. 

Tranexamic Acid use for the indication has been 

documented in the clinical indications as 

stipulated in the summary document. As it is a 

drug approved worldwide therefore would be fair 

to assume its safety is established. As I received 

only the summary documents therefore it is 

understood that compliance with the informed 

consent has been established in the primary 

protocol and IRB /ERC approvals are 

documented. 

4 Prof. Dr. Khaliq-uz-

zaman, Neurosurgeon, 

PIMS, Islamabad. 

Awaited 

5 Prof. Dr. Tariq 

Mehmood, 

Neurosurgeon, PIMS, 

Islamabad 

Awaited  

  

5. The case is submitted before the Registration Board for consideration of the clinical trial 

and to permit import of following drugs: 

 Drug (s) Manufactured by Quantity 

1 Tranexamic 

Acid 500mg 

M/s Pfizer Ltd., UK 4000 x 500mg ampoules packed in 250 

boxes (each box contain 8 separate 

treatment packs and each pack will 

contain 4 x 500 mg ampoules). 

2 Placebo 

(Sodium 

Chloride 0.9%) 

South Devon Healthcare 

NHS Trust, Kemmings 

Close, Paignton, Devon 

4000 x 500mg ampoules packed in 250 

boxes (each box contain 8 separate 

treatment packs and each pack will 

contain 4 x 500 mg ampoules). 
 

Decision: Registration Board approved above clinical trial. 
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Item No:XII Supplementary Agenda. 

Registration-II 

Case No.01 Transfer of registration from import to local manufacturing on contract 

manufacturing basis 

Following firms have requested for transfer the registrations from import to local 

manufacturing under contract manufacturing arrangements as mentioned against each. Details 

are as under:- 

S. 

No. 

Name of 

applicant 

Reg. 

No. 

Name of Drug(s) 

 

Existing Import 

Manufacturer(s) 

Proposed 

Contract 

Manufacturer 

(s) 

1 M/s Allied 

Distributors, 

Karachi 

022667 Mecomin Injection 

500mcg 

(Mecobalamin) 

M/s Myungmoon 

Pharm. Co. Ltd, 

South Korea  

M/s Ray Pharma, 

Karachi. 

2 M/s Akhai 

Agencies, 

Karachi 

 

012843 Stigma 2.5mg 

Injection 

(Neostigmine 

Methylsulphate) 

M/s Hameln 

Pharmaceuticals, 

Germany 

M/s Ray Pharma, 

Karachi. 

 

Firms have furnished following information to support their request.  

 Registration dossier on Form -5   

 Original consent of M/s Ray Pharma, Karachi 

 Renewal status from RRR Section  

 Copy of Registration letter  

 Inspection report of M/s Ray Pharma, Karachi  

 Fee @ Rs.50,000/- for each product for the purpose 

 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 
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Case No.02 Deferred drugs  

(a) M/s Medisure Labs, Karachi – Medinase Tablets  
 

The Registration Board in 215
th

 meeting deferred for consideration of review committee 

of following drug of M/s Medisure Labs, Karachi. 

S. No Name of drug(s) & Composition Proposed 

Pack size 

Demanded Price 

1 Medinase Tablets 

Each film coated tablet contains:- 

Valine (Ph. Eur). ………..135mg 

L-Methionine (USP) ……90mg 

Leucine (Ph. Eur) ………90mg 

Tyrosine (USP) …………75mg 

Phenylalanine (Ph.Eur) …70mg 

Lysine Acetate Corresponding to 

Lysine (USP) ………….65mg 

Threonine (USP) ……..65mg 

Isoleucine (Ph.Eur) ……60mg 

Histidine (Ph. Eur) ……45mg 

Tryptophan (USP) …….25mg 

(Essential Amino Acids) 

 

100‘s Rs.2600.00 

 

Later on scrutiny of registration data reveals that the above formulation is already 

registered for M/s Genome Pharmaceuticals, Hattar under the brand name ― Keto-Alfa ‖ Reg. 

No.076807. 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 

b. M/s Getz Pharma, Karachi 

Registration Board in its 241
st
 meeting deferred following registration applications of M/s 

Getz Pharma, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form 

  

Decision 
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1 Xalto Tablets 

Each film coated tablet  

contains: 

 Rivaroxaban 

(M.S)…15mg 

(Anticoagulant) 

10‘s 

30‘s 

 

Rs.15,000/- 

Rs.45,000/- 

1.22-04-

2013 

692 

Rs.20,000/- 

 

2.13-05-

2013 

Rs.40,000/- 

 

Deferred 

being new 

drug. RB 

advised to 

apply on 

Form 5-D 

with 

differential 

fee of 

Rs.90,000/- 

2. Xalto Tablets 

Each film coated tablet  

contains: 

Rivaroxaban 

(M.S)…....…20mg 

(Anticoagulant) 

 

10‘s 

30‘s 

 

 

Rs.20,000 

Rs.60,000 

1.22-04-

2013 

693 

Rs.20,000/- 

2.13-05-

2013 

Rs.40,000/- 

-Do- 

 

Later on scrutiny of registration data reveals that the above formulations are already 

registered for M/s Bayer Pakistan, Karachi under the brand name ― Xarelto 15mg Tablets‖ Reg. 

No.072540 name ― Xarelto 30mg Tablets‖ Reg. No.072550 . 

Decision: Registration Board approved registration of above products.  

c. Pharmatec Pakistan (Pvt.) Ltd, Karachi 

Registration Board in its 236
th

 meeting deferred following registration applications of 

M/s Pharmatec Pakistan (Pvt.) Ltd, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Remarks 

1 Rovas Plus 5mg Tablet 

Each tablet contains: 

Rosuvastatin calcium eq. to 

Rosuvastatin……….5 mg 

Fenofiberate …...145 mg 

(Cardiovascular ) 

10‘s Rs.1500/- 07-05-2012 

Dy.No.831 

Form-5 

Rs.8000/- 

20-11-2014 

Rs.52000/- 

Deferred 

being new 

formulation

& 

application 

on Form5D 
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Now firm has provided applications on Form 5-D along with remaining fee Rs.90000/- for 

the purpose. 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 

d. M/s Medisure Labs, Karachi 

The Registration Board in 237
th

 meeting deferred for following drugs of M/s Medisure 

Labs, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. 

& Form  

Decision 

a Exzium 40mg Infusion  

Each vial contains: 

Esomeprazole 

sodium42.5mg eq. to 

Esomeprazole…….40 mg 

(Sulphinyl Benzimidazol) 

Vial  As per PRC 01-2-2013 

Dy.No.108 

Form-5 

Rs.20,000/- 

Deferred for 

clarification 

whether 

lyophilizatio

n procedure 

is 

mandatory 

/required for 

such 

formulation 

or not 

b Pantop Infusion  

Each vial contains: 

Pantoprazole as sodium 

sesquihydrate……..40 mg 

(H/K Atpase proton pump 

inhibitor) 

Vial  As per PRC 13-2-2013 

Dy.No.259-

A 

Form5 

13-2-3013 

Rs.20,000/- 

Deferred for 

clarification 

whether 

lyophilizatio

n procedure 

is 

mandatory 

/required for 

such 

formulation 

or not 

c Xopra Infusion 

Each vial contains: 

Omeprazole as 

sodium………….. 40 mg 

Vial  As per PRC 13-2-2013 

Dy.No.259                                                                                                

Form5 

13-2-3013 

-do-  
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(H/K Atpase proton pump 

inhibitor) 

Rs.20,000/- 

 

Now firm has informed that various Pakistani pharmaceutical units have already import 

Esomeprazole, Pantoprazole and Omeprazole raw material from M/s Rajistan Antibiotics, India. 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 

e. M/s W. Woodward Pakistan (Pvt.) Ltd, Karachi – Paedicare – 90 

Registration Board in its 215
th

 meeting deferred following registration application of M/s 

W. Woodward Pakistan (Pvt.) Ltd, Karachi for reason mentioned in last column.   

S.No. Name of drug(s) & 

Composition 

Proposed 

Pack size 

Demanded 

Price 

Remarks 

1 Paedicare 90 Solution 

Each 500ml solution 

contains:- 

Sodium Chloride..1.3gm 

Trisodium Citrate  

Dihydrate……….. 1.45gm 

Potassium  

Chloride ………...0.75gm 

Glucose  

Anhydrous …….6.75gm 

(Oral Rehydrant) 

500ml Rs.60.00 Approved 

subject in 

conformatio

n of WHO 

recommend

ed 

formulation. 

 

Now firm has submitted as under:- 

 Above mentioned formulation (low osmolarity oral electrolyte solution) is the same as 

recommended by WHO & UNICEF 

 Same formulation has already been granted to M/s Atco Labs, Karachi with the brand 

name of  “New Low Osmolar ORS” Low osmolarity O.R.S (The WHO recommended new 

O.R.S Formulation for the restoration of fluid in diarrhea), Reg. No.045416 (Each sachet 

contains:- Sodium Chloride ....1.3gm, Potassium Chloride ...0.75gm, Trisodium Citrate 

Dihydrate 1.45gm, Glucose Anhydrous ….6.75gm) to be dissolved in 500ml of cool 

boiled water   

 

Decision: Registration Board advised to scrutinize application in light of checklist 

approved by Registration Board. 
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f. M/s Lisko Pharmaceuticals (Pvt.) Ltd, Karachi- Deferred for GMP. 

Registration Board in its 229
th

 meeting deferred following registration application of M/s 

Lisko Pharmaceuticals (Pvt.) Ltd, Karachi for reason mentioned in last column.   

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form 

Decision  

Amarox Tablet 1mg 

Each tablet contains:- 

Glimepiride ……..1mg 

(Sulphonylurea / Oral 

hypoglycaemics) 

 

10‘s Rs.9.00 

(Per tablet) 

04-03-2010 

349 

Form-5 

Rs.8000/- 

14-04-2014 

Rs.12000/- 

 

Deferred for 

GMP inspection 

Amarox Tablet 2mg 

Each tablet contains:- 

Glimepiride ……..2mg 

(Sulphonylurea / Oral 

hypoglycaemics) 

 

10‘s Rs.17.00 

(Per tablet) 

04-03-2010 

350 

Form-5 

Rs.8000/- 

06-05-2014 

Rs.12000/- 

 

 

-do- 

Amarox Tablet 3mg 

Each tablet contains:- 

Glimepiride ……..3mg 

(Sulphonylurea / Oral 

hypoglycaemics) 

 

10‘s Rs.25.00 

(Per tablet) 

04-03-2010 

351 

Form-5 

Rs.8000/- 

06-05-2014 

Rs.12000/- 

  

-do- 

Amarox Tablet 4mg 

Each tablet contains:- 

Glimepiride ……..4mg 

(Sulphonylurea / Oral 

hypoglycaemics) 

 

10‘s 

 

Rs.33.00 

(Per tablet) 

04-03-2010 

352 

Form-5 

Rs.8000/- 

06-05-2014 

Rs.12000/- 

 

-do- 
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Now firm has deposited remaining fee @ Rs.12,000/- for each product and furnished GMP 

Inspection report dated 02-12-2013 conducted by Area FID, DRAP, Karachi 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 

g. Registration of Nalbuphine and Tramadol. 

  Registration Board in its 236
th

 meeting held on 20
th

 November, 2012 had decided 

that since Nalbuphine and Tramadol are not controlled drugs as per INCB regulation. So the 

Board will not consider these cases in light of controlled drug guidelines. However to avoid 

misuse potential, their procurement and manufacturing record shall be strictly maintained and 

submitted in quadruplicate under Rule 30 (6) of Drugs (Licensing, Registering and Advertising) 

Rules, 1976 to the E&M (Evaluation of Monitoring) Department of DRAP. 

  In light of above decision for registration of Tramadol containing product of 

following firm was pending for decision. Firm has deposited the remaining fee @ Rs.12000/-  as 

per revised schedule for fees. Details are as under:- 

S. No. Name of firm Name of Drug(s) Pack MRP Decision 

 

1.  M/s Medisure 

Labs, Karachi 

Namadol Injection 

Each ml contains:- 

Tramadol HCl …………50mg 

 

5 ampoule As per PRC Deferred 

due to 

narcotic 

policy 

(M-234) 

 

Decision: Registration Board deferred the case for scrutinization of registration 

applications as per check list. 

h. M/s Standard Drug Company, Hyderabad. 

 Registration Board in its 236
th

 meeting deferred following registration application of M/s 

Standard Drug Company, Hyderabad for reason mentioned in last column.   

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form 

Decision  
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Plycin Cream  

Each gm contains: 

Neomycin Sulphate……2500IU 

(Antibacterial) 

 

As per 

SRO 

As per 

SRO 

27-04-2010 

Dy.No.890 

Form-5  

Rs.8000/- 

10-10-2012 

Rs.12000/- 

Deferred for 

confirmation of 

strength 

Now firm has deposited remaining fee @ Rs.12,000/- for the purpose and submitted 

following revised formulation with pack:- 

Polycin Cream  

Each gm contains: 

Neomycin Sulphate USP ……5mg 

 

Decision: Registration Board discussed that as firm has requested for major variations 

in application i.e. change in API, which is not acceptable. Thus the Board rejected the 

application. 

i. M/s Standard Drug Company, Hyderabad. 

 Registration Board in its 236
th

 meeting deferred following registration application of M/s 

Standard Drug Company, Hyderabad, Karachi for reason mentioned in last column.   

Name of drug(s) & Composition Proposed 

Pack size 

Demanded 

Price 

Date of 

application, 

Diary No. & 

Form 

Decision  

Fero-F Tablet 

Each chewable tablet contains: 

Ferrous Fumarate .150mg 

Folic Acid ………0.5 mg 

(Anti-Anaemic) 

30‘s 

100‘s 

1000‘s 

As per 

SRO 

27-04-2010 

Dy.No.881 

Form-5  

Rs.8000/- 

10-10-2012 

Rs.12000/- 

Deferred for 

review of 

formulation for 

chewable dosage 

form 

Now firm has deposited remaining fee @ Rs.12,000/- for the purpose and submitted 

following revised formulation:- 

Fero-F Tablet 

Each tablet contains: 

Ferrous Fumarate …………….150mg 

Folic Acid ……………………0.5 mg 

(Anti-Anaemic) 

Decision: Registration Board discussed that as firm has requested for major variations 

in application i.e. change in dosage form, which is not acceptable. Thus the Board rejected 

the application. 
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Registration-IV 

Case No: 03.  Cases referred by Pricing Division. 

 

Drug Registration Board in 241
st
 meeting approved the following drugs and referred to 

Pricing Section for fixation of price. Pricing Section referred back the case with the remarks 

mentioned against each:-  

 

The cases at serial No.1 & 3 were deferred in view of inconsistency in the available 

strengths of the above mentioned combinations of Alfacalcidol and calcium carbonate. These 

combinations are available in variable strength. However, item No.2 has been already approved 

in favor of M/s. Aries Pharmaceutical Hayatabad Peshawar and M/s. Schazo Pharma, Lahore.  

Since it is a very commonly used combination and already been registered. 
   

 

Decision: Registration Board deferred case for deliberation in forthcoming meeting. 

M/s. Welwrd 

Pharmaceutica, 

Hattar  

Acal Plus Tablets  

Each tablet contains:-  

Alfacalcidol…….…..0.25 μg (10 

I.U.)  

Calcium Carbonate ≡ Calcium  

10‘s  As Per 

SRO  

Deferred  

M/s. Onyx 

Pharmaceutical 

Mansehra  

Alfanyx-D Tablets  

Each tablet 

contains:-  

Alfacalcidol....0.5 

μg (20.I.U.)  

Calcium carbonate  

≡  
 

Alfanyx-D Tablets  

Each tablet contains:-  

Alfacalcidol....0.5 μg (20.I.U.)  

Calcium carbonate  

≡ Calcium (element)…..400 mg  

(Vitamin D analogue)  

3x10‘s  

 

As Per 

SRO  

 

Deferred  
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Registration V 

Case No.04: Change in Formulation/ Terminology from Sustained Release to Extended 

Release - M/s. A’raf (Pvt.) Ltd, Lahore. 

Registration Board in its 242
nd

 meeting approved the following products of M/s. A‘raf 

(Pvt.) Ltd; Lahore:- 

S. No. Name of Drug(s) Form and fee Available brands Decision of 

Board 

1. Zaxine SR 37.5mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Venlafaxine (as 

HCl) (B.P)….37.5mg 4. 

(antidepressant) 

1. Form 5 2. Fast 

Track 3. As per 

SRO/2x10‘s 4. 30-

7-2013, (9193) 5. 

30-7-2013 

(Rs.60000/-) 

1.B.P 2.Faxine SR 

(Amarant) Tab SR 

37.5mg (R. No. 

055879) 

Approved 

2. Zaxine SR 75mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Venlafaxine (as 

HCl) (B.P)….75mg 4. 

(antidepressant) 

1. Form 5 2. Fast 

Track 3. As per 

SRO/2x10‘s 4. 30-

7-2013, (9197) 5. 

30-7-2013 

(Rs.60000/-) 

1.B.P 2.Velax 

(Zaka Healthcare) 

Tab XR 75 mg 

Approved 

3. Zylexx SR 300mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Bupropion HCl 

(U.S.P) …300mg 4. 

(antidepressant) 

1. Form 5 2. Fast 

Track 3. As per 

SRO/2x10‘s 4. 30-

7-2013, (9198) 5. 

30-7-2013 

(Rs.60000/-) 

1.U.S.P 2.Butrin 

XL (Genetics) 

300mg 

Approved 

4. Ziapine SR 300mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Quetiapine (as 

fumarate)….300mg 4. 

(Dibenzothiazepine Drug) 

1. Form 5 2. Fast 

Track 3. As per 

SRO/1x10‘s 4. 30-

7-2013, (9195) 5. 

30-7-2013 

(Rs.60000/-) 

1.Manufacturer‘s 

2.Evokalm XR 

Tab(PharmEvo) 

300mg 

Approved 

5. Ziapine SR 200mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Quetiapine (as 

Fumarate) …. 200mg 4. 

(Dibenzothiazepine Drug) 

1. Form 5 2. Fast 

Track 3. As per 

SRO/1x10‘s 4. 30-

7-2013, (9201) 5. 

30-7-2013 

(Rs.60000/-) 

1.Manufacturer‘s 

2.Evokalm XR 

Tab(PharmEvo) 

200mg 

Approved 

6. Ziapine SR150mg 2. Oral 

Tablets 3. Each film coated 

sustained release tablet 

contains:- Quetiapine (as 

1. Form 5 2. Fast 

Track 3. As per 

SRO/1x10‘s 4. 30-

7-2013, (9206) 5. 

1.Manufacturer‘s 

2.Qusel XR 

Tab(Hilton) 

150mg 

Approved 
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fumarate)….150mg 4. 

(Dibenzothiazepine Drug) 

30-7-2013 

(Rs.60000/-) 

 

While issuing the registration letters, it was noticed that the price of XR formulations of 

all above drugs was available whereas the price in the SR formulation was not available. 

Therefore, case was referred to pricing Division for price fixation. The case was included in the 

agenda of 9
th

 Drug Pricing Committee (DPC) for fixation of price; however minutes of the said 

DPC have not been approved so far and as a result registration letter  have not been issued. 

Pricing division is of the opinion that as per existing practice, they fix the price of SR and XR 

forms separately.  

Now the firm has submitted a request stating that they want to change 

terminology/formulation of their products from SR to XR, as in BP and USP these terms are 

completely interchangeable and dissolution profile & formulation is exactly the same as that of 

originator. The firm has also submitted fee of Rs: 20000/ for each of above products.  For proof 

they have provided following references:-British Pharmacopeia (BP) 2013 Glossary monograph 

1502 explains a prolonged released and extended-released dosage form of tablets as equivalent 

terms. 

 United State Pharmacopeia (USP 36) 2013 page no 870 (1151) pharmaceuticals 

Dosage Forms also clearly explain expression such as ―Prolong released‖, 

―Repeat action‖ and ―Sustain release‖ and extended-released dosage form of 

tablets are same interchangeable. 

Comments of the Pharmaceutical Evaluation Cell (PEC) were sought in the matter. The 

Incharge PEC is of the opinion that the term like control release, extended release and sustained 

release all interchangeable terms. Therefore, PEC has recommended the request of the firm for 

change SR to XR may be accepted since their XR formulation is same the SR formulation.  

Decision: Registration Board discussed the case in detail and agreed that XR and SR 

terminologies are synonymous as per pharmacopeial references. Therefore these 

terminologies can be used interchangeably and this shall have no impact on the quality of 

the product. Therefore, the Board acceded to the request of the firm for change of 

terminology from SR to XR for above products. 
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Case No:05. Registration applications of New License. 

Evaluator II 

S 

No 

Name and address 

of manufacturer / 

Applicant 

Brand Name 

(Proprietary 

name + Dosage 

Form + Strength) 

Composition 

Pharmacological 

Group 

Finished Product 

Specification 

Type of 

Form 

Initial date, 

diary 

Fee 

including 

differential 

fee 

Demanded 

Price / Pack 

size 

Remarks on the 

formulation (if any) 

including  

International status 

in stringent drug 

regulatory agencies 

/ authorities 

Me-too status 

GMP status as 

depicted in latest 

inspection report 

(with date) by the 

Evaluator 

Decision 

1.  M/s. Cibex 

(Private) Ltd. 

F-405, SITE, 

Karachi 

 

Tablet Section 

(Antibiotic) 

Britto 250mg 

Tablet 

Each film coated 

Tablet contains: 

Ciprofloxacin HCl 

equivalent to 

Ciprofloxacin 

…250mg 

(Antibiotic) 

(USP Specs) 

Form-5 

30-04-2014 

(579) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Ciproxin 

(Bayer) 

 

Ciproxin (Bayer) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

Approved. 

2.  -do- Britto 500mg 

Tablet 

Each film coated 

Tablet contains: 

Ciprofloxacin HCl 

equivalent to 

Ciprofloxacin 

…500mg 

(Antibiotic) 

(USP Specs) 

Form-5 

30-04-2014 

(578) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Ciproxin 

(Bayer) 

 

Ciproxin (Bayer) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

3.  -do- Alves 250mg 

Tablet  

Each film coated 

Tablet contains: 

Levofloxacin…25

Form-5 

30-04-2014 

(561) 

Rs.20,000/- 

As per 

BNF: Tavanic 

(Sanofi) 

 

Tavanic (Sanofi) 

 

Approved. 
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0mg 

(Antibiotic) 

(USP Pending 

Specs) 

SRO/10 

Tablets 

Grant of DML 

recommended  (22-

10-2013) 

4.  -do- Alves 500mg 

Tablet 

Each film coated 

Tablet contains: 

Levofloxacin 

…500mg 

(Antibiotic) 

(USP Pending 

Specs) 

Form-5 

30-04-2014 

(560) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Tavanic 

(Sanofi) 

 

Tavanic (Sanofi) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

5.  -do- Klegg 250mg 

Tablet 

Each film coated 

Tablet contains: 

Clarithromycin…2

50mg 

(Antibiotic) 

(USP Specs) 

Form-5 

30-04-2014 

(575) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Klaricid 

(Abbot) 

 

Klaricid (Abbot) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

6.  -do- Zanopine 200mg 

Tablet 

Each film coated 

Tablet contains: 

Rifaximin 

(B.P)…200mg 

(Antibiotic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(576) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Xifaxanta 

(Norgine)  

 

Nimixa (Getz 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

7.  -do- Zanopine 550mg 

Tablet 

Each film coated 

Tablet contains: 

Rifaximin 

(B.P)…550mg 

(Antibiotic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(577) 

Rs.20,000/- 

As per 

SRO/10 

Tablets 

BNF: Xifaxanta 

(Norgine)  

 

Nimixa (Getz 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

 

Approved. 



 

Minutes 245th Meeting Registration Board   342 

 

8.  -do- Midzo 400mg 

Tablet 

Each film coated 

Tablet contains: 

Moxifloxacin HCl 

(BP) equivalent to 

Moxifloxacin…40

0mg 

(Anti-Biotic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(557) 

Rs.20,000/- 

As per 

SRO/5 

Tablets 

BNF:Avelox 

(Bayer) 

 

Abomox (Abbott 

Laboratories) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

9.  -do- Maclid 400mg 

Tablet 

Each film coated 

Tablet contains: 

Linezolid 

…400mg 

(Antibiotic) 

(USP Pending) 

Form-5 

30-04-2014 

(572) 

Rs.20,000/- 

As per 

SRO/12 

Tablets 

Not confirmed 

 

Lyzon (Getz 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s . 

Firm provided 

reference of 

Bangladesh for proof 

of international 

availability. 

Deferred for review by 

the Review Committee. 

10.  -do- Maclid 600mg 

Tablet 

Each film coated 

Tablet contains: 

Linezolid…600mg 

(Antibiotic) 

(USP Pending) 

Form-5 

30-04-2014 

(573) 

Rs.20,000/- 

As per 

SRO/12 

Tablets 

BNF: Zyvox 

(Pharmacia) 

 

Lyzon (Getz 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

11.  M/s. Cibex 

(Private) Ltd. 

F-405, SITE, 

Karachi 

 

Cimora 20mg 

Capsule 

Each Capsule 

contains: 

Form-5 

30-04-2014 

(625) 

Rs.20,000/- 

BNF: Nexium 

(AstraZeneca) 

 

C-ESO (Crown 

Deferred for 

rectification of 

following observation: 
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Capsule Section 

(General) 

Esomeprazole 

Magnesium 

Trihydrate enteric 

coated pellets 

equivalent to 

Esomeprazole…2

0mg 

(Anti-Ulcerant) 

(Manufacturer‘s 

Spec.s) 

 

As per 

SRO/14 

Capsules 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Firm has 

submitted fee of Rs. 

20,000/- while some 

documents of 

Glukem 

Pharmaceuticals (P) 

Ltd Plot # 205/2A, 

1
st
 Floor , IDA, 

Phase-II, 

Cherlapally, 

Hyderabad-500051 

AP, India has been 

given. Legalized and 

Valid Copy of GMP 

certificate of 

manufacturer of 

Pellets; Certificate of 

Analysis, stability 

studies according to 

zone of Pakistan of 

Pellets are required.  

1. Fee for import. 

2. Legalized and Valid 

GMP  

3. Certificate of 

Analysis 

4. Stability Studies 

according to zone 

assigned to Pakistan. 

12.  -do- Tarnat 2mg 

Capsule 

Each Capsule 

contains: 

Tizanidine HCl 

equivalent to 

Tizanidine…2mg 

(Muscle Relaxant) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(626) 

Rs.20,000/- 

As per 

SRO/10 

Capsules 

FDA: Zanaflex 

(Acorda 

Therapeutics Inc.) 

 

Tizan (Neutro 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

13.  -do- Cibra Swift 

20mg/1100mg 

Capsule 

Each Capsule 

Form-5 

30-04-2014 

(659) 

Rs.20,000/- 

FDA: Zegerid 

(Santarus Inc.) 

 

Bimep (SPL 

Deferred for review by 

the Review Committee 

along with change in 

brand name. 
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contains: 

Omeprazole 

…20mg 

Sodium 

Bicarbonate 

…1100mg 

(Anti-Ulcerant) 

(Manufacturer‘s 

Spec.s) 

As per 

SRO/14 

Capsules 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Formulation is 

under review by the 

review committee. 

14.  -do- Cibra Swift 

40mg/1100mg 

Capsule 

Each Capsule 

contains: 

Omeprazole 

…40mg 

Sodium 

Bicarbonate…110

0mg 

(Anti-Ulcerant) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(623) 

Rs.20,000/- 

As per 

SRO/14 

Capsules 

FDA: Zegerid 

(Santarus Inc.) 

 

Omrel (Well & Well 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Formulation is 

under review by the 

review committee. 

Deferred for review by 

the Review Committee 

along with change in 

brand name. 

15.  -do- Cimora-D 40mg+ 

30mg Capsule 

Each Capsule 

contains: 

Esomeprazole 

Magnesium 

Trihydrate 

equivalent to 

Esomeprazole…4

0mg 

Domperidone 

…30mg 

(Anti-Ulcerant) 

(Manufacturer‘s 

Spec.s)  

Form-5 

 

30-04-2014 

(628) 

Rs.20,000/- 

As per 

SRO/14 

Capsules 

Not confirmed  

 

Esdom (Everest 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Firm provided 

reference of India for 

proof of international 

availability. 

2. In Master 

formulation 

Esomeprazole has 

Deferred for review by 

the Review 

Committee. 
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been given in enteric 

coated Pellets form.  

3. Formulation is 

under review by the 

review committee. 

16.  -do- Jamar 40mg 

Capsule 

Each Capsule 

contains: 

Metoclopramide 

Resinate…40mg 

(Antiemetic, 

Prokinetic agent) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(624) 

Rs.20,000/- 

As per 

SRO/30 

Capsules 

Not confirmed 

 

Digestine (SJ & G 

Fazal Ellahie) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Resinate  form of 

Metoclopramide not 

confirmed in 

pharmacopoeia. 

2. Availability of 

formulation not 

confirmed in 

Stringent DRA,s. 

Deferred for review by 

the Review Committee 

along with change in 

brand name. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

17.  -do- Arteta 150mg 

Capsule 

Each Capsule 

contains: 

Itopride HCl (as 

SR 

pellets)…150mg 

(Gastroprokinetic) 

(Cibex Specs) 

Form-5 

30-04-2014 

(621) 

Rs.20,000/- 

 

As per 

PRC/10 

Capsules 

Ganaton (Japan) 

 

 GANATON 

(ABBOTT) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Fee for import of 

pellets, Source , 

valid and legalized 

GMP Certificate of 

Source, COA and 

stability studies 

according to zone 

IV-a of pellets are 

Deferred for review by 

the Review 

Committee. The firm 

shall also submit the 

formulation for SR 

dosage form along 

with followings: 

1. Fee (in case of 

import). 

2. Legalized GMP 

certificate of Source. 

3. COA & 

4. Stability Studies. 
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required. 

2. The firm had not 

applied the 

formulation as 

Sustained release. 

After evaluation 

letter the firm has 

submitted that the 

formulation will be 

sustained release. 

Undertaking of 

submitting the 

comparative 

dissolution profile 

with originator is 

required.  

3. Formulation is 

under review by the 

review committee. 

18.  -do- Covast 0.4mg 

Capsule 

Each Capsule 

contains: 

Tamsulosin HCl 

…0.4mg 

(Alpha-Adrenergic 

Antagonist) 

(USP 

(Convention) 

Specs) 

Form-5 

30-04-2014 

(622) 

Rs.20,000/- 

As per 

SRO/20 

Capsules 

BNF: Flomaxtra XL 

(Astellas) 

 

Prostam (Highnoon 

Laboratories) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Firm has applied 

for plain formulation 

while originator 

formulation is 

modified release. 

3. Availability of 

formulation (plain) 

not confirmed in 

Stringent DRA,s. 

2. Fee for import of 

pellets, Source , 

valid and legalized 

Deferred for 

rectification of 

following 

observations: 

1. Firm has applied for 

plain formulation 

while originator 

formulation is 

modified release. 

2. Availability of 

formulation (plain) not 

confirmed in Stringent 

DRA,s. 

3. Fee for import of 

pellets, Source , valid 

and legalized GMP 

Certificate of Source, 

COA and stability 

studies according to 

zone IV-a of pellets 

are required. 
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GMP Certificate of 

Source, COA and 

stability studies 

according to zone 

IV-a of pellets are 

required. 

19.  -do- Bakke 4mg 

Capsule 

Each Capsule 

contains: 

Thiocolchicoside

…4mg 

(Muscle Relaxant) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(627) 

Rs.20,000/- 

As per 

SRO/20 

Capsules 

Not confirmed 

 

Proside (Rogen 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

2. On 21 November 

2013 the European 

Medicines Agency‘s 

Committee on 

Human Medicinal 

Products (CHMP) 

recommended that 

the authorised uses 

for thiocolchicoside-

containing medicines 

for use by mouth or 

injection should be 

restricted across the 

European Union 

(EU) 

Deferred for review of 

formulation by the 

Review Committee. 

20.  -do- Songa 250mg 

Capsule 

Each Capsule 

contains: 

Saccharomyces 

boulardii…250mg 

(Anti-Diarrheal) 

(Manufacturer‘s 

Form-5 

30-04-2014 

(632) 

Rs.20,000/- 

As per 

SRO/10 

Capsules 

May be referred to 

Health and OTC 

Division. 

Deferred for review by 

the Review Committee 

& referred to the 

HOTC. 
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Spec.s) 

21.  M/s. Cibex 

(Private) 

Ltd. 

F-405, 

SITE, 

Karachi 

 

Sachet 

Section 

(General) 

Cibex Soda 

Orange Flavour 

Sachet 

Each Sachet 

contains: 

Sodium 

Bicarbonate  

1.716gm 

Sodium Citrate    

0.613gm 

Citric 

Acid……….0.702

gm 

Tartaric 

Acid………0.858

gm 

(Antacid) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(594) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

Not confirmed 

 

Citrosoda (Abbot) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for Review 

by the Review 

Committee. 

Justification would be 

asked from brand 

leader i.e., M/s Abbott. 

22.  -do- Cibex Calcium 

Orange Flavour 

Sachet 

Each Sachet 

contains: 

Cal. Lactate 

Gluconate 

(USP)…1000mg 

Cal. Carbonate 

(BP)…327mg 

Ascorbic Acid 

(BP)…500mg 

Vit. D3 

(USP)…4mg 

Vit. B6 

(BP)…10mg 

(Calcium Plus 

Vitamin 

Supplements) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(582) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

Not confirmed 

 

Not confirmed 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

2. Me-too status not 

confirmed. 

Deferred for 

confirmation of Me-

too registration & 

availability status in 

Stringent Regulatory 

Agencies. 
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23.  -do- Cibkast Sachet 

Each Sachet 

contains: 

Montelukast 

Sodium  

equivalent to 

Montelukast…4m

g 

(Anti-Asthmatic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(581) 

Rs.20,000/- 

As per 

SRO/14 

Sachets 

BNF: Singulair 

(MSD) 

 

Beasy (Bosch 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

24.  -do- Cibra Swift Sachet 

Each Sachet 

contains: 

Omeprazole 

(USP)…20mg 

Sodium 

Bicarbonate 

(USP)…1680mg 

(Anti-Ulcerant) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(188) 

Rs.20,000/- 

As per 

SRO/14 

Sachets 

FDA: Zegerid 

(Santarus Inc.) 

 

Bimep (SPL 

Pharmaceuticals) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Formulation is 

under review by the 

review committee.  

Deferred for review of 

formulation by the 

Review Committee. 

25.  -do- Cibex ORS 

Orange Flavour 

Sachet 

Each Sachet 

contains: 

Sodium Chloride 

(USP)…3.5g 

Sodium Citrate 

(USP)…2.9g 

Potassium 

Chloride 

(USP)…1.5g 

Dextrose 

Anhydrous 

(USP)…20.0g 

(Electrolyte 

Replacer) 

Form-5 

30-04-2014 

(589) 

Rs.20,000/- 

As per 

SRO/25 

Sachets 

Not confirmed 

 

Peditral  (Searle) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 
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(USP Specs) 

26.  -do- Ciratan Sachet 

Each Sachet 

contains: 

Strontium 

Ranelate…2g 

(Bone Calcium 

Regulator) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(585) 

Rs.20,000/- 

As per 

SRO/7 

Sachets 

BNF: Protelos 

(Servier) 

 

Onita (Pharmevo) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

27.  -do- Cisper Plus Sachet 

Each Sachet 

contains: 

Mebeverine 

…135mg 

Ispaghula 

Husk…3.5g 

(Antispasmodic/A

nticholinergic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(596) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

BNF: BNF: Fybogel 

Mebeverine (Reckit 

Benkisser) 

 

Husk-M (Genix 

Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

28.  -do- Rivaria Sachet 

Each Sachet 

contains: 

Polyethylene 

Glycol 3350 

(BP)…13.125g 

Sodium Chloride 

(BP)…0.3507g 

Sodium 

Bicarbonate 

(BP)…0.1785g 

Potassium 

Chloride 

(BP)…0.0466g 

(Osmatic 

Laxative) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(587) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

Not confirmed 

 

Movcol (Genix) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Approved. 

29.  -do- Songa Sachet 

Each Sachet 

Form-5 

30-04-2014 

May be referred 

Health and OTC 

Deferred for review of 

formulation by the 
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contains: 

Saccharomyces 

boulardii…250mg 

(Anti-Diarrheal) 

(Manufacturer‘s 

Spec.s) 

(586) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

Division 

 

Review Committee & 

referred to HOTC. 

30.  -do- Cadista Sachet 

Each Sachet 

contains: 

Dioctahedral 

Smectite …3g 

(Anti-Diarrheal) 

(Cibex Specs) 

Form-5 

30-04-2014 

(595) 

Rs.20,000/- 

As per 

SRO/10 

Sachets 

Not confirmed  

 

Smecta (Atco 

Laboratories) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 

31.  M/s. Cibex 

(Private) 

Ltd. 

F-405, 

SITE, 

Karachi 

 

Liquid 

Manufacturi

ng Section 

(General) 

approved 

(12-02-

2014) 

 

 

Cibcos-R  Syrup 

Each 5ml 

contains: 

Acefylline 

Piperazine…45mg 

Diphenhydramine 

…8mg 

(Anti asthmatic) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(607) 

Rs.20,000/- 

As per 

SRO/60ml, 

120ml 

Not confirmed 

 

Acefyl (Nabiqasim) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Cough 

Preparation. 

Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 

32.  -do- Batema-F Syrup 

Each 15ml 

contains: 

Iron Protein 

Succinylate 

800mg equivalent 

to elemental 

iron…40mg  

Form-5 

30-04-2014 

(611) 

Rs.20,000/- 

As per 

SRO/60ml, 

120ml 

Not confirmed 

 

Sucrofer-F Syrup 

(Nexpharm) 

 

Grant of DML 

recommended  (22-

10-2013) 

Deferred for 

confirmation of Me-

Too & International 

(especially in Stringent 

Regulatory Agencies) 

registration Status. 
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Folic Acid…5mg 

(Anti-Anaemic) 

(Manufacturer‘s 

Spec.s) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

33.  -do- Kata-DS 

Suspension 

Each 5ml 

contains: 

Ibuprofen 

…200mg 

(Anti-Rheumatic) 

(USP Specs) 

 

Form-5 

30-04-2014 

(613) 

Rs.20,000/- 

As per 

SRO/120ml 

Advil (Australia) 

 

Brufen-DS (Abbott 

Laboratories) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

34.  -do- Tribex Forte 

Syrup 

Each 5ml 

contains: 

Cyproheptadine 

Orotate 

(BP)…1.5mg 

Carnitine HCl 

(BP)…150mg 

Lysine HCl 

(BP)…150mg 

Vitamin B 

1(BP)…10mg 

Vit. B6 

(BP)…10mg 

Vit. B12 

(BP)…100mcg 

(Antihistamine, 

Multivitamins) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(612) 

Rs.20,000/- 

As per 

SRO/120ml 

Not confirmed 

 

Not confirmed 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

2. Me-too status not 

confirmed. 

3. Multivitamin 

Preperation. 

Deferred till 

finalization of vitamin 

policy.   

35.  -do- Cibex ORS 

(Lemon Flavour) 

Each 500ml 

contains: 

Sodium Chloride 

(USP)…1.75g 

Trisodium Citrate 

Form-5 

30-04-2014 

(584) 

Rs.20,000/- 

As per 

SRO/500ml 

Pedialyte (Canada) 

 

Pedialyte (Abbott 

Laboratories) 

 

Grant of DML 

recommended  (22-

Deferred for WHO 

formulation. 

Justification would be 

asked from M/s 

Abbott for their 

formulation. 
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Dihydrate 

(USP)…1.45g 

Potassium 

Chloride 

(USP)…0.75g 

Glucose 

Anhydrous 

(USP)…10g 

(Electrolyte 

Replacement 

Agent) 

(Manufacturer‘s 

Spec.s) 

 

10-2013) 

36.  -do- Nym 120mg 

Suspension 

Each 5ml 

contains: 

Paracetamol 

(USP)…120mg 

(Anti-pyretic, 

Analgesic) 

(USP Specs) 

Form-5 

30-04-2014 

(566) 

Rs.20,000/- 

As per 

SRO/60ml, 

120ml 

BNF:  Calpol 

 

Calpol Paediatric 

(GSK) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

37.  -do- Nym-6 Plus 

Suspension 

Each 5ml 

contains: 

Paracetamol 

(USP)…250mg 

(Anti-pyretic, 

Analgesic) 

(USP Specs) 

Form-5 

30-04-2014 

(657) 

Rs.20,000/- 

As per 

SRO/60ml, 

120ml 

BNF:  Calpol 

 

Calpol (GSK) 

 

Grant of DML 

recommended  (22-

10-2013) 

Approved. 

38.  -do- Bartoli-P 60ml 

Syrup 

Each 5ml 

contains: 

Hyoscine Butyl 

Bromide 

(BP)…5mg 

(Antispasmodic) 

(Manufacturer‘s 

Form-5 

30-04-2014 

(608) 

Rs.20,000/- 

As per 

SRO/60ml 

Not confirmed 

 

Hyosan (Shaheen 

Agencies) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

Deferred for review of 

formulation by the 

Review Committee. 
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Spec.s) 1. Availability not 

confirmed in 

Stringent DRA,s. 

39.  -do- Lacitrol 120ml 

Syrup 

Each 15ml 

contains: 

Lactitol 

Monohydrate 

(USP) …10g 

(Osmatic 

Laxative) 

(Manufacturer‘s 

Spec.s) 

 

Form-5 

30-04-2014 

(606) 

Rs.20,000/- 

As per SRO/ 

120ml 

Not confirmed 

 

Lacasil (Sami) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 

40.  -do- Cibex Calcium 

Syrup 

Each 5ml 

contains: 

Calcium Glucono 

Galacto Gluconate 

(IH)…1.4375g 

Calcium Galacto 

Gluconate 

(USP)…0.295g 

(Calcium 

Supplement) 

(Manufacturer‘s 

Spec.s) 

Form-5 

30-04-2014 

(610) 

Rs.20,000/- 

As per 

SRO/120ml 

Not confirmed 

 

CaC-1000 Syrup ( 

Novartis Pharma) 

 

Grant of DML 

recommended  (22-

10-2013) 

 

1. Availability not 

confirmed in 

Stringent DRA,s. 

Deferred for review of 

formulation by the 

Review Committee. 
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Evaluator –V 

S/N Name and 

address of 

Manufacture

r / Applicant 

Brand Name 

(Proprietary 

name + Dosage 

form + 

Strength) 

 

Composition 

 

Pharmacologica

l Group 

 

Finished 

product 

specification 

 

 Type of 

Form 

 

 Initial 

date, 

diary.  

 

Fee 

including 

differentia

l fee 

 

Demanded 

Price / 

Pack size 

 

International 

status in 

stringent 

regulatory 

agencies 

 

 Me-too status  

 

GMP status as 

depicted in 

inspection 

report (dated) 

 

Remarks / 

Observations 

Decision 

41 M/s. TITLIS 

Pharma 528-

A Sundar 

Industrial 

Estate, Lahore 

 

Delanso Capsule 

30mg 

 

Each capsule 

contains 

Enteric coated 

pellets of 

Dexlansoprazole 

…30 mg  

 

(Proton pump 

inhibitor) 

 

Manufacturers 

specifications 

 

Source of Pellets 

Not mentioned 

Form-5D 

 

New 

License  

 

15-09-2014  

196 R&I 

 

 

Rs.50,000/- 

 

10‘s as per 

brand 

leader 

 

DEXILANT 

30mg  

Delayed 

release 

Capsule 

USFDA 

 

1) Firm was advised 

to submit valid GMP 

certificate of the 

source, COA and 

long term & 

accelerated stability 

study data according 

to ICH/WHO 

recommended 

conditions for Zone 

IV countries. Firm 

has requested 

additional time for 

providing source of 

pellets. 

2) Stability Studies 

conducted under the 

Zone IV-A 

conditions as per 

ICH / WHO 

guidelines, as per 

Form 5D checklist 

requirement, has not 

been provided. 

However, 

undertaking to 

submit the same has 

been provided along 

with stability study 

Deferred for 

rectification of 

followings: 

1. Legalized 

GMP of source 

(in case of 

imported source). 

2. Fee in case of 

import. 

3. Stability 

Studies & 

4. COA 
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protocol. 

 

42 M/s. TITLIS 

Pharma 528-

A Sundar 

Industrial 

Estate, Lahore 

 

Delanso Capsule 

60mg 

 

Each capsule 

contains 

Enteric coated 

pellets of 

Dexlansoprazole 

…60 mg  

 

(Proton pump 

inhibitor) 

 

Manufacturers 

specifications 

 

Source of Pellets 

Not mentioned 

Form-5D 

 

New 

License  

 

15-09-2014  

201 R&I 

 

10‘s as per 

brand 

leader 

 

Rs.50,000/- 

 

 

DEXILANT 

60mg  

Delayed 

release 

Capsule 

USFDA 

 

1) Firm was advised 

to submit valid GMP 

certificate of the 

source, COA and 

long term & 

accelerated stability 

study data according 

to ICH/WHO 

recommended 

conditions for Zone 

IV countries. Firm 

has requested 

additional time for 

providing source of 

pellets. 

2) Stability Studies 

conducted under the 

Zone IV-A 

conditions as per 

ICH / WHO 

guidelines, as per 

Form 5D checklist 

requirement, has not 

been provided. 

However, 

undertaking to 

submit the same has 

been provided along 

with stability study 

protocol. 

Deferred for 

rectification of 

followings: 

1. Legalized 

GMP of source 

(in case of 

imported source). 

2. Fee in case of 

import. 

3. Stability 

Studies & 

4. COA 
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