Minutes for 276" Meeting Registration Board held on 2225" November, 2017.
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Item No.ll Pharmacy Services Division 0471 06
Item No.lll | Pharmacaetical Evaluation & Registration Division 0771 402
Item No.lV | Biological Evaluation & Research Division 40371 426

Item No.V | Additional Agenda
A. Pharmaceutical Evaluation & Registration Division 4271 516

B. Biological Evaluation & Research Division 51771 527
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276" meeting of Registration Board was held 225" November 2017in the
Committee Room, Drug Regulatory Authority of Pakistar9/@&, Islamabad. The meeting
was chaired by Mr. Ghulam Rasool Dutani, Director, Pharmaceutical Evaluation &
Registraion Division, DRAP. The meeting started with recitation of the Holy Verses. The
meeting was attended by the following:

1. Dr. Rafeeq Alam Khan Member
Meritorious Professor, Faculty of Pharmacy,
University of Karachi
2. Maj.Gen.Dr. Tahir Mukhtar Syed Member

Commandant AFIRM / Head Department of Medicine, Army
Medical College

3. Prof.Dr. Ghulam Sarwar, Dean, Member
Faculty of Pharmacy, Jinnah Women University, Karachi
4, Dr. Qurban Ali, ExDirector General Member

National Veterinary Laboratory, Islamabad.
ExpertMember Vetrinary Drugs

5. Dr. Amanullah Khan Member
Director, Drugs Testing Laboratory, Quetta

Government of Baluchistan
6. Dr. Muzammil Waheed Member

Director, Drugs Testing Laboratoryaisalabad
Government of Punjab.

7. Dr. Khalid Jave, Member
Senior Governement Analy$drugs Testing Laboratory,
Government of Khyber Pakhtunkhwa

8. Syed Muzaffar Ali Jafri, Member
Director, Drugs Testing Laboratory, Peshawar,
Government of Sindh

9. Mr. Muhammad Aslam Member
Assistant Draftsmadi, Ministry of Law & Justice

10. | Mr. Ghulam Mujtaba Member
Representative IPO

11. | Dr. Noorus-Saba Member
Director, Biological Evaluation & Registration Division, DRAP

12. | Dr. Shaikh Akhter Hussain Member

Director, Medical Device Division, DRAP
Director, QA&LT Division, DRAP

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

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

during the meeting.

Mr. Amin Nota, MrHamid Raza andVvir.Nadeem Zafar (PPMA), Mr.Nadeem
Hussain Alamgeer and D&Gohar Nayyal{Pharma Bureau) and Mittam Parkasi{PCDA)

attended the meeting as obsesver

Mr. Ghulam Mujtabaattendedthe meeting on £211.2017 and Dr. Shaikh Akhter
Hussain on 224.11.2017
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ltem No. I:  Confirmation of minut es of 278 meeting Registration Board

275" meeting of Registration Board was held on2Z% October, 2017. The draft
minutes were circulated among the members of meeting on 11.11.2017 with the request to
forward their comments (if any). Director, DTQuetta forwardedertainobservationsDraft

minuteshave beencorrected and approved accordingly.

Decision: Registration Board confirmed the minutes.
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Item No. II: Pharmacy Services Division
Case N001: Request for approval of clinical trial i fiLactoferrin Evaluation in Anemia

in Pregnancy (LEAP-1) i A Multicountry Randomized Control Clinical
Trial .
Dr. Sajid Soofi, Associate Professor, Department of Paediatrics & Child Health, Aga

Khan University, Karachi, has submitted application for stprof subject clinical trial at the
Aga Khan University Hospital, Main Campus, Karachi and the Aga Khan Hospital for
Women & Children, Karadar, Karachi. The trial is sponsored by University of Sydney,
Australia. The subject trial is planned to be conducted intrAliess, New Zealand and
Pakistan.

Investigational Product:
Lactoferrin (LF) is an irorcarrying, immunenodulatory, antinflammatory, antioxidant,

bifidogenic glycoprotein found in vertebrates and mammalian white blood cells, mucosa,
secretions and milklt is a key element of the innate immune response and modulates
inflammation and iron homeostasis. Bovine Lactoferrin (bLF) is a dairy protein sharing 80%
homology with human lactoferrin (hLF). A randomized clinical trial in 60 women with IDAP
showed bLFreduced anaemia and inflammation more effectively and was better tolerated
than standard FeSO4.

Trial Design:

Individually randomized, controlled trial, stratified by:

1. Study site )
2. Severity of anaemia (Hb <100 g/L or O 100 g/L
3. Stage of pr e gmweakcgestafor)2 0 or O 2

Study Population:

Pregnant women with mild or moderate IDAP (Hb17@10 g/L) and gestation <30 weeks
and >12 weeks

Or

Pregnant women likely to develop IDAP [Hb 22115 g¢g/L and serum ferritin
<15micrograms/L] and gestation <30 weeks ah8 weeks

Study Treatment:
FeS0O4 80mg Capsule vs Lactoferrin 200mg Capsule taken once daily until birth.

Primary Objective:

To determine whether oral Bovine Lactoferrin (bLF) therapy reduces the proportion of
women with Iron Deficiency Anaemia in Pregrcy (IDAP) who receive intravenous iron
infusion according to standard protocol OR who do not respond to treatment and remain
anaemic at any time between 34 weeks gestation and delivery.
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Secondary Objective:

To compare randomized groups on the follownegnatal endpoints:

1. Fatal growth
2. Neonatal iron status at birth

3. Proportion <18 centile for birth weight

4. Proportion born <37 weeks gestation
5. Proportion with birth weight <25009g

To compare randomized groups on the following maternal endpoints:

6. Change in mizrnal Intraleukin 6 [IE6] concentration between trial entry and 30 days

later. This will be assessed using spare blood from the iron studies.
7. Tolerability and maternal adverse effects
8. Change in health related quality of life (HRQoL) from trial entry 8@ddays and 06

weeks after birth

9. Maternal Hb between 11030 g/L with normal iron saturation and serum ferritin

assessed via blood tests

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

11.Duration of pregnancy

12.Duration of breastiding

13.Findings on placental histopathology
The detail of documents provided as per check list is tabulated as fellows:

SNo. Document Remarks

1. Investigator Brochure (s) Not provided

2 Final protocol Attached

Informed consent and participant

3 information sheet (Urdu to English) Attached

4. Fee Attached

5 List of participating countries Pakistan, Australia and New Zealan

6 Phase of trial. Phasé Il trial

Quantity of drug / trial material to b Lactoferrin Capsules 200mg: 8¢
imported on Form 4 under the Dru| bottles x 30 Capsules = 25,2
(Import & Expor) Rules, 1976 an( Capsules

application for import of trial material. | FeSO4 Capsules 80mg: 840 bottle

7. 30 Capsules = 25,200 Capsules
(Mfg. by M/s Pharmaceutice
Packaging Professionals, Ptytd,
3/31, Sabre Drive, Port Melbourr
VIC 3207, Australia)

Institutional Review Board (IRB| Attached
8 approval of sites with complel
' composition of committee i.e. names 3
designation of members.
Approval of National Bieethics| Attached NBC approval letter No-4
Committee 87/NBG253/171/841  dated 85
September, 2017 which states
follows;

0. Al am pleased to
above mentioned project has be
cleared by t he
Commi tteeo o f-ethidé
Committee foraperioda n e vy €

10. CV6s of the | nves t|Attached.
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GMP certificate along with COPP & free

GMP Certificate is attached

11. sale certificate of the investigational CoPP and Free Sale Certificate
product. provided
Preclinical/clinical safety studies Although few study reports have be
provided by the applicant bubo
12 comprehensive data has bee
' furnished regarding the safety of
Lactoferrin in pregnant women and
children.
13. Summary of Protocol Attached
14. Adverse Event Reporting Form Attached
No of patents to be enrolled in Pakistan| Attached
15. 240 Patients
(120 in each group)
16 Name of Monitors & Clinical Researd Attached
' Associate
Evidence of registration in country
17. origin. Not provided
18. Evidence of registration in Pakistan. N/A
19, Sample 6 label of the investigations Attached
product / drug.
20. Duration of trial 02 Years

Decision: In the light of discussion and deliberation, Registration Board deferred the
case for provision following information and documents:

CoPP or Free sale certittate of investigational product.

Pharmacological data of Bovine Lactoferrin

Results of Phasd clinical trials and animalsostudies on Bovine Lactoferrin
Data regarding safety of Bovine Lactoferrin in pregnant womenr& children.
Proof of Halal source of Bawine Lactoferrin.

PO T®
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Item No. Ill: Pharmaceutical Evaluation & Registration Division
A. Pharmaceutical Evaluation Cell:
Sr.No. Details
Case No0.01 | Routine Application
a) Routine applications for registration of (Human) drugs submitted with full fee
i. New case
ii. Deferred cases
b) Routine applications whose differential fee submitted uptbSbtember, 2015
i. New cases
ii. Deferred cases
Case N0.02 | Registration applications of newly granted DML or New section
a) DML (Drug Manufacturing License(s))
b) Remainimg products of New section(s)
c) Deferred cases of New section(s) /DML
Case No0.03 | Registration of veterinary drugs
a) Drugs applied for local manufacturing
i. Deferred cases
b) Imported drugs
Case No0.04 | Applications for registration of drugs for which stability studies are required
a) New cases of stability studies for consideration
b) Deferred cases of stability studies
c) Verification of stability data
Case No. 05 | Import Cases
a) Import routine cases
b) Import Deferred cases
Case No. 06 | Applications to beconsidered on priority
a) Deferred priority cases
b) Local Manufacture
c) Application Fall under category of export facilitation
d) Finished Import
Case No. 07| Cases of personal hearing
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Sr. No Name of Evaluator Title
1. Mr. Muhammad Tahir Waqgas Evaluator PEC-I
2. Mr. Ammar Ashraf Awan Evaluator PEC-II
3. Mr. Muhammad Haseeb Tariq Evaluator PEC-III
4. Mst. Igra Aftab Evaluator PEC-V
5. Mr. Muhammad Umar Latif Evaluator PEC-VI
6. Mst. Sidra Khalid Evaluator PEC-VII
7. Mst. Haleema Sharif Evaluator PEC-VIII
8. Mr. Farooqg Aslam Evaluator PEC-X
9. Mst. Najia Saleem Evaluator PEC-XI
10. Syed Ajwad Bukhari Evaluator PEC-XII
11. Mst. Mehwish Javed Khan Evaluator PEC-XIII
12. Mr. Muhammad Ahsan Hafiz Evaluator PEC-XIV
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Case No0.01: Routine Application.

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

i New cases

Evaluator PEC-II

Name and address of manufacture
Applicant

M/s Sanofi Aventis Pakistan Ltd. Karachi

Brand Name +Dosage Form + Streng

Amaryl M SRForte (1/1000mg) tablets

Composition

Each bilayered tablet contains:
Gl i mepirideéél mg
Met formin hydrochl ori deé

Diary No. Date of R& | & fee

Dy. N0.1340; 0107-2016; Rs.100,000(30-06-2016)

Pharmacological Group

Antidiabetic

Type of Fom

Form 5

Finished product Specification

Manufacturers specifications

Pack size & Demanded Price

Pack of 30 tablets; To be provided at the time of p
fixation

Approval status of product in Referen
Regulatory Authorities.

Not verifiable

Me-too status

Hipride-Met 1/1000 Tablet of M/s Hilton Pharn

Karachi (061215)

GMP status

Last inspection report dated-04-2017 for allocation of
chemical namely Acetone.

Remarks of the Evaluator.

1 Firm has provided a list of countries in whi
appliedformulation is registered and none of thc
enlisted countries is reference regulatory authorit

1 Last GMP inspection report conducted within ¢
last year shall be submitted.

1 NO USP or BP monograph is available for appl

formulation.

Decision: Deferred for following:

1 Submission ofevidence of approval of applied formulation in reference regulatory
authorities/agencies which were declared/approved by the Registration Board.
I Submission oflatest GMP inspection report conducted within last one year.

Name and address of manufacture
Applicant

M/s Sanofi Aventis Pakistan Ltd. Karachi

Brand Name +Dosage Form + Streng

Amaryl M SR Forte (2/1000mg) tablets

Composition

Each bilayered tablet contains:
Gl i mepirideéé?2 mg
Met formin hydrochl ori deé

Diary No. Date of R& | & fee

Dy. N0.1339; 0107-2016,; Rs.100,000(30-06-2016)

Pharmacological Group

Antidiabetic

Type of Form

Form 5

Finished product Specification

Manufacturers specifications

Pack size & Demanded Price

Pack of 30 tablets; Tbe provided at the time of pric
fixation

Approval status of product in Referen
Regulatory Authorities.

Not verifiable

Me-too status

Hipride-Met 2/1000 Tablet of M/s Hilton Pharn

Karachi (061216)

GMP status

Last inspection report dated-04-2017 for allocation ot
chemical namely Acetone.

Remarks of the Evaluator.

i Firm has provided a list of countries in whi
applied formulation is registered and none of th
enlisted countries is reference regulatory authorit

1 Last GMP inspection reportonducted within ong
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last year shall be submitted.
T NO USP or BP monograph is available for appl
formulation.

Decision: Deferred for following:

1 Submission ofevidence of approval of applied formulation in reference regulatory
authorities/agencies whib were declared/approved by the Registration Board.
1 Submission of latest GMP inspection report conducted within last one year.

Name and address of manufacture
Applicant

M/s Noa Hemis Plot #154, Sector 23, Korangi industt
area Karachi.

Brand NamerDosage Form + Strengtl

DozidoD 10mg Tablet

Composition

Each film coated tablet contains:
Donepezil hydrochl ori deé

Diary No. Date of R& | & fee

Dy.No. (R&l) 2641, 216-2016; Dy. No. RIl (690/1);
04-7-2016; Rs.20,000(21-06-2016)

Pharmactogical Group

Cholinesterase inhibitors

Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 146s, 2806s & 300s ; As i

Approval status of product in Referen
Regulatory Authorities.

Approved by USFDA

Me-too statis Remembrin Tablets 10mg of M/s PharmEvo, Karach
(Reg.# 045402)
GMP status Last GMP Inspection dated 412-16 with conclusive

remarks of cGMP compliance.

Remarks of the Evaluator.

Decision: Approved

Name and address of manufacture
Applicant

M/s Noa Hemis Plot #154, Sector 23, Korangi industt
area Karachi.

Brand Name +Dosage Form + Streng

Dozido 5mg Tablet

Composition

Each film coated tablet contains:
Donepezil hydrochl ori deé

Diary No. Date of R& | & fee

Dy.No. (R&I) 2641,21-6-2016; Dy. No. RIl (690/3);
04-7-2016; Rs.20,000(21-06-2016)

Pharmacological Group

Cholinesterase inhibitors

Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 1406s, 2806s & 306s ; As |

Approval stats of product in Refereng
Regulatory Authorities.

Approved by USFDA

Me-too status

Remembrin Tablets 5mg of M/s PharmEvo, Karachi
(Reg.# 045401)

GMP status

Last GMP Inspection dated 114-16 with conclusive
remarks of cGMP compliance.

Remarks of th&valuator.

Decision: Approved

Name and address of manufacture
Applicant

M/s Noa Hemis Plot #154, Sector 23, Korangi industt
area Karachi.

Brand Name +Dosage Form + Streng

Owenta 150mg SR Tablet

Composition

Each sustained release taldentains:
Bupropion hydrochl ori de

Diary No. Date of R& | & fee

Dy.No. (R&I) 2641, 216-2016; Dy. No. RIl (690/7);
04-7-2016; Rs.20,000(21-06-2016)

Pharmacological Group

Anti depressant

Type of Form

Form5
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Finished product Specificaii

USP

Pack size & Demanded Price

146s, 286s ; As per PRC

Approval status of product in Referen
Regulatory Authorities.

Approved by USFDA

Me-too status

Ropion SR 150mg Tdet of M/s Searle Pak. Karachi
(Reg.#076185)

GMP status

Last GMP Inspe@bn dated 1711-16 with conclusive
remarks of cGMP compliance.

Remarks of the Evaluator.

Decision: Approved.

Name and address of manufacture
Applicant

M/s Venus Pharma Lahore

Brand Name +Dosage Form + Streng

Taradol Injection

Composition

Each ml contains:
Tramadol hydrochl ori deéég

Diary No. Date of R& | & fee

Dy. No.3009; 2807-2016; Rs.20,000(21-07-2016)

Pharmacological Group Analgesic

Type of Form Form 5

Finished product Specification Manufacturer specifications

Pack sze & Demanded Price 2ml x 56s; Rs. 350/

Approval status of product in Referen| Approved by MHRA of UK

Regulatory Authorities.

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

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

GMP status

Last inspectin conducted on 6@4-2017 recommendin
renewal of DML

Remarks of the Evaluator.

1 No USP or BP monograph is available for appl
formulation.

Decision: Approved

Name and address of manufacture
Applicant

M/s Venus PharmalLahore

Brand Name +Dogge Form + Strength

Viocam Injection

Composition

Each ml contains:
Piroxicamééé. 20mg

Diary No. Date of R& | & fee

Dy. N0.3010; 2807-2016; Rs.20,000(21-07-2016)

Pharmacological Group

Antirheumatic

Type of Form Form 5
Finished product Specifitian Manufacturer specifications
Pack size & Demanded Price 1 x 106s; Rs. 210/

Approval status of product in Referen
Regulatory Authorities.

Feldene 20 mg/iml of M/s Pfizer Holding Fran
approved by MHRA of UK

Me-too status

Salden 20mg by M/s Des Pharmaceutical (Pvt) Lt
Islamabad (Reg#080373)

GMP status

Last inspection conducted on-04-2017 recommendin
renewal of DML

Remarks of the Evaluator. A No USP or BP monogr a
formulation.

Decision: Approved.

Name ad address of manufacturer|M/s Venus Pharma Lahore

Applicant

Brand Name +Dosage Form + Streng| Renatel Injection

Composition Each 2mlcontains:
Ranitidine (as hydrochl ¢

Diary No. Date of R& | & fee

Dy. N0.3007; 2807-2016; Rs.2@O00F (21-07-2016)

Pharmacological Group

H2-receptor antagonists

Type of Form

Form 5
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Finished product Specification

USP

Pack size & Demanded Price

2 ml X 106s; Rs. 130/

Approval status of product in Referen
Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Peplov Injection 50mg by M/s. Pulse Pharmaceutic
(Reg#074175)

GMP status

Last inspection conducted on-04-2017 recommendin
renewal of DML

Remarks of the Evaluator.

Decision: Approved.

9. Name and address of manuiaer /|M/s Venus Pharma Lahore
Applicant
Brand Name +Dosage Form + Streng| Renatel Tablet
Composition Each film coated tablet contains:
Ranitidine (as hydrochl ¢
Diary No. Date of R& | & fee Dy. N0.3007; 2807-2016; Rs.20,000(21-07-2016)
Pharmacological Group H2-receptor antagonists
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 1 x 106s; Rs. 110/
Approval status of product in Referen| Zantac Tablets of M/s Glax®Wellcome UK Limited
Regulatory Authorities. Approved by MHRA of UK
Me-too status Zanfas 150mg Tablets by M/s. Fass
Pharmaceuticals, (Reg#070343)
GMP status Last inspection conducted on-04-2017 recommendin
renewal of DML
Remarks of the Evaluator.
Decision: Approved
10. | Name and address of manufacture M/s Zephyr Pharmatec Pvt. Ltd. Karachi
Applicant
Brand Name +Dosage Form + Streng| Resplar Dry Suspension
Composition Each 5ml contains:
Clarithromycin(as 27.5%w/w taste masked granules)
é é 125mg
Source of ganules: M/s Surge Laboratories
Diary No. Date of R& | & fee Dy. N0.833; 2206-2016; Rs.20,000(21-06-2016)
Pharmacological Group Antibacterial
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 60ml;Asper PRC/
Approval status of product in Referen Biaxin 125mg/5ml by M/s Abbvie, USFDA
Regulatory Authorities.
Me-too status Klarim Dry Suspension of M/s Amrose Pharmaceutic
Karachi (Reg.#058105)
GMP status Last inspection report conducted on -QB2017
concluding good level of GMP compliance
Remarks of the Evaluator.
Decision: Approved.
11. | Name and address of manufacture M/s Zephyr Pharmatec Pvt. Ltd. Karachi

Applicant

Brand Name +Dosage Form + Streng

Noxilor Tablet

Composition

Each film cated tablet contains:
Lornoxi camééé. . 8mg

Diary No. Date of R& | & fee

Dy. N0.834; 2206-2016; Rs.20,000(21-06-2016)

Pharmacological Group

Anti-inflammatory

Type of Form

Form 5
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Finished product Specification

Manufacturers specification

Pack sze & Demanded Price

106s; As per PRC

Approval status of product in Referen
Regulatory Authorities.

Approved by EMA

Me-too status

Recam Tablet 8 mg by M/s Regal Pharmaceuti
(Reg.#081952)

GMP status

Last inspection report conducted on -AB2017
concluding good level of GMP compliance

Remarks of the Evaluator.

Decision: Approved.

12. | Name and address of manufacturgM/s Zephyr Pharmatec Pvt. Ltd. Karachi
Applicant
Brand Name +Dosage Form + Streng| Neo-Lor Syrup
Composition Each ml cordins:
Desl oratadineéé. . 0.5 mg
Diary No. Date of R& | & fee Dy. N0.832; 2206-2016; Rs.20,000(21-06-2016)
Pharmacological Group Anti-histamine
Type of Form Form 5
Finished product Specification Manufacturers specification
Pack size & Demandde@rice 60ml, 120ml; As per PRC
Approval status of product in Referen| Aerius For Children Syrup desloratadine 2.5mg/5mL
Regulatory Authorities. oral liquid bottle by M/s Bayer Australia Ltd (TGA
approved)
Me-too status Desorad.5mg/misyrupby M/s Cortinental Pharma.
(Reg.# 055192)
GMP status Last inspection report conducted on -AB2017
concluding good level of GMP compliance
Remarks of the Evaluator. No USP or BP monograph is available for appl
formulation.
Decision: Approved.
13. | Name andaddress of manufacturer|M/s Zephyr Pharmatec Pvt. Ltd. Karachi
Applicant
Brand Name +Dosage Form + Streng| Noxilor Tablet
Composition Each film coated tablet contains:
Lornoxi camééé. . 4mg
Diary No. Date of R& | & fee Dy. N0.837; 2206-2016; Rs.2@00F (21-06-2016)
Pharmacological Group Anti-inflammatory
Type of Form Form 5
Finished product Specification Manufacturers specification
Pack size & Demanded Price 1006 s ; As per PRC
Approval status of product in Referen Xefo 4 mg Filmtabletten by M/s Takeda Pharma AG,
Regulatory Authorities. (Swiss Medic approved)
Me-too status Acabel 4mg Tablet by M/€ontinental Pharma
(Reg N0:061603)
GMP status Last inspection report conducted on -QB2017
concluding good level of GMP c@tiance
Remarks of the Evaluator.
Decision: Approved.
14. | Name and address of manufacture M/s Zephyr Pharmatec Pvt. Ltd. Karachi

Applicant

Brand Name +Dosage Form + Streng

Azaz 500mg Tablet

Composition

Each film coated tablet contains:
Azithromy ci n (as dehydrate) ¢

Diary No. Date of R& | & fee

Dy. N0.837; 2206-2016; Rs.20,000(21-06-2016)

Pharmacological Group

Macrolide

Type of Form

Form 5
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Finished product Specification

Manufacturers specification

Pack size & Demanded Price

60s; Rs . 275
106s; Rs . 436

Approval status of product in Referen
Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Biozith Tablets by M/s. Bio Labs (Pvt) Ltd, (Reg. N
069912)

GMP status

Last inspection report conducted on -AB2017
concluding good level of GMP compliance

Remarks of the Evaluator.

DecisionnAppr oved with

innovatorod6s specificati

15. | Name and address of manufacturg M/s Bajwa Pharmaceuticals (Pvt)Ltd,-B6, GT Road,

Applicant khori Muridke (Sheikhupura)

Brand Name +Dosage Form + Streng| Neuro Curium 3 ml Injection

Composition Each 3.0ml contains:

Atracurium besyl ateé. . 3(

Diary No. Date of R& | & fee Dy No. 2682: 2306-2016; RS. 20,000/ (23-06-2016)

Pharmacological Group Non depolarizing musclestaxant

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per PRC

Approval status of product in Referen Atracurium besilate 10 mg/ml solution for injection

Regulatory Authorities. M/s Hameln pharmaceuticalsllapproved by MHRA o
UK

Me-too status Atrium Injections by M/s Searle Pakistan, Kara
(Reg#053342)

GMP status Last inspection report dated -03-2017 and 248-2017,
the panel recommended the firm for product
resumption.

Remarks of the Evaltear. Approval of applied fill volume of 3 ml could not Lk
verified from reference regulatory authorities.

Decision: Approved

16. | Name and address of manufacturgM/s Venus Pharma Lahore

Applicant

Brand Name +Dosage Form + Streng

Toprazole Tablet

Composition

Each enteric coated tablet contains:
Pantoprazole (as sodi um)

Diary No. Date of R& | & fee

Dy. N0.3005; 2807-2016; Rs.20,000(21-07-2016)

Pharmacological Group

Proton Pump inhibitor

Type of Form Form 5

Finished product Spdiation USP

Pack size & Demanded Price 1 x 146s; Rs. 500/
Approval status of product in Referenf MHRA approved

Regulatory Authorities.

Me-too status

Pentoloc by Paramount Pharma, Islamabad

GMP status

Last inspection conducted on-04-2017 reconmending
renewal of DML

Remarks of the Evaluator.

Decision: Approved
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Evaluator PEC-V

17. | Name and address of manufacturg M/s. Frontier Dextrose Limited, Hattar
Applicant
Brand Name +Dosage Form + Streng Napa IV Infusion 1g/ml
Composition Each 100ml contains:
Paracetamol é. 1¢g
Diary No. Date of R& | & fee Dy. No. 554, 2410-2016 , Rs.20,000(25-10-2016)
Pharmacological Group Analgesic/Antipyretic
Type of Form Form5
Finished product Specification Not provided
Pack size & DemandediPe 100ml Plastic Bottles, As per SRO
Approval status of product i MHRA  Approved (Bottles of lowdensity
Reference Regulatory Authorities. polyethylene)
Me-too status Paedal Infusion by Regal
GMP status Inspection Date:063-2017
Purpose of Insption: Routine GMP inspection
Conclusion: Satisfactory and Good
Remarks of the Evaluator. Shelf Life
1 Unopened:
2 years.
1 After first opening
The infusion should commence immediately afte
connecting the container to the giving set.
1 After dilution
Chemicé and physical in use stability (including
infusion time) in the solutions
has been demonstrated for 48 hours at 23° C.
IV infusion section is present.
DecisonApproved with innovatords specificat
18. | Name and address of manufacture M/s. Welmark PharmaceuticaBlot No.122, Block B,
Applicant Phase V, Industrial Estate, Hattar,
Brand Name +Dosage Form + Streng Marktin Capsule 25mg
Composition Each hard gelatin capsule contains:
Acitretiné?25mg
Diary No. Date of R& | & fee Dy. No. 591,31-10-2016 , Rs.20,000(31-10-2016)
Pharmacological Group Vitamin /Antipsoriatic
Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Acitretin 25 mg capsules by Barr Lab
Reference Regulatory Authorities. (USFDA Approved)
Me-too status Acetin 25mg Capsuleby Genome Pharmaceutical
GMP status Date of inspection: 269-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Remarks of the Evaluator.
Decision Approved.
19. | Name and address of manufacturg M/s. Welmark PharmaceuticaBlot No.122, Block B,

Applicant

Phase V, Industrial Estate, Hattar,

Brand Name +Dosage Form + Streng

Marktin Capsule 10mg

Composition

Each hard gelatin capsule contains:
Acitretinél0mg

Diary No. Date of R& | & fee

Dy. No. 588, 3110-2016 , Rs.20,000(31-10-2016)

Pharmacological Group

Vitamin /Antipsoriatic

Type of Form

Form5

Finished product Specification

USP
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Pack size & Demanded Price

As per SRO

Approval status of product i
Reference Regulatory Authorities.

Acitretin by Genus Pharma (MHRA),

Me-too status

Neotigason by Roche Pakistan

GMP status

Date of inspection: 169-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint

Remarks othe Evaluator.

Decision Approved.

20. | Name and address of manufacture M/s. Welmark PharmaceuticalBlot No.122, Block B,
Applicant Phase V, Industrial Estate, Hattar,
Brand Name +Dosage Form + Streng Welzapine Tablet 100mg
Composition Each ablet contains:
Clozapinheél0O0mg
Diary No. Date of R& | & fee Dy. No. 590, 3110-2016 , Rs.20,000(31-10-2016)
Pharmacological Group Antipsychotic
Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Denzapine by Britannia
Reference Regulatory Authorities. (MHRA Approved)
Me-too status Clozaril by Novartis
GMP status Date of inspection: 169-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Remarksf the Evaluator.
Decision: Approved
21. | Name and address of manufacture M/s. Welmark PharmaceuticaRpot No.122, Block B,
Applicant Phase V, Industrial Estate, Hattar,
Brand Name +Dosage Form + Streng Quewel XR Tablet 300mg
Composition Ead extended release tablet contains:
Queti apine Fumarateé300
Diary No. Date of R& | & fee Dy. No. 507, 1711-2016 , Rs.20,000(17-11-2016)
Pharmacological Group Antipsychotic
Type of Form Form5
Finished product Specification USP
Pack size 8Demanded Price As per SRO
Approval status of product i Atrolak XL by Accord Healthcare
Reference Regulatory Authorities. (MHRA Approved)
Me-too status Quit XR tablet by Navegal Lab
GMP status Date of inspection: 269-2017.
Purpose of inspectioiRoutine GMP
Conclusion: GMP complaint
Remarks of the Evaluator.
Decision Approved.
22. | Name and address of manufacture M/s. Welmark PharmaceuticaBlot No.122, Block B,

Applicant

Phase V, Industrial Estate, Hattar,

Brand Name +Dosage Form #éhgth

Quewel XR Tablet 150mg

Composition

Each extended release tablet contains:
Queti apine Fumarateél50

Diary No. Date of R& | & fee

Dy. No. 506, 1711-2016 , Rs.20,000(17-11-2016)

Pharmacological Group Antipsychotic
Type of Form Form5
Finished product Specification USP

Pack size & Demanded Price As per SRO
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Approval status of product i
Reference Regulatory Authorities.

Seroquel XR, Astrazenica USFDA

Me-too status

Qusel , Hilton pharma

GMP status

Date of inspection: 169-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint

Remarks of the Evaluator.

1 Approved in USFDA with box warning.
Warning: Increased Mortality In Elderly Patientg
With DementiaRelated Psychosis; And Suicidal
Thoughts And Behaviors

Decisin: Approved.

23. | Name and address of manufacture M/s. Welmark Pharmaceuticallot No.122, Block B,
Applicant Phase V, Industrial Estate, Hattar,
Brand Name +Dosage Form + Streng Colon Sachet 135mg+3.5¢g
Composition Each sachet contains:
Mebever ne HCI é. 135 mg
| sphaghol éé3. 5¢g
Diary No. Date of R& | & fee Dy. No. 1422, 2911-2016 , Rs.20,000(29-11-2016)
Pharmacological Group Antispasmodiffaxative
Type of Form Form5
Finished product Specification Innovator Specs.
Pack size & Demandderice 106s, 3006s As per SRO
Approval status of product i| MHRA Approved
Reference Regulatory Authorities.
Me-too status Nexghol by Nexus
GMP status Date of inspection: 269-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Remaks of the Evaluator. i Sachet section confirmed from GMP
inspection report.
DecisionrApproved with innovatords specificat
24. | Name and address of manufacture M/s. Welmark PharmaceuticaBlot No.122, Block B,
Applicant Phase V, Industrial Estate,attar,
Brand Name +Dosage Form + Streng Diosmec Sachet 3g
Composition Each sachet contains:
Dsmectiteé. 3¢9
Diary No. Date of R& | & fee Dy. No. 1426, 2911-2016 , Rs.20,000(29-11-2016)
Pharmacological Group Antidiarrheal/intestinal adsorben
Type of Form Form5
Finished product Specification Innovator Specs.
Pack size & Demanded Price 306s As per SRO
Approval status of product i Smecta (ANSM)
Reference Regulatory Authorities.
Me-too status Smecta by Atco
GMP status Date of inpection: 1609-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint
Remarks of the Evaluator. 9 Evidence of section approval.
DecisonApproved with innovatords specificat
25. | Name and address of manufacture M/s. Welmark PhamaceuticalsPlot No.122, Block B,

Applicant

Phase V, Industrial Estate, Hattar,

Brand Name +Dosage Form + Streng

Osteo R Sachet 2g

Composition

Each sachet contains:
Strontium Ranel ateé. 2g

Diary No. Date of R& | & fee

Dy. No. 1427, 2911-2016 , Rs.20,00- (29-11-2016)

Pharmacological Group

Anti-osteoporotic
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Type of Form Form5

Finished product Specification Innovator Specs.
Pack size & Demanded Price As per SRO
Approval status of product i TGA Approved
Reference Regulatory Authorities.

Me-too status Soita by Espoir

GMP status

Date of inspection: 269-2017.
Purpose of inspection: Routine GMP
Conclusion: GMP complaint

Remarks of the Evaluator.

DecisionApproved with

i nnovatords specificat

26.

Name and address of manufacture
Applicant

M/s. Winthrox LaboratoriesPlot # K-219-A, SITE,
Super Highway Phase I, Karachi

Brand Name +Dosage Form + Streng

Zidore Capsule 500mg

Diary No. Date of R& | & fee

Duplicate Dossier,17/11/2016 ,Rs.20,000/

Composition

Each capsule contains

Azithromycin é.500mg

Pharmacological Group

Macrolide Antibiotic

Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per PRC

Approval status of product i
Reference Regulatory Authorities.

Azalid Capsule 500m

Me-too status

Acro by M/s S.J.G

GMP status

14-9-2017
Routine GMP Inspection
Good Compliance.

Remarks of Evaluator

Firm has requested to consider their application
Azithromycin 500 mg tablets as the above app
formulation of Azithromycin500 mg capsules is n
approved by any reference regulatory authority.
Firm has submitted Form 5 for Azithromycin 500 1
tablets along with fee of Rs. 20,00@etails of which
are as under.

Name and address of manufacture
Applicant

M/s. Winthrox Laboatories Plot # K-219-A, SITE,
Super Highway Phasié, Karachi

Brand Name +Dosage Form + Streng

Zidore Tablet 500mg

Diary No. Date of R& | & fee

10/10/2017 ,Rs.20,000/

Composition

Each tablet contains:

Azithromycin as AziGmgr o

Pharmacological Group

Macrolide Antibiotic

Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per PRC

Approval status of product i
Reference Regulatory Authorities.

TGA Approved (Film coated)

Me-too staus

Acro by M/s S.J.G

GMP status

14-9-2017
Routine GMP Inspection
Good Compliance.

Remarks of Evaluator

Available in reference regulatory authorities as f
coated tablets.

Decision:Regi strati on

Board acceded wke apblicafion of

Zidore Tablet 500mg (Azithromycin 500 mg) & the application of Zidore Capsule
500mg(Azithromycin 500 mg) is declared as disposeuif.
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27. | Name and address of manufactureM/s. S.J & G Fazul Ellahie Limited, E/46, S.I.T.
Applicant Karach
Brand Name +Dosage Form + Streng Zeclar Suspension 250mg/5ml
Composition Each 5 ml contains
Clarithromycin  taste masked granules 27
w/ wé. 250 mg
Diary No. Date of R& | & fee Dy. No. 101, 2710-2016 , Rs.20,000(26-10-2016)
Pharmacologicabroup Antibacterial
Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 60ml Bottles, Rs. 524.00
Approval status of product i| Biaxin granules for oral suspension
Reference Regulatory Authorities. USFDA approved
Me-too status Claritek by Getz pharma
GMP status 12-07-2017, NonCompliances were noted and have
be addressed for attaining a better level of complian
Remarks of the Evaluator. 1 Section is present.
9 Source: Surge Laboratories.
1 GMP certificate issuedis valid up to
08.5.2017 is provided.
Decision Deferred for submission of latest GMP inspection report conducted within &
period of last 1 year by DRAP as submitted inspection report does not conclude GM
compliant status.
Evaluator PEC-VI
28. Nam.e andaddress of manufacturer M/s Martin Dow Limited, Karachi
Applicant
Brand Name +Dosage Form + Stren{ Meblot Suspension 100mg/5ml
Composition Each 5ml contains: ]
| buprofenél00mg
Diary No. Date of R& | & fee Dy. No.12240; 3112-2015; Rs.20,000(29-12-2015)
Pharmacological Group NSAID
Type of Form Form5
Finished product Specification USP Specification
Pack size & Demanded Price 60ml, 90ml, 120ml, As per SRO
Approval status of product i BRUFEN 100mg/5ml sspension by M/s y Abbuvig
Reference Regulatory Authorities. (MHRA approved)
BRUFEN 100mg/5ml suspension by M/s Abb
Me-too status Laboratories. (Reg# 004595)
GMP status Last _inspecti_on report 7&2017, good level o
compliance with GMP
Remarks of the Evaluator.
Decision: Approved.
29. | Name and address of manufacture

Applicant

M/s Martin Dow Limited, Karachi

Brand Name +Dosage Form + Streng

Meblot Suspension 200mg/5ml

Composition

Each 5ml contains:
| buprofené?200mg

Diary No. Date of R& | & fee

Dy. No.12219; 3112-2015; Rs20,000/ (29-12-2015)

Pharmacological Group

NSAID

Type of Form

Form5

Finished product Specification

USP Specification

Pack size & Demanded Price

60ml, 90ml, 120ml, As per SRO
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Approval status of product i
Reference Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Brufen Suspension DS of M/s Abbott Karachi (Re
070851)

GMP status

Last inspection report 782017, good level o

compliance with GMP

Remarks of the Evaluator.

Decision: Approved

30. Nam_e and address of manufaer / M/s Martin Dow Limited, Karachi
Applicant
Brand Name +Dosage Form + Stren¢ Meblot SR Tablet 800mg
c - Each film coated sustained release tablet contains:
omposition .
| buprof ené 800 mg
Diary No. Date of R& | & fee Dy. No.1222; 3112-2015; Rs.20,000(29-12-2015)
Pharmacological Group NSAID
Type of Form Form5
Finished product Specification USP Specification
Pack size & Demanded Price 1006 s, 2406s, 306 s, As pe
Approval status of roduct i
RZ?erence Regulatory Autﬁorities. MHRA Approved
Me-too status Brufen retard by Abbott
GMP status Last _inspecti_on report 782017, good level o
compliance with GMP
Remarks of the Evaluator.
Decision: Approved.
31. Nam_e and address of manufacture M/s Martin Dow Limited, Karachi
Applicant
Brand Name +Dosage Form + Stren¢ Meblot tablet 600mg
Composition Each film coated tabl'et contains:
| buprofené600mg
Diary No. Date of R& | & fee Dy. No.1224; 3112-2015; Rs.20,000(29-12-2015)
Pharmacological Group NSAID
Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 1006 s, 2500 s, 500 As pe
Approval status of roduct i
RE?erence Regulatory Autﬂorities. MHRA Approved
Me-too status Inflam 600mg Tablets 011432
GMP status Last _inspecti_on report 782017, good level o
compliance with GMP
Remarks of the Evaluator.
Decision Approved.
32. | Name and address of manufacture

Applicant

M/s Martin Dow Limited, Karachi

Brand Name +Dosage Form + Streng

Meblot tablet 400mg

Composition

Each film coatd tablet contains:
| buprofené400mg

Diary No. Date of R& | & fee

Dy. N0.1224; 3112-2015; Rs.20,000(29-12-2015)

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 1006 s, 25e6BQ 500 As p
Approval status of product i
Reference Regulatory Authorities. MHRA Approved
Budex 400 Tablets Rreg # 039535
Me-too status
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GMP status Last _inspecti_on report 782017, good level o
compliance with GMP

Remarks of the Evaluator.

Decisian: Approved.

33. Nam_e and address of manufacture M/s Martin Dow Limited, Karachi

Applicant

Brand Name +Dosage Form + Stren{ Lemo Soda Sachet 4gm
Each sachet contains:
Sodium bicarbonateé. . 1.

Composition Sodium citrateééé. . 0.61
Citric @2éi0dgde@&gm
Tartaric acighéééée. 0. 856

Diary No. Date of R& | & fee Dy. N0.1226; 3112-2015; Rs.20,000(29-12-2015)

Pharmacological Group Antacids & antiflatulents

Type of Form Form5

Finished product Specification Mfg

Pack size & Demanded Price 206s,506s, 1006s As per
TGA Approved formulation is

Approval status of product iggg: zm 2: f?;?ggggeeb é3

Reference Regulatory Authorities. Citric acidééééén. 72gm
Tartaric acidéééé.0.89¢g
Sodazaf by Zafa
Sadi um bicarbonateé 1.7

Me-too status Sodium citrateééé. . 0.61
Citric acidéééeéeéen. 702gm
Tartaric acidééeéeé. 0.856

GMP status Last _inspecti_on report 782017, good level o
compliance with GMP

Remarks of the Evaluator. R_eference product and applied product folation is
different

Decision Registration Board approvedwi t h i nnovator 6s s p e c-iod

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

regulatory authorities.

34. | Name and address of manufacture

Applicant

M/s Lisko Pakistan, Karachi

Brand Name +Dosage Form + Streng

Zinkrol Syrup 20mg/5ml

Composition

Each 5ml contains:
Zinc sulphate monohydrate eq to
zincé. 20mg

elemer

Diary No. Date of R& | & fee

Dy. N0.1226; 3112-2015; Rs.20,000(29-12-2015)

Pharmacological Group

Zinc Suplement

Type of Form Form5

Finished product Specification International pharmacopoeia
60ml; Rs.80/
90ml; Rs.100/

Pack size & Demanded Price

100ml; Rs.1106/
120ml; Rs.1306/

Approval status of product i
Reference Regulatory Authorities.

WHO approved formulation

Me-too status

Zevro Syrup 20mg

GMP status Last _mspectlon ' report 2B-2017 overall GMP
compliance level is good.
Remarks of the Evaluator.
Decision Approved
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35. Nam_e and address of manutzer / M/s. Pharmix Laboratories (Pvt) Ltd, Lahore

Applicant

Brand Name +Dosage Form + Streng Myoflex Tablet 10mg

Composition Each film coated tablet Con_tains: S
Cycl obenzaprine HCI éé. é

Diary No. Date of R& | & fee Dy. No.704, 0802-2016, R.20,000/, 27-01-2016

Pharmacological Group Skeletal Muscle Relaxant

Type of Form Form5

Finished product Specification USP

Pack size & Demanded Price Rs.400f for 20 Tablets

Approval status of product i Cyclobenzaprine hydrochloride of Actavis La

Reference Regulatory Authorities. (USFDA)

Me-too status Flexagil tablet of CCL
The panel of inspectors recommends the renewg

GMP status DML on 10:04-2017.

Remarks of the Evaluator.

Decision: Approved

Evaluator PEC-VII
36. | Name and addresof manufacturer | M/s Zephyr Pharma, 89, SITE Super high wa

Applicant Karachi.

Brand Name +Dosage Form + Streng Linta 400mg Tablet

Composition Each film coated tablet contains:

Linezoli dééédqao00 mg

Diary No. Date of R& | & fee Dy.No. 1532, 18-2016, Rs.20,000/

Pharmacological Group Anti-bacterial

Type of Form Form5

Finished Product Specification Manufacturer

Pack size & Demanded Price 1061s2 6 s
As per SRO

Approval status of product i Zyvox 400mg tablet by Pharmacia and Upjohn Phar

Reference Regulatory Authorities. (USFDA)

Me-too status Ecasil by Sami

GMP status Last GMP Inspection dated /82017 with conclusive
remarks of good cGMP compliance.

Remarks of Evaluator 400MG **Federal Register determination that prod
was not discontinued or withdrawn for safety or effic
reasons**

DecisionnApproved with innovatords specificat

37. | Name and address of manufacturg M/s Zephyr Pharma, 89, SITE Super high wa

Applicant

Karachi.

Brand Name +Dosage Form + Streng

Linta 600mg Tablet

Composition

Each film coated tablet contains:

Linezoli dééé60o0 mg

Diary No. Date of R& | & fee

Dy.No. 1535, 18-2016, Rs.20,000/

Pharmacological Group

Anti-bacterial

Type of Form Form5

Finished Product Specification Manufacurer

Pack size & Demanded Price 10406 s
As per SRO

Approval status of product i
Reference Regulatory Authorities.

Zyvox 600 mg tablet by Pharmacia and Upjohn Pha
(USFDA)

Me-too status

Ecasil by Sami

Minutes for 278 Registration Board Meeting

22



GMP status

Last GMP Inspection dadel87-2017 with conclusive
remarks of good cGMP compliance.

Remarks of Evaluator

DecisionnApproved with

i nnovatords specificat

38. | Name and address of manufacturg M/s Zephyr Pharma, 89, SITE Super high wa
Applicant Karachi.
Brand Name +Dasge Form + Strengtl Linta 100mg/5ml Dry Susp.
Composition Each 5ml contains:
Linezoli dééél100 mg
Diary No. Date of R& | & fee Dy.No. 1531, 18-2016, Rs.20,000
Pharmacological Group Anti-bacterial
Type of Form Form5
Finished Product Specificat Manufacturer
Pack size & Demanded Price 60ml; 120ml
As per SRO
Approval status of product i Zyvox By Pharmacia And Upjohn (USFDA)
Reference Regulatory Authorities.
Me-too status Nezocin Of Brookes Pharmaceutical
GMP status Last GMP Inspectin dated 18-2017 with conclusive
remarks of good cGMP compliance.
Remarks of Evaluator
DecisionnApproved with innovatorbés specificat
39. | Name and address of manufacturg M/s Zephyr Pharma, 89, SITE Super high wa
Applicant Karachi.
Brand Nane +Dosage Form + Strengt Bond Plus Tablet
Composition Each tablet contains:
Al endronate sodium eq.
Cholecalcifgerol éé.70 O
Diary No. Date of R& | & fee Dy.No. 1533, 18-2016, Rs.20,000/
Pharmacological Group Bisphosphoniz
Type of Form Form5
Finished Product Specification Manufacturer
Pack size & Demanded Price 40s
As per SRO
Approval status of product i Fosamax Plus D of Merck (USFDA)
Reference Regulatory Authorities.
Me-too status Endro plus 70mcg/70mgblets of M/s Goodman Labs
GMP status Last GMP Inspection dated /82017 with conclusive
remarks of good cGMP compliance.
Remarks of Evaluator
DecisionnApproved with innovatords specificat
40. | Name and address of manufacture M/s Zephyr Pharma, A9, SITE Super high wa

Applicant

Karachi.

Brand Name +Dosage Form + Streng

Ferrica 100mg/5ml Syrup

Composition

Each 5ml contains:

Polysaccharide Iron Complex eq. to Elemer
Il roné. 100mg

Diary No. Date of R& | & fee Dy.No. 1536, 18-2016,Rs.20,000/

Pharmacological Group Haematinic

Type of Form Form5

Finished Product Specification Manufacturer

Pack size & Demanded Price 60ml; 120ml
As per SRO

Approval status of product i NA

Reference Regulatory Authorities.

Me-too status Ferricure of Continental Pharma
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GMP status

Last GMP Inspection dated 82017 with conclusive
remarks of good cGMP compliance.

Remarks of Evaluator

DecisionnApproved with

i nnovatords specificat

41. | Name and address of manufacture M/s Zephyr Pharma, 89, SITE Super high wa
Applicant Karachi.
Brand Name +Dosage Form + Streng Ferrica 150mg Capsule
Composition Each capsule contains:
Polysaccharide Iron Complex eq. to Elemental |
€ é é .150mg
Diary No. Date of R& | & fee Dy.No. 1530, 18-2016, Rs.20,000/
Pharmacological Group Haematinic
Type of Form Form5
Finished Product Specification Manufacturer
Pack size & Demanded Price 15:89 b6As per SRO
Approval status of product i NA
Reference Regulatory Authorities.
Me-too status Ferricure of S.J. & G. Fazul Ellahie (Pvt) Ltd
GMP status Last GMP Inspection dated /82017 with conclusive
remarks of good cGMP compliance.
Remarks of Evaluator
DecisionnApproved with innovatorbés specificat
42. | Name and address of ma#acturer /| M/s Zephyr Pharma, &9, SITE Super high wa
Applicant Karachi.
Brand Name +Dosage Form + Streng Cynova 20mg Tablet
Composition Each film coated tablet contains:
Lefl unomi deéé 20 mg
Diary No. Date of R& | & fee Dy.No. 1530, 18-2016,Rs.20,000/
Pharmacological Group DMARD (Immunosuppressant)
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price 3 0 bAs per SRO
Approval status of product i Leflunomide of Barr USFDA)
Reference Regulatory Authorities.
Me-too status Cara of S.J. & G. Fazul Ellahie (Pvt) Ltd
GMP status Last GMP Inspection dated /82017 with conclusive
remarks of good cGMP compliance.
Remarks of Evaluator
Decision: Approved.
43. | Name and address of manufacture M/s Zephyr Pharma, 89, SITE Super high wa

Applicart

Karachi.

Brand Name +Dosage Form + Streng

Bond 70mg Tablet

Composition

Each tablet contains:

Al endronate sodium eq.

Diary No. Date of R& | & fee

Dy.No. 1534, 18-2016, Rs.2@O00F

Pharmacological Group Bisphosphonate
Type of Form Form5
Finished Product Specification Manufacturer

Pack size & Demanded Price

4 § 50 &As per SRO

Approval status of product i
Reference Regulatory Authorities.

Fosamax 70 mg of MerqkJSFDA)

Me-too status

Alendrate of Global Pharmaceuticals

GMP status

Last GMP Inspection dated /82017 with conclusive
remarks of good cGMP compliance.

Remarks of Evaluator

Decision: Approved with USP specifications
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44. | Name and address of maacturer /| M/s ISIS Pharmaceuticals and chemicals Z5Mector
Applicant 12-C, North Karachi industrial area, Karachi
Brand Name +Dosage Form + Strend Pepset 50mg/2ml Injection
Composition Eachml contains:
Ranitidine as ranitidin
Diary No. Date of R& | & fee Dy.No. 1724, 388-2016, Rs.20,000/
Pharmacological Group Anti-Ulcer
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Ranitidine Hydrochloride Of Mylan Labs (USFDA)
Reference Regulatory Authties.
Me-too status ANZOL injection of indus pharma
GMP status Last GMP Inspection dated 817 with conclusive
remarks of good cGMP compliance.
Remarks of Evaluator
Decision: Approved
45. | Name and address of manufacturel M/s. Atlantic Pharmaceuticals, €9 industrial estate
Applicant Hayatabad Peshawar
Brand Name +Dosage Form + Strendg Tranhes 6 % 500 ml Infusion
Composition Each 100 ml Contains:
Hydroxy ethyle starch M
Sodiim chl oride BP é.é. 0.
Water for |Injection ééé
Diary No. Date of R& | & fee 29-2-2016, Duplicate
Pharmacological Group Plasma substitute for infusion
Type of Form Form5
Finished Product Specification Manufacturer
Pack size & DemandediPe 500 ml/ As per SRO
Approval status of product i Fresenius Kabi Canada Ltd (Health Canada)
Reference Regulatory Authorities.
Me-too status HEMOHES of USMANCO INTERNATIONAL
GMP status NA
Remarks of Evaluator
Decision: Deferred for submisson of latest GMP inspection report conducted within a
period of last 1 year by DRAP.
46. | Name and address of manufacturg M/s. Wnsfeild Pharmaceuticals, Plot # 122, Block

Applicant

Phase V. Hattar

Brand Name +Dosage Form + Streng

Winstate 40mg Tabls

Composition

Each film coated tablet contains:
Febuxostat ééééd0mg

Diary No. Date of R& | & fee

Dy.No. 417, 115-2016, Rs.20,000/

Pharmacological Group

Antigout preparation

Type of Form Form5
Finished Product Specification Manufacturer
Pack size & Demanded Price 2 x 1Aspe SRO

Approval status of product i
Reference Regulatory Authorities.

Febuxostat Of Macleods Pharms Ltd (USFDA)

Me-too status

Degouric ofAtco Laboratories

GMP status

Last GMP Inspection conducted on-282016 with
conclusive remarks of cGMP compliance.

Remarks of Evaluator

DecisionnAppr oved

wi th i

nnnovatordés specificat
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Evaluator PEC-XI

48. | Name and address of manufacturgM/s Platinum Pharmaceuticals Pvt. Ltd.;28 North

Applicant Western Industrial Zone, Bin Qasim, Karachi.

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

Composition Eachfilm coated tablet contains:

I rbesartanééeééeéeé. . e300m
Hydrochl orothiazideéée. é

Diary No. Date of R& | & fee Dy. N0.2314; 1511-2016; Rs.20,000(14-11-2016)

Pharmacological Group Angiotensin Il receptor antagonist/ Thiazide diuretic

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 1006 s; As per PRC

Approval status of product in Referenf MHRA approved

Regulatory Authorities

Me-too status (with strength and dosg Co-Aprovel of M/s Sanofi Aventi®akistan

form)

GMP status Latest cGMP inspection report dated112017; and
the report concludes that overall cGMP complian
level is rated as acceptable.

Remarks of the Evaluator

Decision: Approved.

49. | Name and address of manufacture¢ M/s Platinum Pharmaceuticals Pvt. Ltd.-28 Nortl

Applicant Western Industrial Zone, Bin Qasim, Karachi.

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

Composition Each film coated tablet contains:

I rbesartanéééeééeé. . é300m
Hydrochlorothiazil e € é . € 2 5 mg

Diary No. Date of R& | & fee Dy. No.2315; 1511-2016; Rs.20,000(14-11-2016)

Pharmacological Group Angiotensin Il receptor antagonist/ Thiazide diuretic

Type of Form Form5

Finished product Specifications UsPkP

Pack size & DemandediBe 1006 s ; As per PRC

Approval status of product in Referent MHRA approved

Regulatory Authorities

Me-too status (with strength and dosg Co-Aprovel of M/s Sanofi Aventis Pakistan

form)

GMP status Latest cGMP inspection report dated 1162017; and
the report concludes that overall cGMP complian
level is rated as acceptable.

Remarks of the Evaluator

Decision: Approved.

50. | Name and address of manufacturgM/s Platinum Pharmaceuticals Pvt. Ltd.;28 Nortl

Applicant

Western Industrial Za® Bin Qasim, Karachi.

Brand Name +Dosage Form + Streng

Irbesartan Plus 150/12.5 tablets

Composition

Each film coated tablet contains:

. €150m
Hydrochl orothiazideéé. é

Diary No. Date of R& | & fee

Dy. N0.2316; 1511-2016; Rs20,000/ (14-11-2016)

Pharmacological Group

Angiotensin Il receptor antagonist/ Thiazide diuretic

Type of Form

Formb

Finished product Specifications USP
Pack size & Demanded Price 1006 s ; As per PRC
Approval status of product in Referen. MHRA approved

Reguldory Authorities

Me-too status (with strength and dosg

form)

Co-Aprovel of M/s Sanofi Aventis Pakistan

Minutes for 278 Registration Board Meeting

26



GMP status

Latest cGMP inspection report dated1162017; and
the report concludes that overall cGMP complian
level is rated aacceptable.

Remarks of the Evaluator

Decision: Approved.

51. | Name and address of manufacture M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No-248 &
Applicant A-256 to A259, H.I.T.E., Lasbela Balochistan.
Brand Name +Dosage Form + Streng Loram 1mg tablet
Composition Each tablet contains:L or az e gdmgé .
Diary No. Date of R& | & fee Dy. N0.2305; 1411-2016; Rs.20,000(14-11-2016)
Pharmacological Group Psychotherapeutic drugs
Type of Form Form5
Finished product Specificatisn USP
Pack size & Demanded Price 1x1006s; As per SRO/ PRC

3x106s; As per SRO/ PRC
10x106s; As per SRO/ PRC

Approval status of product in Referen| Lorazepam 1mg tablets (USFDA approved)

Regulatory Authorities

Me-too status (with strength and dosg Gtvan 1mg tablets of M/s Glitz Pharmaceuticals

form)

GMP status Latest cGMP inspection report dated@2017; and
the report concludes that overall cGMP complian
level is rated as good.

Remarks of the Evaluator 9 Other brand names proposed:

Lopam 1mg thlets
Lorapam 1mg tablets
f The CLB in its 252 meeting held on 5March,
2017 has approved the grant of additional sectid
1. Tablet (Psychotropic)

Decision: Approved

52. | Name and address of manufacture M/s Akhai pharmaceuticals (Pvt.) LtBJot No. A248 &

Applicant

A-256 to A259, H.I.T.E., Lasbela Balochistan.

Brand Name +Dosage Form + Streng

Loram 2mg tablet

Composition

Each tablet contains:
Lorazepam éééééé. . é2mg

Diary No. Date of R& | & fee

Dy. N0.2304; 1411-2016; Rs.20,000(14-11-2016)

Pharmacological Group

Psychotherapeutic drugs

Type of Form Form5

Finished product Specifications UsPkP

Pack size & Demanded Price 1x1006s; As per SRO/ PRC
3x106s; As per SRO/ PRC
10x106s; As per SRO/ PRC

Approval status of product in Referen| Lorazepam 2mg tablets (USFDA approved)

Regulatory Authorities

Me-too status (with strength and dosg Gtvan 2mg tablets of M/s Glitz Pharmaceuticals

form)

GMP status Latest cGMP inspection report dated@®2017; and

the report concludes that overaGMP compliance
level is rated as good.

Remarks of the Evaluator

1 Other brand names proposed:
Lopam 2mg tablets
Lorapam 2mg tablets
f The CLB in its 25 meeting held on T5March,
2017 has approved the grant of additional sectig
1. Tablet (Psychotropic)

Decision: Approved.
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53. | Name and address of manufacture M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot N0-248 &
Applicant A-256 to A259, H.I.T.E., Lasbela Balochistan.
Brand Name +Dosage Form + Streng Bropam 3mg tablet
Composition Each tablet gntains:

Bromazepam ééééeéé. . é3mg

Diary No. Date of R& | & fee Dy. N0.2306; 1411-2016; Rs.20,000(14-11-2016)

Pharmacological Group Psychotherapeutic drugs

Type of Form Form5

Finished product Specifications As per innovator 6s

Pack size & Denmaded Price 1x1006s; As per SRO/ PRC
3x106s; As per SRO/ PRC
10x106s; As per SRO/ PRC

Approval status of product in Referen| Lexotan 3mg tablets (TGA approved)

Regulatory Authorities

Me-too status (with strength and dosg Anxit 3mg tablets of M/s #o Laboratories

form)

GMP status Latest cGMP inspection report dated@2017; and
the report concludes that overall cGMP complian
level is rated as good.

Remarks of the Evaluator 9 Other brand names proposed:

Zepam 3mg tablets
Bazepam 3mg tablets
f The CIB in its 252¢ meeting held on T5March,
2017 has approved the grant of additional sectid
1. Tablet (Psychotropic)

Decision: Approved.

54. | Name and address of manufacture M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot N0-248 &
Applicant A-256 to A259, H.I.T.E., Lasbela Balochistan.

Brand Name +Dosage Form + Streng Depam 5mg tablet

Composition Each tablet contains:

Di azepam éééééé. . ébmg

Diary No. Date of R& | & fee Dy. N0.2303; 1411-2016; Rs.20,000(14-11-2016)

Pharmacological Group Psychotherapeutic drugs

Type of Form Form5

Finished product Specifications UsPkP

Pack size & Demanded Price 1x1006s; As per SRO/ PRC
3x106s; As per SRO/ PRC

Approval status of product in Referen| TGA approved

Regulatory Authorities

Me-too status (wittstrength and dosag Snooze tablets of M/s Novamed pharmaceuticals

form)

GMP status Latest cGMP inspection report dated@32017; and
the report concludes that overall cGMP complian
level is rated as good.

Remarks of the Evaluator 9 Other brand nass proposed:

Diapam 5mg tablets
Diazep 5mg tablets
f The CLB in its 25 meeting held on T5March,
2017 has approved the grant of additional sectig
1. Tablet (Psychotropic)

Decision: Approved.

55. | Name and address of manufacturg M/s Akhai prarmaceuticals (Pvt.) Ltd, Plot No.-248 &

Applicant

A-256 to A259, H.I.T.E., Lasbela Balochistan.

Brand Name +Dosage Form + Streng

Depam 10mg tablet

Composition

Each tablet contains:
Di azepam

,,,,,,

eeeeee.

. €10mg

Minutes for 278 Registration Board Meeting

28



Diary No. Date of R& | & fee

Dy. N0.2302; 1411-2016; Rs.20,000(14-11-2016)

Pharmacological Group

Psychotherapeutic drugs

Type of Form EForm5

Finished product Specifications USP

Pack size & Demanded Price 1x1006s; As per SRO/ PRC
3x106s; As per SRO/ PRC

Approval status of product in Referenf USFDA approved

Regulatory Authorities

Me-too status (with strength and dosg
form)

Snooze tablets of M/s Novamed pharmaceuticals

GMP status

Latest cGMP inspection report dated@22017; and
the report concludes that overall cGMP complian
levelis rated as good.

Remarks of the Evaluator

9 Other brand names proposed:
Diapam 10mg tablets
Diazep 10mg tablets
f The CLB in its 25 meeting held on T5March,
2017 has approved the grant of additional sectig
1. Tablet (Psychotropic)

Decision: Approved.

56. | Name and address of manufacture M/s Akhai pharmaceuticals (Pvt.) Ltd, Plot No-248
Applicant & A-256 to A259, H.I.T.E., Lasbela Balochistan.
Brand Name +Dosage Form + Streng Adol 500mg Tablet
Composition Each tablet contains:

Paracetamél é € 500 mg

Diary No. Date of R& | & fee Dy. N0.2301; 1411-2016; Rs.20,000(14-11-2016)

Pharmacological Group Analgesic, antipyretic

Type of Form Form5

Finished product Specifications BP

Pack size & Demanded Price 1x1006s; As per SRO/ PRC
1 0 x g; Astper SRO/PRC

Approval status of product in Referen| TGA approved

Regulatory Authorities

Me-too status (with strength and dosg Panadol tablets of M/s GSK

form)

GMP status Latest cGMP inspection report dated-@82017; and
the report concldes that overall cGMP complian
level is rated as good.

Remarks of the Evaluator 9 Other brand names proposed:

Pamol tablets
Dol tablets

Decision: Approved.

57. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot N&:A,

Applicant

Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage Form + Streng

Citiflam tablets 50mg

Composition

Each film coated tablet contains:
Diclofinac potassi umééeeée

Diary No. Date of R& | & fee

Dy. N0.1307;23-09-2016,; Rs.20,000(23-09-2016)

Pharmacological Group

Analgesic, antinflammatory and antiheumatic agent

Type of Form

Formb

Finished product Specifications USP
Pack size & Demanded Price 2x1006s;- Rs. 105/
Approval status of product in Reence| USFDA approved

Regulatory Authorities
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Me-too status (with strength and dosg
form)

Artimov-K of M/s Barrett Hodgson

GMP status

Last GMP inspection conducted on-@82017 and the
report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarks of the Evaluator

Decision: Approved

58. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No-AL2

Applicant Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage Form + Streng Adik SR tablets

Composition Each sustained release film coated tablet contains:
Diclofinac sodiuméééeloo0

Diary No. Date of R& | & fee Dy. N0.1309; 2309-2016; Rs.20,000(23-09-2016)

Pharmacaigical Group Analgesic, antinflammatory and antiheumatic agent

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 3x106s; -Rs.292.00/

Approval status of product in Referenf USFDA approved

Regulatory Authorities

Me-too status (with strength and dosg Voltral 100mg SR tablet of M/s Novartis

form)

GMP status Last GMP inspection conducted on-042017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarks of the Evaluator

Decision: Approved

59. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No:AL2

Applicant

Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage For+ Strength

Tramadol Plus tablets

Composition

Each film coated tablet contains:
Tramadol hydrochl ori deé
Paracetamol éééééeéceé

Diary No. Date of R& | & fee

Dy. N0.1311; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Group

Opioid aralgesic/Analgesic, anfiyretic

Type of Form Form5

Finished product Specifications Manufacturerds specific
Pack size & Demanded Price 1x106s; -Rs.100. 00/

Approval status of product in Referen| TGA approved

Regulatory Authorities

Me-too sttus (with strength and dosa|
form)

Zultracet tablet of M/s Wilshire

GMP status

Last GMP inspection conducted on-082017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarksof the Evaluator

The firm has c¢l ai med ma
the official monograph of the formulation is availal
in USP

Decision: Approvedwith USP specifications.
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60. | Name and address of manufacturg M/s City Pharmaceuticdlaboratories, Plot No. 12,

Applicant Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage Form + Streng Stodium capsules 2mg

Composition Each capsule contains:

Loperamide hydrochl orid

Diary No. Dde of R& | & fee Dy. N0.1312; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Group Antidiarrheal agent

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 10x606s; -Rs.190. 00/

Approval status of product in Reence| USFDA approved

Regulatory Authorities

Me-too status (with strength and dosg Imodium capsules of M/s JanssEilag

form)

GMP status Last GMP inspection conducted on-042017 and
the report concludes that the firm is considered to
operatng at Good level of compliance with GM}
guidelines.

Remarks of the Evaluator

Decision: Approved

61. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No:AL2

Applicant Sector 5, 45, New Serveyn@76, Korangi Industria
Area, Karachi.

Brand Name +Dosage Form + Streng Fungazol capsules 150mg

Composition Each capsule contains:
Fluconazole. .. ... ......

Diary No. Date of R& | & fee Dy. N0.1302; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Grqu Antifungal agent

Type of Form Form5

Finished product Specifications Manufacturerb6s specific

Pack size & Demanded Price 1x16s; Rs. 150. 00/

Approval status of product in Referen| TGA approved

Regulatory Authorities

Me-too status (with semgth and dosag Zolanix 150mg capsules of M/s GSK

form)

GMP status Last GMP inspection conducted on-042017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarks of the Evahior

Decision: Approved with JP specifications

62. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No-AL2

Applicant

Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage Form + Stgém

Exit 250mg injection IM

Composition

Each vial contains:
Ceftriaxone (as sodi um)

Diary No. Date of R& | & fee

Dy. N0.1306; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Group

Cephalosporin antibiotic

Type of Form Form-5
Finished product Specifications USP
Pack size & Demanded Price 16s; Rs. 104.00/

Approval status of product in Referen
Regulatory Authorities

Rocephin IM 250 mg powder and solvent for solut
for injection (MHRA approved)
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Me-too status (vth strength and dosag
form)

Aventriax injection of M/s Sanofi aventis

GMP status

Last GMP inspection conducted on-042017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remaks of the Evaluator

Decision: Approved.

63. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No-AL2

Applicant Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

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

Composition Each vial contains:

Ceftriaxone (as sodi um)

Diary No. Date of R& | & fee Dy. N0.1313; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Group Cephalosporin antibiotic

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 16s; Rs.170. 00/

Approval status of product in Referen| Rocephin IM 500 mg powder and solvent for solut

Regulatory Authorities for injection (MHRA approved)

Me-too status (with stregth and dosag| Aventriax injection of M/s Sanofi aventis

form)

GMP status Last GMP inspection conducted on-042017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarks oftie Evaluator

Decision: Approved

64. | Name and address of manufacturg M/s City Pharmaceutical Laboratories, Plot No-AL2

Applicant Sector 5, 45, New Serveyn@76, Korangi Industrial
Area, Karachi.

Brand Name +Dosage Form + Streng Lignocaineinjection 1%

(Diluent for Ceftriaxone IM injection)

Composition Each ml contains:

Lidocaine hydrochl oride

Diary No. Date of R& | & fee Dy. N0.1310; 2309-2016; Rs.20,000(23-09-2016)

Pharmacological Group Local anesthetic

Type of Form Form5

Finished product Specifications BP

Pack size & Demanded Price 2 ml Xx 1606-s; Rs. 1. 64/

Approval status of product in Referen| Lidocaine Injection 1% w/v (MHRA approved)

Regulatory Authorities

Me-too status (with strength and doeg Lidex injection 1% of M/s Caraway pharma

form)

GMP status Last GMP inspection conducted on-082017 and
the report concludes that the firm is considered to
operating at Good level of compliance with GM
guidelines.

Remarks of the Evaluator

Decision: Approved

65. | Name and address of manufacturg M/s. Brookes pharma (Pvt.) Ltd., 58 & 59, Se€t6r

Applicant

Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Brofyl tablets 400mg

Composition

Each tablet contains:

,,,,,,

. 400mg
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Diary No. Date of R& | & fee

Duplicate dossier; Rs.20,00@03-07-2014) Duplicate
fee challan attached

Pharmacological Group

Xanthine derivative (antsthamatic)

Type of Form Form5
Finished product Specifications Manufactured s speci fi cati ons
Pack size & Demanded Price 1006 s; As per brand | ead

Approval status of product in Referen
Regulatory Authorities

Ansimar (Italy)

Me-too status (with strength and dosg
form)

Agolix tablets of M/s Hiranis

GMP status

Latest GMP inspection conducted on-@92017 and
report concludes that the panel unanimou
recommends the grant of GMP certificate for loc
and export purpose.

Remarks of the Evaluator

Decision: Approved. Reference will be sent to Budget & Account®ivision for verification
of challan and Board authorized its Chairman for the isuance of registration letter.

66. | Name and address of manufacturg M/s. Brookes pharma (Pvt.) Ltd., 58 & 59, Se€t6r

Applicant Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng| Brofyl syrup

Composition Each 5ml contains:
Doxofyllineéééééé. 100mg

Diary No. Date of R& | & fee Duplicate dossier; Rs.20,00¢03-07-2014) Duplicate
fee challan attached

Pharmacological Group Xanthine derivative (@ti-asthamatic)

Type of Form Form5

Finished product Specifications Manufacturerods specific

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

Approval status of product in Referen| Ansimar syrup (Italy)

Regulatory Authorities

Me-too status (with strength and dosg Agolix syrup of M/s Hiranis

form)

GMP status Latest GMP inspection conducted on@82017 and
report concludes that the panel unanimous
recommends the grant of GMP certificate for log
and export purpose.

Remaks of the Evaluator

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

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

67. | Name and address of manufacture M/s Nexus Pharma Pvt. Ltd., Plot 4,436, Sector 21

Applicant

Korangi industrial area, Karachi.

Brand Name +Dosage Form + Streng

Fungil tablet 125mg

Composition

Each tablet contains:

Terbinafine (as hydroch
Diary No. Date of R& | & fee Dy. N0.1148; 0609-2016; Rs.20,000(06-09-2016)
Pharmacological Group Antifungal
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 100s,; -RsperdSRO /

Approval status of product in Referen
Regulatory Athorities

Terbinafine 125 mg tablets (Approved in MHRA)

Me-too status (with strength and dosg
form)

Lamisil of M/s Novartis pharma

GMP status

Last inspection conducted on.62017 & 14.6.2017,
report concludes that firm is operating at satisfigctc
level of compliance with GMP.
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Remarks of the Evaluator |

Decision: Approvedwith change in brand name

68. | Name and address of manufacture M/s Nexus Pharma Pvt. Ltd., Plot 4/4886, Sector 21

Applicant Korangi industrial area, Karachi.

BrandName +Dosage Form + Streng{ Azosin tablet 2mg

Composition Each tablet contains:

Doxazosin (as mesyl ate)

Diary No. Date of R& | & fee Dy. N0.1148; 0609-2016; Rs.20,000(06-09-2016)

Pharmacological Group Alpha adrenergic blocker

Typeof Form Form5

Finished product Specifications USP

Pack size & Demanded Price 2006s; Rs.392.58/

As per SRO

Approval status of product in Referen| Cardura (USFDA approved)

Regulatory Authorities

Me-too status (with strength and dosg Cardura of M/s Pfizer Laboratories Ltd.

form)

GMP status Last inspection conducted on-08-2017 and 1406-
2017, report concludes that firm is operating
satisfactory level of compliance with GMP.

Remarks of the Evaluator

Decision: Approved.

69. | Name andaddress of manufacturer| M/s Nexus Pharma Pvt. Ltd., Plot 4/4886, Sector 21

Applicant Korangi industrial area, Karachi.

Brand Name +Dosage Form + Strend Potrinex ointment 0.005%

Composition Each gram contains:

Calcipotriol ééééé. . 0.00

Diary No. Date of R& | & fee Dy. N0.1148; 0609-2016; Rs.20,000(06-09-2016)

Pharmacological Group Antipsoriatic

Type of Form Form5

Finished product Specifications USP

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

Approval status of fpduct in Referencq Calcipotriol ointment 50mcg/gram (MHRA)

Regulatory Authorities

Me-too status (with strength and dosg Dervit of M/s Nabigasim industries

form)

GMP status Last inspection conducted on-08-2017 and 146-
2017, report concludes ah firm is operating at
satisfactory level of compliance with GMP.

Remarks of the Evaluator

Decision: Approved.

70. | Name and address of manufacturg M/s Nexus Pharma Pvt. Ltd., Plot 4/4886, Sector 21

Applicant

Korangi industrial area, Karachi.

Brand Name +Dosage Form + Streng

Zathro tablets 50mg

Composition

Each film coated tablet contains:

. 50 mg

Diary No. Date of R& | & fee

Dy. N0.1148; 0609-2016,; Rs.20,000(06-09-2016)

Pharmacological Group

Immunosuppressive dg

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 1006 s ; Rs. 1496. 14/

Approval status of product in Referen
Regulatory Authorities

Imuran 50mg (MHRA approved)

Me-too status (with strength and dosg
form).

Imuran of M/s GSK
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GMP status

Last inspection conducted on.&2017 & 14.6.2017,
report concludes that firm is operating at satisfactc
level of compliance with GMP.

Remarks of the Evaluator

Decision: Registration Board approved product in general manufacturing areas with
condition that manufacturer shall provide safety and protective measures for workers an
personnel which remain in direct contact or are involved in close handling of these drugs.

71. | Name and address of manufacture M/s CCL Pharmaceuticals Pvt. Ltd.,-G8dustrial

Applicant Estate, Kot Lakhpat, Lahore.

Brand Name +Dosage Form + Streng Renosteril tablets

Composition Each film coated tablet contains:
alphaKk et ophenyl al anine, C¢
alpha-Hydroxymethioninec al ci um sal t
alpha-K et oi sol eucine, cal ci
alpha-K et ol eucine, calcium
alpha-K et oval i ne, calcium
L-Tryptophanééé. . €23 mg
L-Threonineéééeéé.53mg
Ltyrosineéééééé. 30mg
LHi stidineééééé. .. 38mg
L-Lysi neéeéeéeééeée. . 105mg

Diary No. Date of R& | & fee Dy.N0.350;2101-2015; Rs.20,000(21-01-2015),
Rs.80,000/(16-11-2017)

Pharmacological Group Amino acid supplement

Type of Form Form5

Finished product Specifications As per innovatorodos spec

Pack size & Demanded Price 506s and 10006s; As per

Approval status of product in Referen| Ketosteril (Germany)

Regulatory Authorities

Me-too status (with strength and dosg Ketosteril of M/s Medipak

form)

GMP status Last inspectiorconducted on 083-2017 and 313
2017, report concludes that firm is operating
satisfactory level of compliance with GMP.

Remarks of the Evaluator

Decision: Approved

72. | Name and address of manufactureg M/s CCL Pharmaceuticals PVitd., 62 Industrial

Applicant

Estate, Kot Lakhpat, Lahore.

Brand Name +Dosage Form + Streng

Exapro Flash tablets 10mg

Composition

Each orodispersible tablet contains:

Escitalopram (as oxal at

Diary No. Date of R& | & fee

Dy. N0.366; 1911-2014 Rs.20,000/(19-11-2014)

Pharmacological Group

Antidepressant/anxiolytic/antiobsessional

Type of Form

Form5

Finished product Specifications

Pack size & Demanded Price

As per innovatords sp
| e

ec
146s; As per brand ad

Approval statu®f product in Referenc;
Regulatory Authorities

Cipralex Meltz (Health Canada approved)

Me-too status (with strength and dosg
form)

Citanew D 10mg dispersible tablets of M/s Hilt
pharma

GMP status

Last inspection conducted on-08-2017 and 3103
2017, report concludes that firm is operating
satisfactory level of compliance with GMP.

Remarks of the Evaluator

Decision: Approved
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73. | Name and address of manufacture M/s Nabigasim industries (Pvt.) Ltd., 17/24, Korang

Applicant Industrialpark, Karachi.

Brand Name +Dosage Form + Streng Neutop 100mg tablets

Composition Each film coated tablet contains:
Topiramateééé. 100mg

Diary No. Date of R& | & fee Dy. N0.1813; 1810-2016; Rs.20,000(17-10-2016)

Pharmacological Group Anticonvulsants

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 306s and 6060s; As per P

Approval status of product in Referen| Topamax (MHRA approved)

Regulatory Authorities

Me-too status (with strength and dosg Tics 100mg tablets of M/s Genix pharma

form)

GMP status Last inspection conducted on-08-2017 and report
concludes that firm is operating at an acceptable Ig
of compliance with GMP.

Remarks of the Evaluator

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

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

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

inspection report dated 0308-2017.

74. | Name and address of manufacture M/s PharmEvo Pvt. Ltd. Plot #-29, North West

Applicant Industrial Zone, Port Qasim, Karachi

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

Composition Each film coated tablet contains:

I rbesartanéééééé. 300mg
Hydrochl orothiazideééé.

Diary No. Date of R& | & fee Dy. N0.1034; 2306-2014; Rs.20,000(25-06-2014)

Pharmacological Group Anti-hypertensive

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 1006s; Rs.950.00/
146s; Rs. 1330.00/
300s; Rs. 2850. 00/

Approval status of product in Referen| Irbesartan and Hydrochlorothiazide 300mg / 251

Regulatory Authorities Film-coated tablets (MHRA approved)

Me-too status (with strength and dosg IreconH of M/s Barrett Hodgson Pvt. Limited

form)

GMP status Last inspection conducted on -R7-17 and report
concludes that overall compliance status is fol
competing well within prevailing bracket o
acceptable compliance level.

Remarks of the Evaluator

Decision: Approved

75. | Name and address of manufacture M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta

Applicant

Road, Industrial Triangle Zone, Islamabad.

Brand Name +Dosage Form + Streng

Valodine eye drops.

Composition

Each ml contains:
Brimonidinear t r ateéé. . é. 0. 2%
Benzal konium chloride (

Diary No. Date of R& | & fee

Dy. N0.2769; 1704-2015; Rs.20,000(15-04-2015)

Pharmacological Group

Alpha adrenergic receptor agonist

Type of Form

Form5

Finished producBpecifications

Manufacturerds specific

Pack size & Demanded Price

5ml; As per SRO
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Approval status of product in Referen
Regulatory Authorities

Brimonidine tartrate 0.2% w/v ophthalmic soturtidro
(USFDA, MHRA approved)

Me-too status (wittstrength and dosag
form)

Brimo-T of M/s Atco labs

GMP status

Last GMP inspection report dated-29-2017; the
panel unanimously recommended for the grant
cGMP certificate.

Remarks of the Evaluator

Decision: Approved withi nnov a

t ortioss. speci fica

76. | Name and address of manufacture M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta

Applicant Road, Industrial Triangle Zone, Islamabad.

Brand Name +Dosage Form + Streng Valofen eye drops

Composition Each ml contains:

Flurbiprofensodi mé é . . é. 0. 3 mg
Benzal konium chloride (

Diary No. Date of R& | & fee Dy. N0.2771; 1704-2015; Rs.20,000(15-04-2015)

Pharmacological Group NSAID

Type of Form Form5

Finished product Specifications USP

Pack size & DemandePrice 5ml; As per SRO

Approval status of product in Referen| Ocufen (USFDA, MHRA approved)

Regulatory Authorities

Me-too status (with strength and dosg Optofen eye drops of M/s Sante

form)

GMP status Last GMP inspection report dated-09-2017; the
panel unanimously recommended for the grant
cGMP certificate.

Remarks of the Evaluator

Decision: Approved

77. | Name and address of manufacture M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta

Applicant Road, Industrial Triangle Zonkslamabad.

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

Composition Each ml contains:

Bi matoprostéé. . é. 0. 3mg

Diary No. Date of R& | & fee Dy. N0.2743; 1704-2015; Rs.20,000(15-04-2015)

Pharmacological Group Prostagladin analogue

Type of Form Form5

Finished product Specifications Manufacturerb6s specific

Pack size & Demanded Price 10ml; Not demanded

Approval status of product in Referen| Lumigan 0.3mg/ml eye drops (USFDA approved)

Regulatory Authorities

Me-too status (with strength and dosg Lumigan ophthalmic solution of M/s Barrett Hodgso

form)

GMP status Last GMP inspection report dated-09-2017; the
panel unanimously recommended for the grant
cGMP certificate.

Remarks of the Evaluator I Same contents in dossier as in Valomat eye dro

Deci si on: Approved wiith innovatords sp

78. | Name and address of manufacturg M/s Valor Pharmaceuticals (Pvt.) Ltd.,124/A Kahuta

Applicant Road, Industrial Triangle Zone, Islamabad.

Brand Name +Dosage Form + Streng]

Valomat eye drops

Composition

Each ml contains:
Bi matoprostéé. . e. 0. 3mg

Diary No. Date of R& | & fee

Dy. N0.2770; 1704-2015; Rs.20,000(15-04-2015)

Pharmacological Group

Prostaglandin analogue

Type of Form

Form5
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Finished product Specifications

Manufacturerb6s specific

Pack size & Demanded Price

10ml; Not demanded

Approval status of product in Referen
Regulatory Authorities

Lumigan 0.3mg/ml eye drops (USFDA approved)

Me-too status (with strength amsage
form)

Lumigan ophthalmic solution of M/s Barrett Hodgso

GMP status

Last GMP inspection report dated-09-2017; the
panel unanimously recommended for the grant
cGMP certificate.

Remarks of the Evaluator

1 Same contents in dossier asBimaprost 0.03%
ophthalmic solution.

Decision: Registration Board decided
formulation with another brand name.

to reject the application since firm has applied similg

79. | Name and address of manufacture M/s. Stanley Pharmaceuticals (Pvt.) Ltd84-B,

Applicant Industrial Estate, Peshawar.

Brand Name +Dosage Form + Streng Fenbro tablets 400mg

Composition Each film coated tablet contains:
| buprofenééééééé. ... 400

Diary No. Date of R& | & fee Dy. No.1282; 18)3-2016; Rs.20,000(18-03-2016)

Pharnacological Group NSAID

Type of Form Form5

Finished product Specifications BP

Pack size & Demanded Price 10x106s-= Rs. 239/
20x1006s+ Rs. 478/

Approval status of product in Referen| Brufen (MHRA approved)

Regulatory Authorities

Me-too status (wittstrength and dosag Brufen of M/s Abbott

form)

GMP status 1810-2017; overall the cGMP compliance we
satisfactory and the firm is directed to prepare a p
for the rectification all the deficiencies noted by the
at their earliest.

Remarks of th&valuator

Decision: Approved

80. | Name and address of manufacture M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. <1151

Applicant

Sector 24, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Sodium bicarbonate 5% wi/v injectio

Composition

Each 0.5ml contains:
Sodi um bi

,,,,,

Diary No. Date of R& | & fee

Dy. N0.2217; 3110-2016; Rs.20,000(31-10-2016)

Pharmacological Group

Alkalinizing agent, antacid, electrolyte suppleme
oral electrolyte supplememarenteral

Type of Form

Form5

Finished product Specifications

USP

Pack size & Demanded Price

0.5ml; Not applicable

Approval status of product in Referen
Regulatory Authorities

WHO recommended diluent for Artesunate injection

Me-too statuswith strength and dosag
form)

Sodium bicarbonate 5% wi/v injection of M/s Gel
pharma

GMP status

08-06-2017, The firm has demonstrated both the dr
and ability to implement appropriate correctiy
actions. It is further concluded that the centradlguf
a quality system should be the consistent product
of safe and effective products and ensuring that
activities are sustainable.
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Remarks of the Evaluator |

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

Artesunate 30mg injection.

81. | Name and address of manufacturg M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. <151

Applicant Sector 24, Korangi Industrial Area, Karachi.

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

Composition Each 2ml contains:
Sodium bicarbonateéééecéce

Diary No. Date of R& | & fee Dy. N0.2216; 3110-2016; Rs.20,000(31-10-2016)

Pharmacological Group Alkalinizing agent, antacid, electrolyte suppleme
oral electrolyte supplement, parerdl

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 2ml; Not applicable

Approval status of product in Referenf WHO recommended diluent for Artesunate injection

Regulatory Authorities

Me-too status (with stregth and dosag( Sodium bicarbonate 5% w/v injection of M/s Gel

form) pharma

GMP status 08-06-2017, The firm has demonstrated both the dr
and ability to implement appropriate correctiy
actions. It is further concluded that the central goal
a qudity system should be the consistent producti
of safe and effective products and ensuring that
activities are sustainable.

Remarks of the Evaluator

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

Artesunate 120mg injection.

82. | Name and address of manufacture M/s Mediate Pharmaceutical Pvt. Ltd., Plot No. Il

Applicant

Sector 24, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Sodium chloroide 0.9% w/v injection

Composition

Each 10ml contains:
Sodium chl ori

,,,,,,

Diary No. Date of R& | & fee

Dy. N0.2218; 3110-2016; Rs.20,000(31-10-2016)

Pharmacological Group

Isotonic crystalloid salt solution

Type of Form

Form5

Finished product Specifications

USP

Packsize & Demanded Price

10ml; Not applicable

Approval status of product in Referen
Regulatory Authorities

WHO recommended diluent for Artesunate injection

Me-too status (with strength and dosg
form)

Sodium chloride 0.9% wi/v injection of M/s Gen
pharma

GMP status

08-06-2017, The firm has demonstrated both the dr
and ability to implement appropriate correctiy
actions. It is further concluded that the central goal
a quality system should be the consistent product
of safe and effectivgproducts and ensuring that th
activities are sustainable.

Remarks of the Evaluator

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

Artesunate 120mg injection.
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83. | Name and address of manufacturg M/s Mediate Pharmaceutical Pvt. Ltd., Plot No.-150Q

Applicant Sector 24, Korangi Industrial Area, Karachi.

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

Composition Each 2.5ml contains:
Sodium chl orideééééecéeé

Diary No. Dateof R& | & fee Dy. N0.2219; 3110-2016; Rs.20,000(31-10-2016)

Pharmacological Group Isotonic crystalloid salt solution

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 2.5ml; Not applicable

Approval status oproduct in Referenc{ WHO recommended diluent for Artesunate injection

Regulatory Authorities

Me-too status (with strength and dosg Sodium chloride 0.9% wi/v injection of M/s Gen

form) pharma

GMP status 08-06-2017, The firm has demonstrated bdih trive
and ability to implement appropriate correctiy
actions. It is further concluded that the central goal
a quality system should be the consistent product
of safe and effective products and ensuring that
activities are sustainable.

Remaks of the Evaluator

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

Artesunate 30mg injection.

ii. Deferred Cases
Evaluator PEC-II
84. | Name and address of manufactureM/s. Jaens Pharmaceutical Indust(iest) Ltd. Lahore

Applicant

Contract manufactured by M/s. English Pharma, Lal

Brand Name +Dosage Form + Streng

Gaxime 100mg Suspension

Composition

Each 5ml reconstituted suspension contains:
Cefixime (as trihydrate

Diary No. Date of R& | & e

Dy No. 3092; 1805-2013Rs.50000/ 15052013

Pharmacological Group

Cephalosporin

Type of Form

Formb

Finished product Specification

Manufacturer specifications.

Pack size & Demanded Price

30ml; As Per SRO

Approval status of product in Refarce
Regulatory Authorities.

USFDA Approved

Me-too status

Cefspan 100 mg/5ml by M/s Barret Hodgson

GMP status

Last inspection report Dated -24-2016 confirms
satisfactory compliance to GMP.

Previous remarks of the Evaluator.

Firm has submitted @y contract agreement made
21-07-2017 between M/s. Jaens Pharmaceut
Industries (Pvt) Ltd. Lahore & M/s. English Pharn
Lahore.

Previous decision

Deferred in 278 meeting of Registration Board f(
submission of GMP inspection report of M/s Enigl
Pharma, Lahore during last 1 year

Evaluation by PEC

Copy of inspection report of M/s English Pharn
Lahore conducted on 241-2016 confirms satisfactor
compliance to GMP.

DecisionnApproved with

i nnovatords specificat
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85.

Name and address ahanufacturer
Applicant

M/s. Jaens Pharmaceutical Industries (Pvt) Ltd. Lah
Contract manufactured by M/s. English Pharma, Lal

Brand Name +Dosage Form + Streng

Gaxime DS 200mg Suspension

Composition

Each 5ml reconstituted suspension contains:
Cefixime (as trihydrate

Diary No. Date of R& | & fee

Dy No. 3093; 1505-2013Rs.500004 1505-2013

Pharmacological Group

Cephalosporin

Type of Form

Form5

Finished product Specification

Manufacturer specifications.

Pack size & Demaded Price

30ml; As Per SRO

Approval status of product in Referen
Regulatory Authorities.

USFDA Approved

Me-too status

Cefspan 200 mg/5ml by M/s Barret Hodgson

GMP status

Last inspection report Dated -44-2016 confirms
satisfactory compliance ®MP.

Previous remarks of the Evaluator.

Firm has submitted copy contract agreement mad
21-07-2017 between M/s. Jaens Pharmaceut
Industries (Pvt) Ltd. Lahore & M/s. English Pharn
Lahore.

Previous decision

Deferred in 278 meeting of Registtion Board for
submission of GMP inspection report of M/s Engl
Pharma, Lahore during last 1 year

Evaluation by PEC

Copy of inspection report of M/s English Pharn
Lahore conducted on 241-2016 confirms satisfactor
compliance to GMP.

Decision:Appr oved with

i nnovatords specificati

86.

Name and address of manufacture
Applicant

M/s GT Pharma Pvt Ltd. Lahore

Brand Name +Dosage Form + Strengt

Capri Capsule

Composition

Each Capsule Contains:
Aprepitant éééé. 125mg

Diary No. Date of R& | & e

Dy. N0.1256; 2&-2016; Rs.20,000(26-02-2016)

Pharmacological Group

Antiemetic

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 20s; As per SRO.

Approval status of product in Referen
Regulatory Authoritie.

Approved by USFDA

Me-too status

Apreon capsule by M/s Ferozsons (Reg#068203)

GMP status

Last inspection conducted on-28-2015 and report
recommends the grant of DML.

Previous remarks of the Evaluator.

9 Last inspection report conducted withirstiaone
year by DRAP shall be submitted.

Previous decision

Deferred in 278 meeting of Registration Boarfbr
submission of latest GMP inspection report condu
within last 1 year by DRAP

Evaluation by PEC

Firm has submitted copy of inspection rep
conducted on 0882017, concluding GMF

compliance status

Decision: Approved
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Evaluator PEC-V

87.

Name and address of manufactur
Applicant

M/s Genix Pharma (Pvt) Ltd., 4445 Korangi Creek
Road, Karachi.

Brand Name +Dosage Form + Stren(

OSTEQG Capsules

Composition

Each capsule contains:

Di acerein é. 50 mg

Diary No. Date of R& | & fee

293 (R&l) 0804-2013 Rs.60,000/

Pharmacological Group

Anti-osteoarthritis

Type of Form

Form5 Fast Track

Finished product Specifications

Manufactwu er 6 s speci ficati on

Pack size & Demanded Price

As per SRO

Approval status of product i
Reference Regulatory Authorities

Austria, Spain, Czech Republic and Slovakia

Me-too status

Artrodar by Highnoon

GMP status

Last GMP inspection conducted 26-01-2017 and the
report concludes that the firm is considered to
operating at acceptable level of compliance with GN
guidelines.

Remarks of the Evaluator

Previous Decision 242

Deferred as formulation is under review.

Evaluation by PEC

Firm hascommitted that Osteo G will be indicated of
in the treatment of symptoms of osteoadtihiof the hip
and knee joint.

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

by Austrian Agency for Health and

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

Di acerein
indication.

50 mg c

I Treatment of symptoms of ateoarthritis of the hip or knee joint.

Food Safety (reference regulatory authority as per

apsul e with Il nnovator 6g

88.

Name and address of manufacture
Applicant

M/s. Caliph Pharmaceuticals, (Pvt) Ltd., PNdb. 17
S.1.Z. Risalpur, Nowshera. KhybBakhtoonkhwa

Brand Name +Dosage Form + Streng

Calfam liquid Suspension

Composition

Each 5ml contains:

Famotidingl USP) ééé. . 10 mg

Diary No. Date of R& | & fee

14/06/201Dy. No. 512
Rs. 8000/ + 04/11/2013Rs. 12000/

Pharmacological Group

Antiulcer

Type of Form

Form 5

Finished product Specifications

Manuf act uicatongds speci f

Pack size & Demanded Price

As per SRO/60ml, 120ml

Approval status of product in Referen
Regulatory Authorities

PEPCID (FDA) is dry powder for suspension. U
also mentions it Powder for Oral suspension

Me-too status

Polypep (Wilson)

GMP status

Remarks of the Evaluator

Formulation isunder reviewby the reviewcommittee.

Previous Decision 247

Deferred for review of formulation by theeview
committee.

Evaluation by PEC

Firm has submitted Form 5 foiCalfam liquid
SuspensiomOng/5ml along with fee of Rs. 20,000
details of which are as under.

Name and address of manufacture
Applicant

M/s. Caliph Pharmaceuticals, (Pvt) Ltd., PN0. 17
S.1.Z. Risalpur, Nowshera. KhybBakhtoonkhwa

Brand Name +Dosage Form + Streng

Calfam liquid Suspension 40mg/5ml

Composition

Each 5ml contains:
Famotidineééé. . 40mg

Diary No. Date of R& | & fee

14/06/2012Dy. No. 512Rs. 20,000/06-11-2017
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Pharmacological Group

Histamine H2 Antagoinst

Type of Form

Form 5

Finished product Spéications

USP

Pack size & Demanded Price

As per SRO 90ml

Approval status of product in Referen
Regulatory Authorities

PEPCID (FDA)

Me-too status

(081595) Pepnex 40mg/5ml Dry Powder Suspiem
by Nexus Pharma Karachi.

GMP status

7-3-2017, Satisdctory

Remarks of the Evaluator

Decision Regi strati on

Board acceded with fir

Calfam liquid Suspension 40mg/5mi(Famotidine 40mg/5ml) & the application of Calfam
liquid Suspension 10mg/5m({Famotidine 10mg/5m) is declared as disposed off.

89.

Name and address of manufacture
Applicant

M/s Wns Field Pharmaceuticals, Plot # 122, BloBk
Phase V, Industrial Estate, Hattar, KPK.

Brand Name +Dosage Form + Streng

Betacam 20mg Capsule

Diary No. Date of R& & fee

01-01-2011 Dy# 99, Rs.8000-R&l & 26-11-2013
diary # 273 Rs.12000

Composition

Each capsule containrs:

Piroxicam é. é. 20mg
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished Product Specification Manufacturer
Pack size & Denraded Price As per SRO

Approval status of product in Referen
Regulatory Authorities.

FDA Feldene 20 mg Capsule .

Me-too status

Feldene 20 mg Capsule by M/s Pfizer

GMP status

Remarks of the Evaluator.

Previous Decision 254

Deferredfor

T Finished product specifications are not provided.

fCommitment as per the decision of RB is
attached.

T Fresh inspection report conducted within the pe
of 1 year is not attached.

1 Outline method of manufacture is not provided.

{ Internationally it ispresent as piroxicam only not
beta cyclodextrin, which requires clarification.

Evaluation by PEC

1. Firm submitted the following documents;

The finished product specifications are of USP

Correct outline of manufacturing method.

New file with complete fe dated 2@4-2016.

Last inspection conducted on-23-2016 stating

GMP compliance status.

Correct pharmacological group is NSAID.

2. Approved in USFDA with box warning.
Warning: Risk of Serious Cardiovasculaand
Gastrointestinal Events

3. Brand name resemblamavith Betacam of Rasc
Pharma.

= E I E

Decision: Approved with USP specifications & change of brand name

90.

Name and address of manufacture
Applicant

M/s. Magns Pharmaceutical8, Value Addition City,
Khurrianwala Sahianwala Road, Faisalabad

Brand Name +Dsage Form + Strength

Signus 5mg Tablets

Diary No. Date of R& | & fee

Diary No: 1185, 28/11/2016, Rs. 20,000/
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Composition

Eachchewableablet contains:
Montel ukast sodium equi

Pharmacological Group

Anti-asthmatic, Leukoiene receptor antagonist.

Type of Form

Form 5

Finished Product Specification

Manufacturer

Pack size & Demanded Price

As per SRO / 146s

Approval status of product in Referen
Regulatory Authorities.

Singulair By M/S. Merck, USA.

Me-too status

Singulair By M/S. Obs Pharmaceuticals, Karachi.

GMP status

25-08-2016,Grant of DML
Good Compliance

Remarks of the Evaluator.

Previous Decision 264

Deferred for clarification as reference product
chewable tablet

Evaluation by PEC

1 Firm hassubmitted that their applied formulatic
was chewable tablet and same has been vel
from dossier.

1 Latest GMP inspection date:D8-2017,

Purpose: Surprise GMP inspection.

Conclusion; At the time of inspection there was
production activity in anyection. It was noted tha

all the manufacturing sections were w
maintained and general cleanliness v
satisfactory.

Decision: Approved with USP specifications.

91.

Name and address of manufacture
Applicant

M/s. Remedy Pharmaceuticals (Pvt) Ltd. Lisho
Contract manufactured by M/s. English Phari
Lahore

Brand Name +Dosage Form + Streng

Opizole 40mg Injection

Diary No. Date of R& | & fee

14-05-2013, Dy No. 3061, Rs.5000014-05-2013

Composition Each vial contains:
Omeprazole Sodium (Lyojfilzed) eq. toOmeprazole
€éé 40mg

Pharmacological Group Proton pump inhibitor

Type of Form Form 5

Finished Product Specification

Firm claimed Mfg specification

Pack size & Demanded Price

1 & As per SRO

Approval status of product in Referen
Regulatory Authorities.

Not provided

Me-too status

Risek 40mg by Getz Pharma

GMP status

Last inspection reparf4-11-2016
Firm was operating under satisfactory compliance
GMP.

Remarks of the Evaluator.

Previous Decision 265

Secretary RBapprised the Board that firm has chang
their name to M/s Araaf Pharmaceuticals Lahore.
The Board deferred the case for clarification regar
name of firm.

Evaluation by PEC

This is MHRA approved formulation.

The firm has submitted the following docant.
1 Change of name of company document
T License to Manufacture.

Decision: Deferred, as the name of M/s Remedy pharmaceuticals is changed to Arf
pharmaceuticals so it requires a new application for registration of product by M/s Araf

pharmaceuticals
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92.

Name and address of manufacture
Applicant

M/s Innvotek Pharmaceuticalslamabad

Brand Name +Dosage Form + Streng

UDCA-500 Capsules

Diary No. Date of R& | & fee

Dy.No.77 0501-2011 Rs.8000/, 0501-2011
Rs.12,000/, 049€2-2015

Composition

Each capsule contains:
Ursodeoxycholic Acid . € é. . 50 0 mg

Pharmacological Group

Bile Acids

Type of Form Form 5

Finished Product Specification BP Specs

Pack size & Demanded Price 1x106s Alu Alu packing
As Per SRO

Approval status of product in Referan
Regulatory Authorities.

Not provided.

Me-too status

Urso by AGP Pharma

GMP status

Last inspection repar09-03-2017

The company is complying with the GM
requirements

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

Previaus Decision 26 Deferred for evidence of approval by referef

regulatory authorities

Evaluation by PEC

Approved by Sweden.
Ursochol 500 mg capsule, hard
By Orifarm Generics A/ S

Decision: Approved.

94.

Name and address of manufacture
Applicant

M/s Munawar Pharma , Lahore

Brand Name +Dosage Form + Streng

Fargan Syrup

Diary No. Date of R& | & fee

30-11-2010, Dy No. 11005
Rs.8,000/, 36.1-2010, (Copy)+12006/ 4-12-2014

Composition

Each 5ml contains:

Promethazine HCI ééé..5mg

Pharmacolgical Group

(Long acting anthistamine)

Type of Form

Form 5

Finished Product Specification

B.P. Specs

Pack size & Demanded Price

1 x120ml Rs.27/pack

Approval status of product in Referen
Regulatory Authorities.

Phenergan Elixir by Sanofi (MHRApproved)

Me-too status

Phenergan syrup by Sanofi Aventis

GMP status

Last inspection report 28-2016 states that firm sho
positive

Remarks of the Evaluator.

Internationally available as Elixir/Oral solution

Previous Decision 268

Deferred ©or evidence of approval of applig
formulation by reference regulatory authorities.

Evaluation by PEC

Is present in USP as oral solution.

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

period of last 1 year by DRAP.

95.

Name and address of manufacture
Applicant

Crystolite Pharmaceuticals, Plot 1&223National
Industrial Zone, Rawat ,Islamabad

Brand Name +Dosage Form + Streng

Carbapine 200mg Tablets

Diary No. Date of R& | & fee

Dy. No0.116, R&I Dated 1:®-2014, Rs. 20,000

Composition Each tablet contains:
Carbamazepine ééé. 200m
Pharmacological Group Dibenzazepine
Type of Form Form 5
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Finished Product Specification

USP

Pack size & Demanded Price

5 0 6 s-Alu Blistan, As per SRO

Approval statis of product in Refereng

Regulatory Authorities.

Tegretol (uncoated) by Novartis Pharma (USFDA)

Me-too status

Carbawel by Welmark Pharmaceuticals, Hattar (R.
077462)

GMP status

Inspection Date:181-2017, Good

Remarks of the Evaluator.

a. The dmage form is not clear whether coated
uncoated tablets i.e. the master formula did
mention the film coating material. However, t
outline of manufacturing describes the coat
process with coating ingredients.

b. Incorrect Pharmacological group prded by firm.

c. Approved in USFDA with box warningSerious
Dermatologic Reactionsnd HLA*1502 Allele
and Aplastic Anemia and Agranulocytosis.

Previous Decision 269

Deferred for the following reasons:

a. Confirmation of dosage form whether coated
uncoaed and submit manufacturing outli
accordingly.

Verification of pharmacological group.

o4

Evaluation by PEC

a. Firm has submitted correct pharmacological gr
i.e. antiepileptic.

b. Firm has applied for uncoated tablets and
submitted manufacturing outlireecordingly.

Decision: Approved.

96.

Name and address of manufacture
Applicant

Crystolite Pharmaceuticals, Plot 1&223National

Industrial Zone, Rawat ,Islamabad

Brand Name+Dosage Form+ Streng

Dival 500mg CR Tablets

Diary No. Date of R& | & fee

Dy. No.110, R&l Dated 1:8-2014, Rs. 20,000

Composition

Each controlled release tablet contains:
Di val proex Na eq. to Val

Pharmacological Group

Antidepressive agents, Serotonin reuptake inhibitor

Type of Form

Form 5

Finished Prodct Specification

USP

Pack size & Demanded Price

5 x 1 0 6-alu Bligtdr, s per SRO

Approval status of product i
Reference Regulatory Authorities.

Depakene ER by Abbott laboratories (USFDA)

Me-too status

Volpar CR by Bryon Pharma, Karachi (R. R83237 )

GMP status

Inspection Date:1:81-2017, Good

Remarks of the Evaluator.

I.  Other proposed brand names by Firm

i Diprate
1 Deparox
1 Divalp

Il. Firm claimed USP specifications and provid
monograph of Delayed release Tablets.

Il. Incorrect Pharmacological grouprovided by

firm.

Approved in USFDA with box warning: Life

Threatening Adverse Reactions.

Previous Decision 270

Deferred for verification of pharmacological gro
submitted by the firm.

Evaluation by PEC

The firm has provided the correct pharmacggital group
i.e. antiepileptic.

Decision: Approved
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97.

Name and address of manufacture
Applicant

Crystolite Pharmaceuticals, Plot 1&223National

Industrial Zone, Rawat ,Islamabad

Brand NameDosage Form+ Strengt

Venfex 75mg Tablets

Diary No. Dae of R& | & fee

Dy. No.135, R&l Dated 1:9-14, Rs. 20,000

Composition

Each tablet contains:

Venl afaxine as HCI €. . 75
Pharmacological Group (Antidepressive Agents)
Type of Form Form 5
Finished Product Specification Manufacturer

Pack size &Demanded Price

2x10's, AluAlu Blister pack, As per SRO

Approval status of product i
Reference Regulatory Authorities.

Effexor by Wyeth Pharmaceuticals Inc.(USFDA)

Me-too status

Efexor by Pfizer

GMP status

Inspection Date:1:81-2017, Good

Remaks of the Evaluator.

I. Approved in USFDA with box warning Suicidality

Children and Adolescents

II. The firm was communicated for evidence
approval of applied formulation as film coated tal]
in reference regulatory authority. The firm submit
the revigd formulation with following details:

a) The composition i.e. the master formula did
mention the film coating materiaHowever the
outline of manufacturingdescribesthe coating
process with coating ingredients.

lll. Presentin USP.

Previous Decision 270

Deferred for following reasons:

a) Confirmation of dosage form whether coated
uncoated and submit manufacturing outl
accordingly.

b) Mentioning of box warning regarding suicidality
children and adolescents in product information.

Evaluation by PEC

The firm have provided the following information.
a) The product is uncoated tablet.
b) Revised master formulation and outline
manufacturing method has been provided.

Decision: Approved with USP specifications.

98.

Name and address of manufacture
Applicant

M/s. Surge Laboratories (Pvt.) Ltd, 3On Faisalabac
road, Bikhi District, Sheikhupura.

Brand Name+Dosage Form+ Streng

Isofer Injection 100mg/ml

Diary No. Date of R& | & fee

Dy. No. 759, 1809-2014, Rs. 20,000(17-09-2014)

Composition

Each micontains:

Il ron as Ilron (111) 1 soma
Pharmacological Group Iron parenteral preparation
Type of Form Form5
Finished Product Specification As per I nnovatords speci
Pack size & Demanded Price ImL x 56s a/MdpePRCL x 106s
Approval status of product i Monofer injection
Reference Regulatory Authorities. | EMA approved

Me-too status

Monofer injection by Allmed Laboratories

GMP status

The firm is GMP compliant as per inspection condug
on 2611-2016.

Remarks 6the Evaluator.

9 The firm has submitted that Atomic absorpti
spectrophotometer will be procured before commet
launching of Iron isomaltoside injection.

9 Currently, they are using their -house validate(
spectrophotometric method for estimation ahirand
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also taking help from their mother compa
NABIQASIM INDUSTRIES, having the atomi
absorption spectrophotometer for counter tes
verification of R&D trials.

Previous Decision 270

9 Deferred for confirmation of testing method involvi
atomicabsorption spectrophotometer.

Evaluation by PEC

1 The firm have submitted the following repl
Testing Method Involving Atomic  Absorpti
Spectrophotometer

For the testing method involving Atomic Absorpti
Spectrophotometer we have taken help from outherg
company M/s. Nabigasim Industries, Karachi. Baseq
the results of this method we have informed the [
Registration Board that we will procure our own Aton

Absorption Spectrophotometer as well before
commercial launching of this product.

Tesing Method Involving UWisible
Spectrophotometeric

We applied our Irhouse UWVisible

Spectrophotometeric method for the estimation of Iro
Innovator Product (Monofer Injection) and our Ir
Isomaltoside 1000 Injection (Isofer Injection) whi
producethe successful results. We havalidated this
method in accordance with the ICH guidelines. Met
validation study along with spectra's of this procedur
well as testing results of Innovator Product as refere
This shows that our method of testiisganalytically and
scientifically meeting the intended requirements an
suitable for the quantitative analysis of lron in In
Isomaltoside 1000 Injection.

Decision: Approved

99.

Name and address of manufacture
Applicant

M/s WnsFeild Pharmaceutical Plot # 122, Block A
Phase V, Industrial Estate, Hattar.

Brand Name +Dosage Form + Streng

Lyricowin Capsules 150mg

Diary No. Date of R& | & fee

Dy No. 341, 2207-2014, Rs.20000/

Composition

Each capsule contains:

Pregabalin é.150mg
Pharmaological Group Anticonvulsant
Type of Form Form5
Finished Product Specification Europe pharmacopoeia Specifications
Pack size & Demanded Price As per PRC
Approval status of product i| MHRA Approved

Reference Regulatory Authorities.

Me-too stats

Hilin capsules 150mg by Highnoon

GMP status

Last GMP Inspection of M/s WnsFeild Pharmaceutic
conducted on 231-2016 with conclusive remarks
satisfactory level of cGMP compliance.

Remarks of the Evaluator.

Firm has capsule (general) section.

The firm submitted justification for 4% overage
master formulation that overage has been addec
safety and stability of our product.

Previous Decision 270

Deferred for justification of addition of 4% overage
master formulation on scientiflzasis.

Evaluation by PEC

Firm has submitted master formulation withg
overage.

DecisiontAppr oved

wi t h

l nnovator 6s

speci ficat
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100

Name and address of manufacture
Applicant

M/s. Novamed Pharmaceuticals (Pvt) Lt28-km,
Ferozpur Road, Lahore

Brand Name +Dosage Form + Streng

Safra Tulle

Diary No. Date of R& | & fee

Diary No: 3483, 17/04/2017, Rs: 20,000/

Composition

Each gauze tulle contains:
Framycetin sulphateél%

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished Prodct Specification

ManufacturelSpecifications

Pack size & Demanded Price

5cm x 5¢cm (Sachet Pack)
10cm x 10cm (Sachet Pack)
15cm x 20cm (Sachet Pack)
10cm x 30cm (Sachet Pack)
10an x 40cm (Sachet Pack)
/ As per SRO

10sachets/ pack
10sachets/ pack
10sachets/ pack
10sachets/ pack
10sachets/ pack

Approval status of product i
Reference Regulatory Authorities.

SOFRATULLE DRESSING 1% by M/s ERFA
CANADA 2012 INC, Health Canada

Me-too status

Sufre  Tulle by M/s Seagull Surgical Indust

Chichawatni (Reg#04749EX)

GMP status

08-02-17
Panel Inspection for grant of Additional sections
Panel recommends grant of sections

Previous Decision 270

Deferred for confirmation of M@oo status as reporte
reference is of export registration.

Evaluation by PEC

Me too:Sofray Tulle by M/s Seagull Surgical Indust
Chichawatni (Reg#049190)

Decision: Approved with change of brand name.

101,

Name and address of manufacture
Applicant

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

Brand Name +Dsage Form + Strengt

Hitopride Tablets 50mg

Diary No. Date of R& | & fee

Dy.No. 59, 1702-2015, Rs.20,000/

Composition

Each film coated tablet contains:
|l topride hydrochl ori deé

Pharmacological Group

Dopamine D2 antagonist with acetyl cholite¥ase
inhibitory action

Type of Form

Formb

Finished Product Specification

As per manufacturing

Pack size & Demanded Price

10M]&s.180/per 1006s

Approval status of product i
Reference Regulatory Authorities.

PMDA Japan

Me-too status

Gandon by Abbott

GMP status

Last GMP Inspection of Himont Pharma Conducted
19-5-2016 with conclusive remarks of satisfactory le
of cGMP compliance.

Remarks of the Evaluator.

Inspection report is not within the past one year

Previous Decision 271

Deferred for latest GMP inspection report condug
within past one year.

Evaluation by PEC

Firm has provided the latest GMiRspection repor
dated 1906-2017 recommednig renewal of DML.

Decision Approved wi

th innovatordés specificg:

102.

Name andaddress of manufacturer
Applicant

M/s Crystolite Pharmaceuticals, Plot # 1& 2, Streét, §
National Industrial Zone, Rawat.

Brand Name +Dosage Form + Streng

Onvate 0.05% Ointment

Diary No. Date of R& | & fee

Dy No. 2273, 287-2014, Rs.20000/

Composition

Each gram contains:
Fl uticasone

propionateé
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Pharmacological Group

Antipruritic and Antiinflammatory

Type of Form Form5
Finished Product Specification U.S.P. Specs
Pack size & Demanded Price 16s (10gm rPRe) ; As pe

Approval status of product i
Reference Regulatory Authorities.

Not submitted

Me-too status

Not submitted

GMP status

Last GMP Inspection of M/s Crystolite Pharmaceutic
conducted on 181-2017 with conclusive remarks
good level of cGMP @mpliance.

Remarks of the Evaluator.

1 Evidence of Me to@nd approvaktatus of product ir
Reference Regulatory Authorities is required for {
strength of Ointment i.e. Fluticasone propionate 0.(
w/w ointment, as it is found as 0.005%w/w ointm
in Reference Regulatory Authorities and in Pakistar]

9 Firm has cream (general + steroidal) section.

Previous Decision 269

Registration board in its 289meeting deferred the ca

for:

1 Evidence of approval, of applied formulatioby
reference regulatory authorities as decided in"2
meeting of Registration Board and +to® status a
stated reference is incorrect

Evaluation of Fin

Firm has submitted the revised form 5 and ma
formulation with changed compositiohat is approvec
in USFDA and me too is also available (Cutiv
0.005% ointment of GSK), mentioned as under:
Each gram ointment containstfli c as one |
0.05mg (0005%).

Moreover, firm has claimed USP specifications for
applied drug product.

Previous Decision 273

Deferred for submission of fresh fee for the revi
strength as approved by reference regulatory author

Evaluation by PEC

Firm has submitted the fresh fee STO stamped d
10-10-2017.

Decision: Registration Board Approv e d t he revised applic

ointmento with following composition:

AfEach gram ointment contains fluticasone
103) Name and address of manufacturg M/s FYNK Pharmaceuticals, #®m G.T Road,Kala

Applicant Shah Kaku, Lahore

Brand Name +Dosage Form + Stren¢ Topri 50mg Tablet

Composition Each Film Coated Tablet contains:

Topiramateééée. 50 mg

Diary No. Date of R& | & fee

Dy. No. 3561,23-052012, Rs.8,000/(23-052012),
Rs.12,000/(17-03-2015)

Phamacological Group

Anticonvulsant

Type of Form Form5
Finished product Specification USP Specifications
Pack size & Demanded Price 6x106s: Rs. As per SRO

Approval status of product i
Reference Regulatory Authorities.

Topamax, USFDA

Me-too status

Legent by M/s Amarant

GMP status

Last inspection conducted on -03-2016 and repo
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh

be rectified wihin 15 days.
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Remarks of the Evaluator.

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satisfatory

Decision: Approved.

104.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, 1®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name +Dosage Form + Stren

Ok-Zinc 20mg/5ml Syrup

Composition

Each 5ml contains:
Zinc Sulphate Monlaydrate
Zincé. . 20mg

to Element

eq.

Diary No. Date of R& | & fee

Dy. No. 3567, 2852012 , Rs.8,000/(23-052012),
18-03-2015 , Rs.12,000(17-03-2015)

Pharmacological Group

Anti-diarrhoeals

Type of Form

Form5

Finished product Specification

USP Specifications

Pack size & Demanded Price

60ml: Rs. As per SRO
120ml: Rs. As per SRO

Approval status of product | WHO Approved
Reference Regulatory Authorities.
Me-too status Diasul by Helix,

GMP status

Last inspection conducted on -03-2016 and repor,
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f3-2016.

Applied formulation is approved by WHO a
International pharmacopoeia monograph is
available

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved with International

pharmacopoeia specifications

105.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, 1@m G.T Road,Kala
Shah Kaku, Lahore

BrandName +Dosage Form + Streng

Isodinit 10mg Tablet

Composition

Each Tablet contains:
| sosorbide Dinitrate éé

Diary No. Date of R& | & fee

Dy. No. 3552, 235-2012 , Rs.8,000/(23-05-2012),
18-03-2015, Rs.12,000(17-03-2015)

PharmacologidaGroup

Cardiac Therapy(Nitrates)

Type of Form Form5

Finished product Specification BP Specifications

Pack size & Demanded Price 10x106s: Rs. As per SRO
Approval status of product | USFDA

Reference Regulatory Authorities.

Me-too status

ISor byCCL Reg No. 045970

GMP status

Last inspection conducted on -03-2016 and repo
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towsg
compliance. However short comings pointed out sh
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be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f3-2016.

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspectio@®@MP Compliance
Conclusion: Satisfactory

Decision: Approved.

106

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, 1@m G.T Road,Kala
Shah Kaku, Lahore

Brand Name +Dosage Form + Stren

Enpril 10mg Tablet

Composition

Each Tabletontains:
Enal april As Enalapril

Diary No. Date of R& | & fee

Dy. No. 3575 2852012 , Rs.8,000/(23-05-2012) ,
Rs.12,000/(17-03-2015)

Pharmacological Group ACE Inhibitor

Type of Form Form5

Finished product Specification USP Specifications

Pack size & Demanded Price 2x106s: Rs. As per SRO
Approval status of product i USFDA

Reference Regulatory Authorities.

Me-too status

Entec by Alliance Reg No. 044737

GMP status

Last inspection conducted on -08-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f3-2016.

Previaus Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satisfactory

Decision: Approved

107,

Name and address of mdacturer /
Applicant

M/s FYNK Pharmaceuticals, #m G.T Road,Kala
Shah Kaku, Lahore

Brand Name+Dosage Form+ Streng

Rova 10mg Tablet

Composition

Each Film Coated Tablet contains:
Rosuvastatin (as Cal ci un

Diary No. Date of R& | & fee

Dy. N0.3581 ,2052012 , Rs.8,000/(23052015) ,
Rs.12,000/(17-03-2015)

Pharmacological Group

Hypolipidaemics/Antiatheroma

Type of Form Form5

Finished product Specification FYNK Specifications

Pack size & Demanded Price 106s: Rs. As per SRO
Approval status of product i Crestor 20mg Tablets by M/s AstraZenecg

Reference Regulatory Authorities.

Pharmaceuticals LRJSFDA approved.

Me-too status

Rosut 20mg Tablet by M/$5enome Pharmaceutice
(Reg N0:042517)

GMP stats

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evahtor.

Last inspection report is 0f32016.

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satigfctory

DecisionnApproved wi't

h innovatorés specificat

108.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name+Dosage Form+ Streng

Lurk 750mg Tablet

Composition

Each Film coated ablet contains:
Levofloxacin(as hemihydrat€) ¢ € . 7 5 0 mg

Diary No. Date of R& | & fee

Dy. No. 3569 ,2852012 , Rs.8,000/(23-052012),
Rs.12,000/(17-03-2015)

Pharmacological Group

Broad Spectrum Antibiotic

Type of Form Form5
Finished prduct Specification USP Specifications
Pack size & Demanded Price 1x1006s: Rs. As per SRO

Approval status of product i
Reference Regulatory Authorities.

Levaquin 750 mg Tablet by M/s JANSSEN PHARI
(USFDA approved)

Me-too status

Aksolox 750mg Tableby M/s Akson Pharmaceutical
(Reg N0:073226)

GMP status

Last inspection conducted on -03-2016 and repof
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comingsiqted out shoulg
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f32016.

Previous Decision 272

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

Evaluation by PEC

Inspection Dat®0-09-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

109.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name+Dosage Form +Streng

Zafin Tablé 8mg

Composition

Each Tablets contains:
Ondansetroifas HC)é é € 8 mg

Diary No. Date of R& | & fee

Dy. No. 3560 ,2852012 , Rs.8,000/(23-052012),
Rs.12,000/(17-03-2015)

Pharmacological Group

Anti vertigo / Antiemetic

Type of Form Form5

Finished product Specification USP Specifications

Pack size & Demanded Price 1006s: Rs. As per SRO
Approval status of product i USFDA

Reference Regulatory Authorities.

Me-too status

Onset by Pharmadic, Zofran by GSK

GMP status

Last inspection condgtted on 0352016 and repof
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspectiomeport is of 35-2016.

Previous Decision 272

Deferred for submission of latest GMP inspection re
conducted within 1 year.
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Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satisfactory

Decision: Appr oved

110.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name+Dosage Form +Streng

Isomin 20mg Tablet

Composition

Each Tablet contains:
| sosorbide Mononitrat eéc¢

Diary No. Dae of R& | & fee

Dy. No. 3571 ,2352012 , Rs.8,000/(23-05-2015,
Rs.12,000/(17-03-2015)

Pharmacological Group

Cardiac Therapy(Nitrates)

Type of Form

Form5

Finished product Specification

USP Specifications

Pack size & Demanded Price

2 x 10 & As:per BRO

Approval status of product i
Reference Regulatory Authorities.

USFDA

Me-too status

Mnotab by Epla Reg No. 044199

GMP status

Last inspection conducted on -03-2016 and repof
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towa
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f32016.

Previous Decision 272

Deferred for submission of latest GMPspection repor
conducted within 1 year.

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satisfactory

Decision: Approved.

111,

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road, Kala
Shah Kaku, Lahore

Brand Name+Dosage Form +Streng

Carbam 200mg Tablet

Composition

Each Film Coated Tablet contains:

200 mg

Diary No. Date of R& | & fee

Dy. No. 3564 2852015 , Rs.8,000/(23-052012),
Rs.12,000/(17-03-2015)

Pharmacological Group

Anti Epileptics

Type of Form Form5

Finished product Specification USP Specifications

Pack size & Demanded Price 5x106s: Rs. As per SRO
Approval status of product i USFDA

Reference Regulatory Authorities.

Me-too status

Carbawel by Welmark Reg No. 077462

GMP status

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed dudud
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f532016.

Previous Decision 272

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

Evaluation by PEC

Inspection Date: 209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved
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112.

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name+Dosage Form +Streng

Rova 20mg Tablet

Conposition

Each Film Coated Tablet contains:
Rosuvastatin (as Cal ciun

Diary No. Date of R& | & fee

Dy. N0.3581 ,2052012 , Rs.8,000/(23-052015) ,
Rs.12,000/(17-03-2015)

Pharmacological Group

Hypolipidaemics/Antiatheroma

Type of Form Form5

Finished product Specification FYNK Specifications

Pack size & Demanded Price 106s: Rs. As per SRO
Approval status of product i Crestor 20mg Tablets by M/s AstraZenecs

Reference Regulatory Authorities.

Pharmaceuticals LRJSFDA approved.

Me-too status

Rosut 20mg Tablet by M/$senome Pharmaceutice
(Reg N0:042517)

GMP status

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approactowards
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f32016.

Previous Decision 272

Deferred for submission of latest GMP inspection re
conducted withirl year.

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion:Satisfactory

Decision: Approved.

113,

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand Name +Dosage Form+Streng

Ethan 400 Tablet

Composition

Each tablet contains:
Et hambut ol HCI ¢éééé400mg

Diary No. Date of R& | & fee

Dy. No. 3562 ,235-2012 , Rs.8,000/(23-05-2012),
Rs.12,000/(17-03-2015)

Pharmacological Group

Anti-tubercuiosis drugs

Type of Form Form5

Finished product Specification USP Specifications

Pack size & Demanded Price 10x106s: Rs. As per SRO
Approval status of product i USFDA

Reference Regulatory Authorities.

Me-too status

Etham by Pacific Reg No. @252

GMP status

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectified within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f32016.

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved

Minutes for 278 Registration Board Meeting

55



114,

Name and address of manufacture
Applicant

M/s FYNK Pharmaceuticals, #®m G.T Road,Kala
Shah Kaku, Lahore

Brand NameDosage Form +H#&ngth

Zafin Injection 8mg/4ml

Composition

Each 4ml ampoule contes:
Ondansetron (as Ondanset

Diary No. Date of R& | & fee

Dy. N0.3579 28052012 , Rs.8,000/ (23-052012)
Rs.12,000/(17-03-2015)

Pharmacological Group 5HT3-Antagonist,

Type of Form Form5

Finished product Specification USP Speifications

Pack size & Demanded Price 16s: Rs. As per SRO

Approval status of product i
Reference Regulatory Authorities.

Ondansetron 2 mg/ml Solution for Injection by
hameln pharmaceuticals Itd, MHRA approved

Me-too status

Zofran Injection 8mg/4in by M/s Novartis
(Reg#084165)

GMP status

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towg
compliance. However short comings pointed out sh
be rectiied within 15 days.

Remarks of the Evaluator.

Last inspection report is 0f32016.

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of lapection: GMP Compliance
Conclusion:Satisfactory

Decision: Approved.

115,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theracavir tablet 0.5mg

Composition

Each flm coated tablet contains
Entecavir (as monohydrat

Diary No. Date of R& | & fee

Dy No. 2351: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Antivirals

Type of Form Form 5

Finished product Specifications USP

Pack size & Demated Price 306s: As per SRO
Approval status of product i Baraclude tablets by Bristol Myers
Reference Regulatory Authorities | (MHRA Approved)

Me-too status

Livose-C tablets by Wilson

GMP status

Last inspection report dated 672 0 1 7 con
Keepng in view the above findings of inspection, th
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

1 The inspection report do not confirm GMP status

fFirm has initially applied for uncoatethblet and in
response to the letter of shortcoming they have requs
to change the formulation to film coated tablet

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PE

Firm has submitted Panel inspection report dz
10.10.2017 for Renewal of DML and grant of additior|
sections.

Decision: Approved
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116.

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-df, Multan Road,
Lahore

Brand NamerDosage Form+Strengt

Theracavir tablet 1mg

Composition

Each film coated tablet contains
Entecavir (as monohydrat

Diary No. Date of R& | & fee

Dy No. 2352: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Antivirals

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product | Baraclude tablets by Bristol Myers
Reference Regulatory Authorities | (MHRA Approved)

Me-too status

Livose-C tablets by Wilson

GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

1 The inspection report @ésnot confirm GMP status

fFirm has initially applied for uncoated tablet and
response to the letter of shortcoming they h
requested to change the formulation to film cog
tablet.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(tC
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.

117,

Name and address of manufacture
Applicant

M/s Theramd Pharmaceuticals, 46m, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theradol Tablet

Composition

Each film coated tablet contains
Tramadol hydrochl ori deéé

Paracetamol ééééé. 325mg

Diary No. Date of R& | & fee

Dy No. 2322: 1%6-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Analgesic, antipyretic, Opioid Analgesic

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 10606 s, 200 s, 1006 s
Approval status of product i ULTRACET tablet by Janssen
Reference Regulatoryushorities (USFDA Approved)

Me-too status

Zultracet tablet by Wilshire

GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection, t
firm is advised to submit complianad shortcomings
pointed out for followup inspection.

Remarks of the Evaluator

1 The inspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaludion by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.
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118.

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-df, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theralin Capsule 75mg

Composition

Each capsule contains:
Pregabalin é& 75mg

Diary No. Date of R& | & fee

Dy No. 2321: 1%-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Anticonvulsants, Antiepileptics

Type of Form Form 5

Finished product Specifications Firm has claimed khouse specifications

Pack size & Demanded Price 1006 s, 1406s, 200 s: As per
Approval status of product i| Lyrica Capsule by PF Prism

Reference Regulatory Authorities | (USFDA Approved)

Me-too status Gabica by Getz Pharma

GMP status Last inspection report dated 672 0 1 7 con

Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarls of the Evaluator

The inspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant of additior
sections.

DecisionnApproved wi't

h I nnovatorés specificat

119,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theralin Capsule 150mg

Composition

Each capsule contains:
Pregabalin é 150mg

Diary No. Date of R& | & fee

Dy No. 2314: 1%-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Anticonvulsants, Antiepileptics

Type of Form Form 5

Finished product [®cifications Firm has claimed khouse specifications

Pack size & Demanded Price 106s, 146s, 2006s: As per
Approval status of product il Lyrica Capsule by PF Prism

Reference Regulatory Authorities | (USFDA Approved)

Me-too status Gabica by GetPharma

GMP status Last inspection report dated 672 0 1 7 con

Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspectin report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal of DML andyrant of additiona
sections.

DecisionnApproved wi't

h I nnovatorés specificat

120,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Fo#8trength

Theralin Capsule 300mg

Compoaosiion

Each capsule contains:
Pregabalin é 300mg

Diary No. Date of R& | & fee

Dy No. 2325: 1%-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Anticonvulsants, Antiepileptics

Type of Form

Form 5
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Finished product Specifications

Firm has claimednhouse specifications

Pack size & Demanded Price 106s, 146s, 2006s: As per
Approval status of product il Lyrica Capsule by PF Prism

Reference Regulatory Authorities | (USFDA Approved)

Me-too status Gabica by Getz Pharma

GMP status Last inspetion report dated G682 0 1 7 con

Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMPtatga

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated((
2017 for Renewal of DML and grant of additior
sections.

DecisionnApproved wi't

h I nnovatorés specificat

121,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theramet tablet 50/500mg

Composition

Each film coated tabletontains:
Sitagliptin as phosphate monohydeéaté € . 5 0 mg
Met formin hydrochl ori deé

Diary No. Date of R& | & fee

Dy No. 2388: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

Hypoglycemic agents

Type of Form Form 5
Finished product Sgifications I nnovatords Specificatio
Pack size & Demanded Price 106s, 146s, 286s |/ As per

Approval status of product i
Reference Regulatory Authorities

Janumet 50mg/500mg Tablets by M/s Merck
(USFDA approved)

Me-too status

Duvel Plus50mg/500ng Tablet by M/s Martin Dow

GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remaks of the Evaluator

The inspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report datedQt
2017 for Renewal of DML and grant of additior
sections.

DecisionnApproved witt

h I nnovatorés specificat

122,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Fo#8trength

Theramol V Tablet 5/80mg

Composition

Each film coated tablet contains:
Aml odi pine besyl ate
Val sartané. 80 mg

eq.

Diary No. Date of R& | & fee

Dy No. 2324: 1%6-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

(Anti-hypertensive

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 106s, 146s, 2006s, 280s:
Approval status of product il Asbima tablets by Winthrop
Reference Regulatory Authorities | (MHRA Approved)
Me-too status Exforge by Novartis
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GMP status

Last inspection report dated 872017 concludes
ifiKeeping in view the ab
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

Theinspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal foDML and grant of additiona
sections.

Decision: Approved

123.

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theramol VS Tablet 5/160mg

Composition

Each film coatd tablet contains:
Aml odi pine besyl ate
Val sartané. 160 mg

eq.

Diary No. Date of R& | & fee

Dy No. 2348: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

(Anti-hypertensive)

Type of Form Form 5

Finished product Specifiians USP

Pack size & Demanded Price 1006 s, 146s, 2060 s, 280s:
Approval status of product il Asbima tablets by Winthop

Reference Regulatory Authorities | (MHRA Approved)

Me-too status

Exforge by Novartis

GMP status

Last inspection report ated 076-2 0 1 7 con
Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status.

Previaus Decision 274

fiDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved

124,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theramol DS Tablet 10/160mg

Composition

Each film coated tablet contains:
Aml odi pine as besyl ateé.
,,,,,,, . 160mg

Diary No. Date of R& | & fee

Dy No. 2311: 1%5-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Antihypertensive

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 100s, 1406ssperBR@As, 2806s:

Approval status of product i
Reference Regulatory Authorities

EXFORGE Tablet by M/s Novartis
(MHRA approved)

Me-too status

Amlortan Tablet by M/s Genome Pharmaceuticals

GMP status

Last inspection report dated 672017 concld e s
Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.
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Remarks of the Evaluator

The inspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated((
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.

125.

Name and ddress of manufacturer
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theratan tablet 80mg

Composition

Each film coated tablet contains
Val sartanéééé. . 80mg

Diary No. Date of R& | & fee

Dy No. 234: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

Antihypertensive

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 1006 s, 1406s, 2060 s, 280s
Approval status of product i Valsartan tablets by Mylan

Reference Regulatouthorities (MHRA Approved)

Me-too status

Diovan tablet by Novartis

GMP status

Last inspection report dated 872017 concludes
nKeeping in view the ab
firm is advised to submit compliance shortcomings
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluationby PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant of additior|
sections.

Decision: Approved

126,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theratan tablet 160mg

Composition

Each film coated tablet contains
Val sartanéééé. . 160mg

Diary No. Date of R& | & fee

Dy No. 2392: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

Antihypertensive

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s, 146s, 2006s, 2806s:
Approval status of product i| Valsartan tablets by Mylan

Reference Regulatory Authorities | (MHRA Approved)

Me-too status

Diovan tablet by Novartis

GMP status

Last inspection report dated 872017 concludes
fnKeeping in view the ab
firm is advised to submit compliance of shortcomin
pointed out for followup inspectiof

Remarks of the Evaluator

The inspection repbdo not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant atlditional

sections.

Decision: Approved
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127.

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-df, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theraplate tablet 75mg

Composition

Each film coated tablet contains
Cl opidogr el as bisul phat

Diary No. Date of R& | & fee

Dy No. 2391: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group Anti-platelet

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 1006 s, 1As®er SRO2 8 6 s

Approval status of product i
Reference Regulatory Authorities

Plavix tablets by Sanofi
(MHRA Approved)

Me-too status

Plavix tablets by Sanofi Aventis

GMP status

Last inspection report dated 872017 concludes
iKeepi ng i n e findingsvof insheetiona the
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP ipsction report
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.

128,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therasome capsule 20mg

Composition

Each capsule contains:
Esomeprazole magesnium trihydrate enteric coa
Pellets (22.5%) equivale

Diary No. Date of R& | & fee

Dy No. 2350: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Proton Pump Inhibitor

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 146s: As per SRO
Approval status of pragtt in| NEXIUM by Astra Zeneca
Reference Regulatory Authorities | (USFDA Approved)

Me-too status

Esim 20ng Capsule bsenome Pharmaceutical

GMP status

Last inspection report dated 8672017 concludes
iKeeping in view nsgedionathe
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

fThe inspection repodoesnot confirm GMP status
Source of granules: M/s Vision Pharmaceuticals, Islam

Previous Deision 274"

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated((
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.

129,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therastatin Tablet 10mg

Composition

Each film coated tablet contains:

Rosuvastatin (as cal ciun

Diary No. Date of R& | & fee

Dy No. 2318: 1%-2016 PKR 20,000/ 19-5-2016
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Pharmacological Group

HMG CoA reductase inhibitor/ Antihyperlipidemic

Type of Form

Form 5

Finished product Specifications

Firm has claimed in house specification

Pack size & [Bmanded Price 106s, 206s, 3006s: As per
Approval status of product i Crestor 10mg Tablets by M/s AstraZeneca
Reference Regulatory Authorities | (USFDA approved)

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

GMP status Last inspectionreport dated 062017 con

Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(tC
2017 for Renewal of DML and grant of additior
sections.

Decison:Approved wit

h innovatordés specificat

130,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therastatin Tablet 20mg

Composition

Each film coated tablet contains:

Rosuvastatin (as <calciun

Diary No. Date of R& | & fee

Dy No. 2313: 1%6-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

HMG CoA reductase inhibitor/ Antihyperlipidemic

Type of Form

Form 5

Finished product Specifications

Firm has claimedh house specification

Pack size & Demanded Price

10606 s, 200 s, 3006s: As per

Approval status of product i
Reference Regulatory Authorities

Crestor 20mg Tablets by M/s AstraZeneca
(USFDA approved)

Me-too status

Rosut 20mg Tablet by M/s Genome Rhaceuticals

GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection, t
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal of DML and grant of addition
sections.

DecisionnApproved wi't

h i nnovatordés specificat

131,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therastatin Tadlet 40mg

Composition

Each film coated tablet contains:

Rosuvastatin (as <cal ciun

Diary No. Date of R& | & fee

Dy No. 2349: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

HMG Co-A Reductase inhibitor/ Antihyperlipidemic

Type of Form

Form 5

Finished product Specifications

Firm has claimed in house specification

Pack size & Demanded Price 10606 s, 200 s, 3006s: As per
Approval status of product i Crestor 40mg Tablets by M/s AstraZeneca
Reference Regulatory Authorities | (USFDA approed)
Me-too status Rosoard Tablet by Himont.
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GMP status

Last inspection report dated 872017 concludes
ifiKeeping in view the ab
firm is advised to submit compliance of shortcomin
pointed out for followup inspectia.

Remarks of the Evaluator

The inspection report do not confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection népmated 1610-
2017 for Renewal of DML and grant of additior
sections.

DecisionnApproved wi't

h innovatorés specificat

132]

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name +Dosage Fori@trength

Theratin tablet 10mg

Composition

Each film coated tablet contains
Atorvastatin(as calcium trihydrad¢ € . . 1 0 mg

Diary No. Date of R& | & fee

Dy No. 2396: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

HMG Co-A reductase inhibitor

Type of Form Form 5

Finished product Specifications JP

Pack size & Demanded Price 106s, 146s, 2806s: As per
Approval status of product i| Lipitor tablets by Pfizer

Reference Regulatory Authorities | (MHRA Approved)

Me-too status Lipitor by Pfizer

GMP status

Last inspection report dated 872017 concludes
nKeeping in view the ab
firm is advised to submit compliance of shortcomin
pointed out for followup inspection.

Remarks of the Evaluator

The inspection repbdo not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant additional
sections.

Decision: Approved.

133.

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-d&, Multan Road,
Lahore

Brand Name+Dosage Form+ Streng

Theratin tablet 20mg

Composition

Each film coated tablet contains
Atorvastatin(as calcium trinydra)¢ é . . 2 0 mg

Diary No. Date of R& | & fee

Dy No. 2384: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

HMG Co-A reductase inhibitor

Type of Form Form 5

Finished product Specifications JP

Pack size & Demandderice 106s, 146s, 2806s: As per
Approval status of product i| Lipitor tablets by Pfizer

Reference Regulatory Authorities | (MHRA Approved)

Me-too status Lipitor by Pfizer

GMP status Last inspection report dated 872017 concludes

i Ke e pi n gtheiahoveviindags of inspection, t
firm is advised to submit compliance of shortcomit
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission foGMP inspection repor
conducted within a period of last 1 year.
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Evaluation by PEC

fFirm has submitted Panel

inspection report dg
10.10.2017 for Renewal of DML and grant of addition
sections.

Decision: Approved

134,

Name and address of manufactute
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Theravirin Tablet 400mg

Composition

Each film coated tablet contains
Ri bavirinééé. 400mg

Diary No. Date of R& | & fee

Dy No. 2315: 1%6-2016 PKR 2(00F: 19-5-2016

Pharmacological Group

Antiviral

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s, 206s, 400s, 900s:
Approval status of product i Copegus tabldty Roche

Reference Regulatory Authorities | (MHRA Approved)

Me-too status

Novia by Hilton

GMP status

Last inspection report dated 672017 concludes
iKeeping in view the ab
firm is advised to submit compliance of shortcomit
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspecti report datec
10.10.2017 for Renewal of DML and grant of additior]
sections.

Decision: Approved.

135,

Name and address of manufacturd M/s Theramed Pharmaceuticals,-K8, Multan Road,
Applicant Lahore

Brand Name +Dosage Form | Theravirin iblet 600mg

Strength

Composition Each film coated tablet contains

Ri bavirinééé. 600mg

Diary No. Date of R& | & fee

Dy No. 2347: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Antiviral

Type of Form Form 5

Finished product Specifications USP

Pad size & Demanded Price 106s, 206s: As per SRO
Approval status of product i Ribavirin tablet by Sandoz

Reference Regulatory Authorities | (USFDA Approved)

Me-too status

Ribuvir tablet by Martin Dow

GMP status

Last inspection report dated 672017 @ nc | u
Keeping in view the above findings of inspection,
firm is advised to submit compliance of shortcomit
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

fFirm has submitted Panel inspection report dated((
2017 for Renewal of DML and grant of additior
sections.

Decision: Approved.
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136

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-df, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therazide Suspension100mg/5ml

Composition

Each 5ml Contain:
Nitazoxanideé. 100 mg

Diary No. Date of R& | & fee

Dy No. 2319: 195-2016 PKR 20,000/ 19-5-2016

Pharmacological Group

Antiprotozoal

Type of Form

Form 5

Finished product Specifications

Firm has claimed in house specification

Pack size & Demanded Price

30ml, 60ml, 90ml, 120ml: As per SRO

Approval status f product in

Reference Regulatory Authorities

Alinia by Romark
(USFDA Approved)

Me-too status

NT-Tox by Genix

GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection,
firm is advised to subrhicompliance of shortcoming
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 yea

Evaluation by PEC

fFirm has submitted Panel inspection report dated(t(
2017 for Renewal of DML and grant of additior
sections.

DecisionnApproved wi't

h innovatorés specificat

137,

Name and address of manufacture
Applicant

M/s Theramed Pharmauticals, 48Km, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Therazide Tablet 500mg

Composition

Each Film Coated Tablet Contain:
Nitazoxani deéééé. 500mg

Diary No. Date of R& | & fee

Dy No. 2325: 1%6-2016 PKR 20,000/ 19-5-2016

Pharmacaigical Group

Antiprotozoal

Type of Form Form 5

Finished product Specifications Firm has claimed in house specification

Pack size & Demanded Price 106s, 206s, 5006s, 1000s:
Approval status of product i| Alinia by Romark

Reference Regulatory Authorities | (USFDA Approved)

Me-too status NT-Tox by Genix

GMP status Last inspection report dated 872017 concludes

fnKeeping in view the ab
firm is advised to submit compliance of shortcomit
pointed out for follev-up inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel sipection report date
10.10.2017 for Renewal of DML and grant of additior|
sections.

DecisionnAppr oved wi't

h innovatorés specificat

138,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand NamerDosage Form+Strengt

Theriptin Tablet 100mg

Composition

Each film coated tablet contains:
Sitagliptin (as phosphat

Diary No. Date of R& | & fee

Dy No. 2393: 31052016 PKR 20,000/ 31-05-2016

Pharmacological Group

Antidiabetic
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Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s, 146s, 28086s: As per
Approval status of product i Januvia by MSD

Reference Regulatory Authorities | (MHRA Approved)

Me-too status A-Glip by Atco

GMP status Last inspection report dated 672 0 1 7 con

Keeping in view the above findings of inspection,
firm is advised to submit compliance of shortcomit
pointed out for followup inspection.

Remarks of the Evaluator

1 The inspection report dwot confirm GMP status.

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant ofditional
sections.

Decision: Approved.

139,

Name and address of manufacture
Applicant

M/s Theramed Pharmaceuticals,-df, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Thiozer Tablet 30/2mg

Composition

Each tablet contains:
Gl i mepr i deénggééeé.
Pi oglitazone as hydrochl

Diary No. Date of R& | & fee

Dy No. 2389: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

Combination of blood glucose lowering drugs

Type of Form

Form 5

Finished product Specifications USP

Packsize & Demanded Price 106s, 146s, 2806s: As per
Approval status of product i Duetact tablet by Takeda

Reference Regulatory Authorities | (USFDA Approved)

Me-too status

Piozer G by Hilton

GMP status

Last inspection report dated 8672017 conclude

Keeping in view the above findings of inspection,
firm is advised to submit compliance of shortcomit
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted within a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report ds
10.10.2017 for Renewal of DML and grant of additior|
sections.

Decision: Approved.

140,

Name and adéss of manufacturer
Applicant

M/s Theramed Pharmaceuticals,-Kd&, Multan Road,
Lahore

Brand Name +Dosage Form+Streng

Thiozer Tablet 30/4mg

Composition Each tablet contains:
Gl i meprideéééé. 4mg
Pi oglitazone as hydrochl

Diary No. Dae of R& | & fee

Dy No. 2386: 315-2016 PKR 20,000/ 31-5-2016

Pharmacological Group

Combination of blood glucose lowering drugs

Type of Form

Form 5

Finished product Specifications USP
Pack size & Demanded Price 106 s, 146s, 280s: As per
Approval status of product il Duetact tablet by Takeda
Reference Regulatory Authorities | (USFDA Approved)
Me-too status Piozer G by Hilton
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GMP status

Last inspection report dated 672 0 1 7 con
Keeping in view the above findings of inspection,
firm is advised to submit compliance of shortcomif
pointed out for followup inspection.

Remarks of the Evaluator

The inspection report do not confirm GMP status

Previous Decision 274

fDeferred for submission of GMP inspection rep
conducted withi a period of last 1 year.

Evaluation by PEC

Firm has submitted Panel inspection report da
10.10.2017 for Renewal of DML and grant of additior|
sections.

Decision: Approved.

141,

Name and address of manufacture
Applicant

Neutro pharma (Pvt.) Ltd9.5 km Sheikhupura Rog
Lahore

Brand Name +Dosage Form+Streng

NEUCURE 5g/10ml Infusion

Composition

Each 10 ml contains:
L-ornithine L-aspartaté é é 5 g

Diary No. Date of R& | & fee

Diary No:5272, 08/06/2017, Rs: 20,000/

Pharmacological Group

aminoacid

Type of Form Form5
Finished Product Specification Manufacturerb6s speci fica
Pack size & Demanded Price 10s x/AsPér®RO

Approval status of product i
Reference Regulatory Authorities.

Not submitted by the firm

Me-too status

Hepa-merz 5gm/10ml Infusion Concentratey M/s
Brookes pharma (Reg#008633)

GMP status

03-05-17; Inspection of Additional Sections.
Panel recommends grant of additional sections.

Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authorities not confirmed.
1 Primary packaging material not confirmed frg
Reference Regulatory Authorities.
1 Applied pack size not confirmed from Referer
Regulatory Authorities.
Previous Decision 274 1 Deferred for evidence of approval of appli

formulation in Reference Regulatory Authorities.

Evaluation by PEC

The firm has submitted the followitng reply.
In the light of above decision kindly note that followi
product is health and OTC product that is not under
category that 6at availabje inpDRA|
website. Furthermore, please find the attached here
the evidence of International /Local availability
1 Hepamerz 5gm/10ml by Merz Pharma Gml
& Co. KGaA (Germany)

Decision: Deferred for further deliber

ation.

142,

Name and address ohanufacturer |
Applicant

Caliph Pharmaceuticals Pvt. LTD,Plot

Industrial Zone, Risalpur,KPK

17,Spe

Brand Name +Dosage Form+Streng

Colgesic DS uncoated tablet (650mg+50mg)

Diary No. Date of R& | & fee

Dy. N0.1786,R&I Dated 211-14,Rs. 20,000

Composition

Each uncoated tablet contains:
Paracetamol éé¢é650mg
Orphenadrine Citrateééehm

Pharmacological Group

Centrally acting muscle relaxat#nalgesic

Type of Form

Form 5

Finished Product Specification BP Specs.
Pack size & Demanded Price 3x56s PVC Dblister pack,
Minutes for 278 Registration Board Meeting 68



Approval status of product i
Reference Regulatory Authorities.

Not provided

Me-too status

Rid-All Forte by Stanley Pharma

GMP status

Last GMP inspection Date:@03-2017,0verall GMP
was fASatisfactoryo.

Remarksof the Evaluator.

251 meeting commitment not provided by firm.

Previous Decision of 269

Deferred for the following reasons;

i.  Evidence of approval, of applied formulation,
reference regulatory authorities as approvec
Registration Board in its 2§ meeting

ii.  Submission of commitments as per decisior
251" meeting of Registration Board.

iii. Clarification for finished product specification.

Remarks of the Evaluator

Firm has revised their formulation as follows;

Each uncoated tablet contains:

Paraet amol éé é 450 mg
Orphenadrine Citrateeééés:

Previous Decision of 274

Deferred for the submission of fresh fee for revi
strength.

Evaluation by PEC

Firm has submitted fresh fee of Rs. 20,008TO
stamped 09.0-2017.

Decision: Approved.

143.

Name ad address of manufacturer
Applicant

M/s. Magns Pharmaceuticals, 7B, Value Addition City
Khurrianwala Sahianwala Road, Faisalabad

Brand Name +Dosage Form+Streng

FEPTIC 40mg/5ml Dry Powder Suspension

Composition

Each 5ml contains:
Famotidi neéé40mg

Diary No. Date of R& | & fee

Dy. No. 1209, dated 281-2016; Rs. 20,000/

Pharmacological Group

Antihistamine, H2Receptor Blocker

Type of Form

Form 5

Finished product Specification

USP

Pack size & Demanded Price

As per SRO / 60ml

Approval staus of product in

Reference Regulatory Authorities.

Approved by USFDA

Me-too status

ZEPSIN by M/s. Cirin

GMP status

25-08-2016 Grant of DML/ Good Compliance

Previous remarks of the Evaluator.

Previous decision

Deferred in 264 meeting of Regisation Board for me
too status

Evaluation by PEC

Following reference has been verified as me too
applied formulation:

Zepsin Dry Powder Suspension of M/s
Pharmaceuticals (Reg.#064330)

Ci

Previous Decision 274

Deferred for submission of lae inspection repor
conducted within one year by DRAP.

Evaluation by PEC

Firm has submitted GMP inspection report.

Latest GMP inspection date:D8-2017,

Purpose: Surprise GMP inspection.

Conclusion; At the time of inspection there was
production ativity in any section. It was noted that
the manufacturing sections were well maintained
general cleanliness was satisfactory.

Decision: Approved.
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144,

Name and address of manufacture
Applicant

M/s The Searle Company Limiteds39, S.I.T.E.
Karachi.

Brand Name +Dosage Form + Streng

Xaroban 2.5mg tablet

Composition

Each film coated tablet contains:

,,,,,

. 2. 5mg

Diary No. Date of R& | & fee

Duplicate dossier; Rs.20,00@08-05-2015)

Pharmacological Group

Factor Xa inhibior

Type of Form Form5
Finished product Specifications Manufacturerb6s specific
Pack size & Demanded Price 56 s ; As per DPC

Approval status of product in Referen
Regulatory Authorities

Xarelto (ANSM approved)

Me-too status (with strengtimd dosagg Not available
form)
GMP status Certificate of cGMP based on inspection conduct

on 1206-2017 is provided.

Remarks of the Evaluator

1 Duplicate fee challan is provided.

1 Shortcomings:

fEvidence of applied formulation/drug alreal
approved by RAP (generic / méoo status) along
with registration number, brand name and namq
firm, or else application on forrbD alongwith
differential fee.

Previous Decision 274

Deferred for evidence of applied formulation/dr
already approved by DRAP (getic / metoo status)
along with registration number, brand name and n
of firm, or elseapplication on forrbD along with
differential fee.

Evaluation by PEC

The firm provided the following Me too and has be
verified.
(074794) Xarelto 2.5 mg By M/sBayer Pakistar
(Private) Limited, C/21, S.I.T.E., Karachi.

Decision:Appr oved with
Accounts Division for verification of c
issuance of registation letter.

Il nnovatords specifica
hallan and Board authorized its Chairman for the

145,

Name and address of manufacture
Applicant

Fynk Pharmaceduticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Streng

OL-Pine 5mg Tablet

Composition

Each film coated tablet contai#s:
Ol anzapi nheéééébmg

Diary No. Date of R& | & fee

Dy No. 2374: 366-2016 PKR 20,0007 30-5-2016

Pharmacological Group Antipsychotic

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 1 x 106s: As per SRO

Approval status of product iReference
Regulatory Authorities

Olanzapine tablets by Accord healthcare
(MHRA Approved)

Me-too status

Olan-Z tablet by Lowitt

GMP status

Last inspection conducted on -08-2016 and repor
concludes that firm is complying most of the cGN\
Guidelines and exhibit positive approach towar|
compliance. However short comings pointed
should be rectified within 15 days.

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 272

Deferred for submission of latest GMP inspeuwt
report conducted within 1 year.
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Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved

146, Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength OL-Pine 10mg Tablet

Composition

Each film coated tablet contai#s:
Ol anzapineéééél0Omg

Diary No. Date of R& | & fee

Dy No. 2359: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group Antipsychotic

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 1 x 106s: As per SRO

Regulatory Authorities

Approval status of product in Referen| Olanzapine tablets by Accord healthcare

(MHRA Approved)

Me-too status

OlanZ tablet by Lowitt

GMP status

Last inspection conducted on-03-2016 and repor,
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified ithin 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection:MBP Compliance
Conclusion: Satisfactory

Decision: Approved.

147 Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength Oxetin Capsule 6/25mg

Composition

Each capsaé contains
Ol anzapineéééé. 6mg
Fluoxetine(as hydrochloridgg é . . . 2 5 mg

Diary No. Date of R& | & fee

Dy No. 2373: 366-2016 PKR 20,0007 30-5-2016

Pharmacological Group

Antidepressant, AntiPsychotic

Type of Form Form 5
Finished product Specificains USP
Pack size & Demanded Price 1 x 106s: As per PRC

Regulatory Authorities

Approval status of product in Referen| Symbyax by Eli Lilly

(USFDA Approved)

Me-too status

Co-Depricap by Nabigasim

GMP status

Last inspection conducted on-03-2016 and reporti
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved
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148 Name and addss of manufacturer

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Oxetin Capsule 25/12mg

Composition

Each capsule contains
Ol anzapineéééé. 12mg
Fl uoxetine as hydrochl

Diary No. Date of R& | & fee

Dy No. 2357: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Antidepressant/ AniPsychotic

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 1 x 106s: As per PRC

Regulatory Authorities

Approval status oproduct in Referenc

Symbyax by Eli Lilly
(USFDA Approved)

Me-too status

Olanco by Genome Pharmaceuticals

GMP status

Last inspection conducted on-03-2016 and repor,
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

149) Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT d®o

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Quferate Tablet 25mg

Composition

Each film coated tablet contains:
Quetiapine (as fumar at

Diary No. Date of R& | & fee

Dy No. 2366: 366-2016 PKR 20,000/ 30-5-2016

Pharmactogical Group

Atypical antipsychotic

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 1 x 10606s, 1 x 306s: As

Regulatory Authorities

Approval status of product in Referen

Quetiapine by Sandoz
(MHRA Approved)

Me-too status

Quitin by Werrick

GMP status

Last inspection conducted on-038-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should e rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

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

Evaluation by PEC

Inspection Date:209-2017
Purpose ofnspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

150, Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Freglin Capsule 75mg

Composition

Each capsule contains:
Pregabalin &

75 mg
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Diary No. Date of R& | & fee

Dy No. 2362: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Anticonvulsants, Antiepileptics

Type of Form Form 5

Finished product Specifications Firm has claimed hmouse specifications

Pack size & Demanded Price 1 x 146s: As per SRO
Approval status of product in Referen| Lyrica Capsule by PF Prism

Regulatory Authorities (USFDA Approved)

Me-too status

Gabica by Getz Pharma

GMP status

Last inspection condueti on 0305-2016 and repor
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is oler than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision:Approvedwit h i nnov

ator.6s specification

151,

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro
Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Oritox Tablet 60mg

Composition

Each film coated tablet contains:
Etoricoxit é é . . 6 0 mg

Diary No. Date of R& | & fee

Dy No. 2358: 366-2016 PKR 20,0007 30-5-2016

Pharmacological Group

COX-2 Inhibitor

Type of Form Form 5

Finished product Specifications Firm has claimed in house specifications
Pack size & Demanded Price 1 x 106s: As per SRO
Approval status of product in Referen| Arcoxia tablet by Grunenthal Ltd

Regulatory Authorities (MHRA Approved)

Me-too status

Arcox tablets by Genome

GMP status

Last inspection conducted on-03-2016 and repor,
concludes thafirm is complying most of the cGMI
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

DecisionnApproved with

i nnovatord6s specificat

152,

Name and ddress of manufacturer
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Loxicam Tablets 8mg

Composition

Each film coated tablet contains:
Lornoxicam........ 8m

Diary No. Date of R& | & fe

Dy No. 2375: 366-2016 PKR 20,0007 30-5-2016

Pharmacological Group

NSAID

Type of Form Form 5

Finished product Specifications Firm has claimed in house specification

Pack size & Demanded Price 1 x 106s: As per SRO

Approval status of produchiReferencg Xefo 8 mg Filmtabletten by M/s Takeda Pharma
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Regulatory Authorities

(Swiss Medic approved)

Me-too status

Acabel 8mg Tablet by M/s Continental Pharma

GMP status

Last inspection conducted on-08-2016 and repor
concludes thatirm is complying most of the cGMI
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

DecisionnApproved with

i nnovatords specificat

153.

Name and ddress of manufacturer
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Leveita Tablets 250mg

Composition

Each film coated tablet contains
Levetiracet amééééeéé . 25

Diary No. Date of R& & fee

Dy No. 2368: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group Antiepileptic

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 1 x 306s: As per SRO
Approval status of product in Referen Keppra Tablets by UCB

Regulatory Aithorities (USFDA Approved)

Me-too status

Lerace by Hilton

GMP status

Last inspection conducted on-038-2016 and repor
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliarce. However short comings pointed (¢
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

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

Evaluationby PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

154.

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage For+ Strength

Leveita Tablets 500mg

Composition

Each film coated tablet contains
Levetiracet améédééé .50

Diary No. Date of R& | & fee

Dy No. 2369: 366-2016 PKR 20,0007 30-5-2016

Pharmacological Group Antiepileptic

Type of Form Form 5

Finishad product Specifications USP

Pack size & Demanded Price 1 x 3006s: As per PRC
Approval status of product in Referen| Keppra Tablets by UCB

Regulatory Authorities (USFDA Approved)

Me-too status

Lerace by Hilton

GMP status

Last inspection conduaeon 0305-2016 and repor,
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
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should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is oldehan 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

155,

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Seralin Tablet 50 mg

Composition

Each film coated tablet contains:

Sertraline as hydrochl
Diary No. Date of R& | & fee Dy No. 2360: 366-2016 PKR 20,000/ 30-5-2016
Pharmacological Group Antidepressant
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 1 x 306s: As per SRO
Approval status of produdh Referenceg Lustral tablets by Pfizer
Regulatory Authorities (MHRA Approved)

Me-too status

Sertal tablets by Sami

GMP status

Last inspection conducted on-03-2016 and repor|
concludes that firm is complying most of the cG|
Guidelines and exhibifpositive approach towarg
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 272

Deferred for submission of latest GMP inspect
report comucted within 1 year.

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

156.

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kal4, Lahore

Brand Name +Dosage Form + Strength

Seralin Tablet 100 mg

Composition

Each film coated tablet contains:

Sertraline as hydrochl
Diary No. Date of R& | & fee Dy No. 2371: 366-2016 PKR 20,0007 30-5-2016
Pharmacological Gup Antidepressant
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 1 x 306s: As per SRO
Approval status of product in Referen Lustral by Pfizer
Regulatory Authorities (MHRA Aproved)

Me-too status

Serlin tables by Shrooq

GMP status

Last inspection conducted on-03-2016 and repor
concludes that firm is complying most of the cGl
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspection is older than 1 year

Previous Decision 274

Deferred for submission of latest GMP inspect
report conducted within 1 year.
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Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compla@n
Conclusion: Satisfactory

Decision: Approved.

157,

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

Lotrigin Tablet 100mg

Composition

Each tablet contains:
Lamotrigineéé. 100 mg

Diary No. Date of R& | & fee

Dy No. 2376: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

(anticonvulsants and Anti epileptic drug)

Type of Form

Form 5

Finished product Specifications USP

Pack size & Demanded Price 1 x 306s: As per PRC
Approval status of product in Referen| Lamictal tablets by GSK

Regulatory Authorities (MHRA Approved)

Me-too status

Lamictal tablets by GSK

GMP status

Last inspection conducted on-03-2016 and repor|
concludes that firm isomplying most of the cGMI
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

1 GMP inspection is older than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

158,

Name and address of manufacture
Applicant

Fynk Pharmaceuticals, Plant:19Km GT Roj

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

FaxinV tablet 37.5 mg

Composition

Each tablet contains
Venl afaxine (as hydroc

Diary No. Date of R& | & fee

Dy No. 2365: 366-2016 PKR D,000f: 30-5-2016

Pharmacological Group

(Anti depressant)

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 1 x 146s: As per PRC
Approval status of product in Referen| Venlafaxine tablet ¥ Dexcel Pharma
Regulatory Authorities (MHRA Approved)

Me-too status

Vexor tablet by Global

GMP status

Last inspection conducted on-03-2016 and repor
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. Howevershort comings pointed ol
should be rectified within 15 days

Remarks of the Evaluator

1 GMP inspection is older than 1 year

Previous Decision 274

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

Evaluation by PEC

Inspection Date:2@9-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved
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159/ Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

FaxinV tablet 75 mg

Composition

Each tablet contains
Venl afaxine (as hydroc

Diary No. Date of R& | & fee

Dy No. 2363: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

(Anti depressant)

Type of Form Form 5
Finished producSpecifications USP
Pack size & Demanded Price 1 x 206s: As per PRC

Regulatory Authorities

Approval status of product in Referen

Venlafaxine tablet by Dexcel Pharma
(MHRA Approved)

Me-too status

Vexor tablet by Global

GMP status

Last inspectio conducted on 085-2016 and repor,
concludes that firm is complying most of the cG|
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

GMP inspecin is older than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision: Approved.

160 Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strength

FaxinV XR Capsules 75mg

Composition

Each capsule containrs:
Venlafaxine hydrochloride sustainadlease pellets
(32%) equivalentto¥ nl af axi neé. é

Diary No. Date of R& | & fee

Dy No. 2361: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Anti depressant

Type of Form Form 5
Finished product Specifications USP
Pack size & Demaretl Price 1 x 146s: As per PRC

Regulatory Authorities

Approval status of product in Referen

Politid XL capsule by Actavis
(MHRA Approved)

Me-too status

Efexor capsule by Pfizer

GMP status

Last inspection conducted on-038-2016 and repor
conclude that firm is complying most of the cGV
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

Source of SR pellets 32%: M/s Visic
Pharmaceuticals
Islamabad.

1 GMP inspection is older than 1 year

Previous Decision 272

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfdory

Decision: Approved
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161/ Name and address of manufacture

Applicant

Fynk Pharmaceuticals, Plant:19Km GT Ro

Kalashah Kaku, Lahore

Brand Name +Dosage Form + Strengtl

Fexine Suspension 30mg

Composition

Each 5ml contains
Fexofenadine hydrochloidé ¢ € é . 3 0 mg

Diary No. Date of R& | & fee

Dy No. 2367: 366-2016 PKR 20,000/ 30-5-2016

Pharmacological Group

Antihistamine

Type of Form Form 5

Finished product Specifications Firm has claimed in house specification

Pack size & Demanded Price 60mM x 16s: As per PRC
Approval status of product in Referen| Allegra suspension by Sanofi Aventis
Regulatory Authorities (USFDA Approved)

Me-too status

Fexofast by Platinum Pharma

GMP status

Last inspection conducted on-08-2016 and repor
concluces that firm is complying most of the cGM
Guidelines and exhibit positive approach towa
compliance. However short comings pointed
should be rectified within 15 days

Remarks of the Evaluator

1 GMP inspection is older than 1 year

Previous Decisio@74™

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

Evaluation by PEC

Inspection Date:209-2017
Purpose of Inspection: GMP Compliance
Conclusion: Satisfactory

Decision:Appr oved

wi t h

i nnovatords specificat

162 Name and address of manufacturel

Applicant

M/s.Akhai Pharmaceuticals (Pvt.) Ltd, Plot No.
A-248,A-256 to A259, H.I.T.E, Lasbela,
Baluchistan

Brand Name +Dosage Form + Strengt]

Fosil Tablet 10mg

Composition

Each tablet contains:
Fosinopril gsodium é10m

Diary No. Date of R& | & fee

Dy. N0.109, 1211-2014 , Rs.20,000(12-11-2014)

Pharmacological Group

Antihyperstensive

Type of Form

Form5

Finished product Specification

USP

Pack size & Demanded Price

2x106s: Bl ister: As per

Approval satus of product in Referenc

Not found as film coated.

Regulatory Authorities.

Me-too status Aksopril of M/s Akson Pharmaceduticals (Reg
023747)

GMP status Last inspection conducted on P32 01 7 i C
compliance. 0

Remarks of the Evaluator.

5 % oveage is added in master formulation.

Previous Decision 273

Deferred for the following:

1 Justification of 5 % overage of acti
ingredient in master formulation on the ba
of scientific data.

1 Evidence of international availability of
applied formulabn as film coated tablets
reference regulatory authorities as approve
249" meeting of Registration Board

Evaluation by PEC

Firm has provided master formulation withg
overage and has changed their dosage form from
coated to uncoated.

Decision. Approved
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(AD PEC-X)

163.| Name and address of the Manufactur{ M/s AGP (private) LimitedB-23, S.I.T.E, Karachi
Applicant
Brand Name + Dosage Form + Strengl OBSVIA film coated tablet 25mg
Composition Each film coated tablet contains:
Sitagliptin( as phosphate mono
Diary No. Date of R & | & Fee Dy. N0.966 Dated 25/11/2015,
Rs 20,000/= Dated 25/11/2015,
Pharmaceutical Group Anti-diabetic
Type of Form Form 5
Finished Product Specification USP
Pack Size & Dmanded Price Rs.535/per pack of 106s
Rs.750/per pack of 140s
Rs.1500/per pack of 286s
Approval status of product in Referen Januvia, USFDA approved
Regulatory Authorities
MeT too status Duvel film coated tablet (23mg, 50mg, 100mg) by N
Martin Dow (Reg # 079614)
GMP status Last inspection report dated 18/09/2017 confirms
overall GMP as good.
Remarks of the Evaluator
Decision: Approved
164, Name and address of the Manufactur{ M/s Aulton PharmaceuticaRlot 84/1, Block A Phase
Applicant 5, Industrial Estate, Hattar.
Brand Name + Dosage Form + Strengl ALPRAM 10mg Tablet
(film coated tablet)
Composition Each film Coated tablet contains:
Escital opram oxal ate EQ(q
Diary No. Date of R & | & Fee Dy. No.273 Dated 09/11/2015,
Rs 20,000/= Dated 09/11/2015,
Pharmaceutical Group selectiveserotonin reuptake inhibitors
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price 11 146s, As per SRO
Approval statuof product in Referenc| CIPRALEX® film-coated tablets (5mg, 10mg, 20
Regulatory Authorities by M/s H. Lundbeck A/S
MeT too status Flotela film coated tablet by M/s Candid Pharma (
# 082033)
GMP status Last inspection report dated 11/01/2017ates
satisfactory level of GMP compliance.
Remarks of the Evaluator
Decision: Approved
165.| Name and address of the Manufactur{ M/s Aulton PharmaceuticaBlot 84/1, Block A, Phas

Applicant

5, Industrial Estate, Hattar.

Brand Name + Dosage Form #é&hgth

MOXICAM film coated tablet 400mg

Composition

Each film coated tablet:

Moxi fl oxaccin (as HCLI é
Diary No. Date of R & | & Fee Dy. No.271 Dated 09/11/2015,

Rs 20,000/= Dated 09/11/2015,
Pharmaceutical Group Fluoroquinolme
Type of Form Form 5
Finished Product Specification USP

Pack Size & Demanded Price

5 6 s/AslPer SRO

Approval status of product in Referen

Regulatory Authorities

Avelox 400 mg filmcoated tablets by M/s Bayer plc
(MHRA approved)
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Me T too qatus

Moster film coated tablet by M/s Jupiter Pharma (re
081920)

GMP status

Last inspection report dated 11/01/2017 st;
satisfactory level of GMP compliance.

Remarks of the Evaluator

1 The firm has claimed USP specification g
the product is ngpresent in USP.

DecisionnApproved with

i nnovatords specificat

166. Name and address of the Manufactur{ M/s Aulton Pharmaceuticals
Applicant Plot 84/1, Block A, Phase 5, Industrial Estate, Hattg
Brand Name + Dosage Form + Streng{ EBASTAN 10mg fim coated tablet
Composition Each Film Coated Tablet contains:
Ebastineéé.. 10mg
Diary No. Date of R & | & Fee Dy. No.272 Dated 09/11/2015,
Rs 20,000/= Dated 09/11/2015,
Pharmaceutical Group Antihistamine
Type of Form Form 5
Finished Product Specification In House
Pack Size & Demanded Price 111006s
As fixed by GOVT
Approval status of product in Referen Kestine 10mg tablet by M/s Almirall Pharmaceutica
Regulatory Authorities (ANSM France Approved)
Me 1 too status Ebofor10mg Tablet by M/s Genome Pharmaceuticd
GMP status Last inspection report dated 11/01/2017 sti
satisfactory level of GMP compliance.
Remarks of the Evaluator i The firm has claimed In House specificati
while the product is present in JP.
Decisian: Approved woth Japan Pharmacopoeial specifications.
167, Name and address of the Manufactur{ M/s Aulton Pharmaceuticals
Applicant Plot 84/1, Block A, Phase 5, Industrial Estate, Hatta
Brand Name + Dosage Form + Strengl PRODIS B dispersible tablet
Composition Each dispersible tablet contains;
Piroxicam as betacycl od
Diary No. Date of R & | & Fee Dy. No.274 Dated 09/11/2015,
Rs 20,000/= Dated 09/11/2015,
Pharmaceutical Group NSAID
Type of Form Form 5
Finished Poduct Specification In House
Pack Size & Demanded Price 2 1 1 0A® fixed by GOVT
Approval status of product in Referen Feldene Melt 20mg by M/s Pfizer Limited, MHR
Regulatory Authorities approved
Me 1 too status Infladex dispersible tabletby 8/ Gr ay 6 s |
# 072453)
GMP status Last inspection report dated 11/01/2017 sti
satisfactory level of GMP compliance.
Remarks of the Evaluator 1 The firm has claimed In House specificati
and the product is not present in USP/BP.
DecisionAppr oved with nnovatords specificati
168.| Name and address of the Manufacturi M/s Aulton PharmaceuticaRlot 84/1, Block A, Phas

Applicant

5, Industrial Estate, Hattar.

Brand Name + Dosage Form + Streng

ALRAS 4mg film coated tablet

Composition

Each film coated tablet contains:
Ri speri doneéé. 4mg

Diary No. Date of R & | & Fee

Dy. N0.277(09/11/2015, Rs 20,000/09/11/2015).

Pharmaceutical Group

Anti psychotic

Type of Form

Form 5
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Finished Product Specification

In House

Pack Size & Demated Price

21 1 DAS fixed by GOVT

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me T too status

Xendone Tablets by M/s. Medisure Labs, Kara
(Reg. No. 044214)

GMP status

Last inspection report dated 11/RQ17 states
satisfactory level of GMP compliance.

Remarks of the Evaluator

1 The firm has claimed In House specificati
while the product is present in USP.

Decision: Approved with USP specifications.

169 Name and address of the Manufacturi M/s Aulton PharmaceuticaRlot 84/1, Block A, Phas
Applicant 5, Industrial Estate, Hattar.
Brand Name + Dosage Form + Streng{ ALPRAM 10mg film coated tablet
Composition Each film coated tablet contains:
Escitalopram (as oxal at
Diary No. Date of R | & Fee Dy. No.273 Dated 09/11/2015,
Rs 20,000/= Dated 09/11/2015,
Pharmaceutical Group Antidepressant
Type of Form Form 5
Finished Product Specification USP
Pack Size & Demanded Price 11 1 AAG Bixed by GOVT
Approval statuof product in Referenc| CIPRALEX 10 mg filmcoated tablets by M/s H
Regulatory Authorities Lundbeck (MHRA approved)
Me 1 too status Citanew 10mg Tablet by M/s Hilton, (Reg#036426)
GMP status Last inspection report dated 11/01/2017 sti
satisfactoy level of GMP compliance.
Remarks of the Evaluator
Decision: Approved.
170 Name and address of the Manufactur{ Applicant: Gillman Pharmaceuticlas, 4442 Phase |

Applicant

Contract Manufacturing

& I, Industrial Estate, Hattar, Pakistan
Manufactuer: EG Pharmaceuticals, -3 Industrial
triangle, Kahuta road, Islamabad.

Brand Name + Dosage Form + Streng

GILSPAN Capsule 400mg

Composition

Each capsule contains:

Cefixime (as trihydrate
Diary No. Date of R & | & Fee Dy. N0.138 Dated 20/01/2010,
Rs 8,000/= Dated 15/01/2010,
Rs. 42,000/ Dated 11/09/2015
Pharmaceutical Group Cephalosporin
Type of Form Form 5
Finished Product Specification JP

Pack Size & Demanded Price

1 1 5/&sDRAP Policy

Approval satus of product in Refereng
Regulatory Authorities

Suprax 400 mg capsules by Lupin Phar(b&sFDA
Approved)

Me T too status

Cefiget Capsule Phar

(Reg#045118)

400 mg by Getz

GMP status

last inspection report 226-2017 Firm was considerg
to be operang at reasonable level of compliance w
GMP guidelines.

Remarks of the Evaluator

Section availableThere are no products which g
being contract manufactured on behalf of the appli
till to dat as per record.

Decision: Approved.
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171.

Name and adéss of the Manufacturer
Applicant

Contract Manufacturing

Applicant: Gillman Pharmaceuticlas, 442 Phase |
& 11, Industrial Estate, Hattar, Pakistan
Manufacturer: EG Pharmaceuticals,-A3 Industrial
triangle, Kahuta road, Islamabad.

Brand Name + Dsage Form + Strength

GILSPAN Capsule 200mg

Composition

Each capsule contains:

Cefixime (as trihydrate
Diary No. Date of R & | & Fee Dy. No.283 Dated 11/11/2015,
Rs. 50,000/ Dated 11/11/2015,
Pharmaceutical Group Cephalospon
Type of Form Form 5
Finished Product Specification JP

Pack Size & Demanded Price

11 5/ dsDRAP Policy

Approval status of product in Referen
Regulatory Authorities

CEFIXIMA NORMON 200 mg CAPSULAS by M/{
Laboratorios Normon, S.A., Spain apped

Me T too status

Soxime Capsule 200 mg by Swat Pharmaceuti
(Reg#060127)

GMP status

last inspection report 226-2017 Firm was considerg
to be operating at reasonable level of compliance
GMP guidelines.

Remarks of the Evaluator

Section awilable
There are no products which are being cont
manufactured on behalf of the applicant till to dat
per record.

Decision: Approved.

172.

Name and address of the Manufacturi
Applicant

Contract Manufacturing

Applicant: Gillman Pharmaceuticlas1/2-A, Phase |
& 11, Industrial Estate, Hattar, Pakistan
Manufacturer: EG Pharmaceuticals,-A3 Industrial
triangle, Kahuta road, Islamabad.

Brand Name + Dosage Form + Streng

GILSPAN dry powder for suspension 100mg/5ml

Composition

Each 5ml contains:
Cefixime( as tri hydrate) éé.

Diary No. Date of R & | & Fee Dy. No.139 Dated 20/01/2010,
Rs 8,000/= Dated 15/01/2010,
Rs. 42,000/ Dated 11/09/2015

Pharmaceutical Group Cephalosporin

Type of Form Form 5

Finished Prduct Specification USP

Pack Size & Demanded Price 16s ( 30 hANsDRAP Pdlidy e )

Approval status of product in Referen
Regulatory Authorities

Cefixime by Aurobindo Pharma (USFDA Approved

Me T too status

Cefspan Suspension 100mg of M/s Bartdtidgson
(Reg.#010429)

GMP status

last inspection report 226-2017 Firm was considere
to be operating at reasonable level of compliance
GMP guidelines.

Remarks of the Evaluator

Section available

There are no products which are being cont
manufactured on behalf of the applicant till to dat
per record.

Decision: Approved.

173.

Name and address of the Manufacturi
Applicant

Contract Manufacturing

Applicant: Gillman Pharmaceuticlas, 4442 Phase |
& 11, Industrial Estate, Hattar, Pakistan
Manufacturer: EG Pharmaceuticals,-A_3 Industrial
triangle, Kahuta road, Islamabad.

Brand Name + Dosage Form + Strengt

GILSPAN dry powder for suspension 200mg/5ml

Minutes for 278 Registration Board Meeting

82



Composition

Each 5ml contains:
Cefixime( as tri hydrate)éé.

Diary No. Date oR & | & Fee Dy. No.285 Dated 11/11/2015,
Rs. 50,000/ Dated 11/11/2015

Pharmaceutical Group Cephalosporin

Type of Form Form 5

Finished Product Specification USP

Pack Size & Demanded Price 16s ( 30 hANsDRAP Pdlidy e )

Approval status of product in Referen
Regulatory Authorities

Cefixime by Aurobindo Pharma (USFDA Approved

Me T too status

Cefspan Suspension DS 200mg of M/s Bar
Hodgson (Reg.#024634)

GMP status

last inspection report 226-2017 Firm was considere
to be operating at reasonable level of compliance
GMP guidelines.

Remarks of the Evaluator

Section available

There are no products which are being cont
manufactured on behalf of the applicant till to dat
per record.

Decision: Approved.

174.

Name and address of the Manufacture
Applicant

M/s Novamed Pharmaceuticals Pvt. Ltd.,
28Km Ferozpur Road, Lahore

Brand Name + Dosage Form + Streng

VITAMOL -P film coated tablet 37.5mg/325mg

Composition

Each film coated tablet contains:
Tramadol (as HC ) é é .

Paracet amol eééecéeée. . 325n

Diary No. Date of R & | & Fee

Dy. No.130 Dated 03/12/2015,
Rs. 20,000/ Dated 03/12/2015

Pharmaceutical Group

Opioid Analgesic/antipyretic & analgesic

Type of Form

Form 5

Finished Product Spditation USP
Pack Size & Demanded Price 21 56 s
As per SRO

Approval status of product in Referen
Regulatory Authorities

Ultracet by Janssen (USFDA)

Me 1 too status

Distalgesic Tablets by Atco laboratories, Karachi
No. 073865)

GMP status last GMP inspection report -8-2017, Firm was
considered to be operating at Good level
compliance with GMP guidelines.

Remarks of the Evaluator 1 Alternate brand names, Vitatram & Vitadol

Decision: Approved.
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b) Routine applications whose differential feesubmitted upto 30th September, 2015
I. New cases
Evaluator PEC-II
175.| Name and address of manufacturgM/s Rotex Pharma (Pvt) Ltd, Islamabad
Applicant
Brand Name +Dosage Form + Streng Altiva 180mg Tablets
Composition Each film coated tablet contains:
Fexofenadine hydrochl or
Diary No. Date of R& | & fee Dy.N0.4305,1104-2011, Rs. 8000/11-04-2011
Rs.12,000/08-12-2014.
Pharmacological Group Antihistamine
Type of Form Form 5
Finished product Specification USP
Pack size & Demandderrice 106s ; As per PRC
Approval status of product i Fexofenadine hydrochloride 180 mg Hboated
Reference Regulatory Authorities. Tablets by M/s Generics [UK] Limited t/a Mylg
(MHRA approved)
Me-too status Fexamed 180mg Tablet by M/s OBS (Re§#066)
GMP status Last Inspection report 13-2017 The panel concludg
that the company is following GMP guidelines.
Remarks of the Evaluator.
Decision: Approved.
176.| Name and address of manufacturgM/s Lotus Pharmaceuticals (Pvt) LtdJdmabad
Applicant
Brand Name +Dosage Form + Streng Atenol 25mg Tablets
Composition Each film coated tablet contains:
At enol ol eéééé 25mg
Diary No. Date of R& | & fee Dy.N0.1013,2810-2010, Rs. 8000/17-01-2011
Rs.12,000/05-11-2014
Pharmacological Gup Antihypertensive
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Approved by USFDA
Reference Regulatory Authorities.
Me-too status Careeb 25mg Tablets by M/s Shah&marmaceutical
(Reg#036828)
GMP status Last Inspection report 628-2017 concluding GMH
compliant status
Remarks of the Evaluator.
Decision: Approved.
177.| Name and address of manufacturgM/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad

Applicant

Brand Name +Dosage Form + Streng

Paxet 20mg Tablets

Composition

Each film coated tablet contains:
Paroxetine (as hydrochl

Diary No. Date of R& | & fee

Dy.N0.1003,2810-2010, Rs. 8000/17-01-2011
Rs.12,000/29-12-2014

Pharmacoloigal Group

Selective Serotonin Reuptake Inhibitor;
Antidepressant.

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO

Approval status of product i
Reference Regulatory Authorities.

Approved in USFDA
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Me-too status

Seroxat 20 mg tab by GSK Pharma

GMP status

Last Inspection report 608-2017 concluding GMH
compliant status

Remarks of the Evaluator.

Decision: Approved.

178.| Name and address of manufacturgM/s Lotus Pharmaceuticals (Pvtdd. Islamabad
Applicant
Brand Name +Dosage Form + Streng Atenol 100mg Tablets
Composition Each film coated tablet contains:
At enol ol eéééée 100mg
Diary No. Date of R& | & fee Dy.N0.1011,2810-2010, Rs. 8000/17-01-2011
Rs.12,000/05-11-2014
Pharmacoloigal Group Antihypertensive
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Approved by MHRA of UK
Reference Regulatory Authorities.
Me-too status Rocard 100mg Tablets byRock Pharmaceutica
Laboratories, (Pvt) Ltd. (Reg. No. 064209)
GMP status Last Inspection report 628-2017 concluding GMH
compliant status
Remarks of the Evaluator.
Decision: Approved.
179.| Name and address of manufacturgM/s Lotus Phanaceuticals (Pvt) Ltd, Islamabad
Applicant
Brand Name +Dosage Form + Streng Claritus 250mg Tablets
Composition Each film coated tablet contains:
Clarithromycin éé250mg
Diary No. Date of R& | & fee Dy.N0.714,0510-2011, Rs. 800005-10-2011
Rs.12,000/05-11-2014
Pharmacological Group Macrolide antibiotic
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i BIAXIN by Abbvie
Reference Regulatory Authorities. (USFDA Approved)
Me-too status Claritek by Getz
GMP status Last Inspection report 608-2017 concluding GMH
compliant status
Remarks of the Evaluator.
Decision: Approved.
180.| Name and address of manufacturgM/s Lotus Pharmaceuticals (Pvt) Ltd, Islamdba

Applicant

Brand Name +Dosage Form + Streng

Erythro 250mg Tablets

Composition

Each film coated tablet contains:
Erythromycin (as steara

Diary No. Date of R& | & fee

Dy.N0.715,0510-2011, Rs. 800005-10-2011
Rs.12,000/05-11-2014

Phamacological Group Antibiotic
Type of Form Form 5
Finished product Specification USP

Pack size & Demanded Price As per SRO

Approval status of product i

Reference Regulatory Authorities.

Approved by MHRA of UK
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Me-too status

Erythin Tablets of M/s Webros Pharmaceutical
(Reqg.#032819)

GMP status

Last Inspection report 628-2017 concluding GMH
compliant status

Remarks of the Evaluator.

Decision: Approved.

181.| Name and address of manufacturgM/s. Shrooq Pharma(Pvt.) Ltd, Lahore.
Applicant
Brand Name +Dosage Form + Streng Zuclo Tablet 10mg
Composition Each film coated tablet contains:
Zucl opent hi xol (as di hd
Diary No. Date of R& | & fee Dy.N0.8392,1409-2010, Rs. 8000/14-09-2010
Rs.12,000/31-03-2015
Pharmachogical Group Anti psychotic Drugs
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Approved by MHRA of UK
Reference Regulatory Authorities.
Me-too status Lopix Tablet 10mg of M/s Saydon Pharmaceuticg
Industries Ltd., (Reg.#079399)
GMP status Last inspection conducted on-08-2017 & 3608-2017
recommending the renewal of DML
Remarks of the Evaluator.
Decision: Approved.
182.| Name and address of manufacturgM/s. Welwrd Pharmaceuticals, Hattars
Applicant
Brand Name +Dosage Form + Streng Dizowrd50mg Capsules
Composition Each capsule contains:
Di aceri néééé50mg
Diary No. Date of R& | & fee Dy.N0.721,2109-2011, Rs. 800021-09-2011
Rs.12,000/30-12-2014
Pharmacological Group Drugs affecting bone metabolism
Type of Form Form 5
Finished product Specification Manufacturers specifications
Pack size & Demanded Price As per SRO
Approval status of product i Approved ly Austria
Reference Regulatory Authorities.
Me-too status Dicerin 50 mg capsule by Genome Pharma
GMP status Last GMP Inspection of M/s Welward Pharmg
Conducted on 106-2017 with conclusive remarks of
cGMP compliance
Remarks of the Evaluator.
Decision: Registration Board keepingin view the approval status of Diacerein capsule 50m
by Austrian Agency for Health and Food Safety (reference regulatory authority as pe
decision of Registration Board), the Registration Board approved the formulation o
Diacerein 50mg capsule with Inng at or 6 s speci fication oI
indication.
1 Treatment of symptoms of osteoarthritis of the hip or knee joint.
183.| Name and address of manufacturgM/s Lotus Pharmaceuticals (Pvt) Ltd, Islamabad

Applicant

Brand Name +Dosage FormStrength

Lotansin 50mg Tablets

Composition

Each film coated tablet contains:
Losartan potassium é.

Diary No. Date of R& | & fee

Dy.No0.1009, 2810-2010, Rs. 800047-01-2011
Rs.12,000/05-11-2014
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Pharmacological Group

Angiotensin IIRecepbr Antagonist

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO

Approval status of product i
Reference Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Parlak Tablets 50 mg by M/s Ambrogtharmaceutical
(Reg. No. 069969)

GMP status

Last Inspection report 608-2017 concluding GMH
compliant status

Remarks of the Evaluator.

Decision: Approved.

184.| Name and address of manufacturg M/s. Dyson Research laboratories, Lahore.
Applicant
Brand Name +Dosage Form + Streng Magiplus Capsule 12/25mg
Composition Each capsule contains:
Ol anzapineééé. . 1l2mg
Fl uoxetine (as hydrochl
Diary No. Date of R& | & fee Dy.N0.1479,1501-2011, Rs. 800001-02-2011
Rs. 12,000/24-07-2014
Pharmacological Group Anti-psychotic and a selective serotonin reupt
inhibitor
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product i Symbya by Eli Lilly (USFDA Approved)
Reference Regulatory Authorities.
Me-too status Olanco by Genome
GMP status Last inspection report-82 01 7wi t h con
recommended i ssuance of
Remarks of the Evaluator.
Decision: Approved
Evaluator PEC-VI
Nam.e and address of manufacture M/s Saffron Pharmaceuticals, Faisalabad
Applicant
Brand Name +Dosage Form + Streng{ Microcid 400mg/250ml IV Infusion
Composition Each 2_50m| contains: _ .
Moxi fl oxacin as HCI éé. 4
. Dy. No0.917; 215-2011 ; Rs.12,000/ (2-3-2015),
Diary No. Date of R& | & fee Rs.8,000: 165-2011
Pharmacological Group Fluroquinolones
185 Type of Form Form5
" | Finished product Specification USP
Pack size & Demanded Price 16s vi al of 250 ml , As p
Approval status of product iReference
Rggulatory Authoritl?es. MHRA approved
Me-too status Adloxin by High-Q
Last Inspection report 1B0-2017 The pane

GMP status

recommends for the grant of renewal of DML.

Remarks of the Evaluator.

Decision: Approved
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Deferred cases

Evaluator PEC-VI

186.

Name and address of manufacture
Applicant

M/s Fynk Pharmaceuticals, Lahore

Brand Name +Dosage Form + Streng

Derox tablet 500mg

Diary No. Date of R& | & fee

Eachdelayed releas@blet contains:
Divalproex sodium eq toaproicac d € . 50 0 mg

Composition

Dy. No0.3557; &9-2015; Rs.12,000/ (17-3-2015);
Rs.8,000/(23-05-2012)

Pharmacological Group

Anti-Epileptics

Type of Form

Form5

Finished Product Specification

Manufacturerb6s Specific

Pack size & Demanded Price

1 0 x & Asper SRO

Approval status of product in Referen
Regulatory Authorities.

Not Provided

Me-too status

Valprosim by Vega

GMP status

Last inspection conducted on -03-2016 and repor
concludes that firm is complying most of the cGN
Guidelines ad exhibit positive approach towar
compliance.

Remarks of the Evaluator.

Inspection report does not fall within 1 year
International availability in Reference Regulatq
Authority could not be confirmed.

Previous Decision: Deferred in 274 meeting tue
a) Last GMP inspection report conducted within a year.
Evidence of approval in reference regulatory authorities.

b)

Remarks:

Firm has changed the formulation asch delayed release tablet contains:
Val proi c

Divalproexsod um eq t o

The above formulation is approved in USFDA and me too is Volpar 250mg CRTablets.

avidéeée. 500mg

Firm has submitted last inspectionreport22 0 1 7 wi t h concl usi on 1
is satisfactory
Decision: Approved with USP specifications
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Case N0.02 Registration Applications of Newly Granted DML or New Section.

a) DML (Drug Manufacturi

ng License(s)
Evaluator PEC-XII

CaseNo. 1. M/s T.N Pharmaceuticals (Pvt) Ltd, Lahore. (New Licence)

M/s T.N Pharmaceuticals (Pvt) Ltdaw issued new DML for Tablet (General) and Capsule (Ge
Section) dated 197-2017. Now the firm has applied for products in general tablet and capsule secti

letter No. F.86/2013RegV

The following applications have been evaluated and presbateck the Board.

Sr. No | Section No. of products | No. of molecules
1 Tablet section (General) 17 10
2 Capsule section (General) 16 10
Tablet (General) Section
17 products/ 10 molecules
187.| Name and address of manufacturg M/s T.N Pharmaceigals Pvt Ltd.Plot No.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

CIPROTIN TABLET 250mg

Diary No. Date of R& | & fee

Diary N0:17113, 05/10/2017, Rs. 20,000/

Composition

Each film coated tablet contains:
Ciprofloxach (as hydrochl ori de

Pharmacological Group

Antibiotics (Fluoroguinolones)

Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per SRO / 106s

Approval status of product i
Reference Regulatory Authorities.

Cipro 250mg Tablet by M/s Bayer Health Ca
Pharmaceuticals Inc.USA & Germany (USFDA Approve

Me-too status

Mercip 250mg tablet by M/s Merck (Reg#024601)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved with change of brand name.

188.| Name and address of manufacturg M/s T.N Pharmaceuticals Pvt Ltd. Plot No.264 Sunder|
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Strend CIPROTIN TABLET 500mg
Diary No. Date of R& | & fee Diary N0:1711405/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:

Ciprofloxacin (as hydroctk

Pharmacological Group Antibiotics (Fluoroquinolones)
Type of Form Form5
Finished Product Specification USP
Pack size & DemandediPe As per SRO / 106s
Approval status of product i Cipro 250mg Tablet by M/s Bayer Health Ca
Reference Regulatory Authorities. Pharmaceuticals Inc.USA & Germany (USFDA Approve
Me-too status Mercip 500mg Tablet by M/s Merck (Reg#024602)
GMP statis New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved with change of brand name.

189.| Name and address of manufacturg M/s T.N Pharmaceuticals Pvt Ltd. Plot No.264 Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosadeorm + Strength

LEVOTIN TABLET 250mg

Diary No. Date of R& | & fee

Diary No: 17102, 05/10/2017, Rs. 20,000/

Composition

Each film coated tablet contains:

Levofl oxacin (as hemi hydnr
Pharmacological Group Antibiotics (Fluoroguinolones)
Type of Form Form5
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Finished Product Specification

USP

Pack size & Demanded Price

As per SRO / 106s

Approval status of product i
Reference Regulatory Authorities.

Evoxil 250 mg filmcoated tablets by M/s Beacon Pha
(MHRA approved)

Me-too status

Lazer 250mg Tablet by M/s Foray Pharmaceutical
(Reg N0:040615)

GMP status

New DML granted19/7/2017

Remarks of the Evaluator.

Decision: Approved.

190.| Name and address of manufacture M/s T.N Pharmaceutica{®vt) Ltd. Plot No0.264C, Swnder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Strend LEVOTIN TABLET 500mg
Diary No. Date of R& | & fee Diary No:17103, 05/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Levofl oxacin (as hemi hydr
Pharmaological Group Antibiotics (Fluoroguinolones)
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 1006s
Approval status of product i Evoxil 500 mg filmcoated tablets bi/s Beacon Pharn
Reference Regulatory Authorities. (MHRA approved)
Me-too status Lazer 500mg Tablet by M/s Foray Pharmaceutical
(Reg N0:040614)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved.
191.| Name and address of manufacturg M/s T.N Pharmaceutical®vt) Ltd. Plot No.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ AMLODO-PLUS TABLET 5mg/160mg
Diary No. Date of R& | & fee Diary No:17098, 05/10/2017, Rs. 20,000/
Composition Each film coated tabletontains:
Aml odi pine (as besyl at e) 4§
Val sartanél60mg
Pharmacological Group Calcium Channel Blocker /Angiotensin Il antagonist
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/146s & 286s
Approval status of product i Amlodipine / Valsartan 5 mg / 160 mg fitaoated tablets
Reference Regulatory Authorities. by M/s Winthrop Pharmaceuticals UK Limited (MHR
Approved)
Me-too status Exforge 5/160mg Film Coated Tablets by M/s Nova
Pharmaceutical(Reg# 047570 )
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved.
192.| Name and address of manufacturg M/s T.N Pharmaceutica(®vt) Ltd. Plot No0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Damge Form + Strengtl

AMLODO-PLUS TABLET 10mg/160mg

Diary No. Date of R& | & fee

Diary N0:17099, 05/10/2017, Rs. 20,000/

Composition

Each film coated tablet contains:
Aml odi pine (as
Val sartanél60mg

besyl at e) 4

Pharmacological Group

Calcium ChanneBlocker /Angiotensin Il antagonist

Type of Form

Form5

Finished Product Specification

USP
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Pack size & Demanded Price

As per SRO/146s & 286s

Approval status of product in
Reference Regulatory Authorities.

Amlodipine / Valsartan 10 mg / 160 nfigm -coated tablets
by M/s Winthrop Pharmaceuticals UK (MHRA Approve

Me-too status

Exforge 10/160mg Film Coated Tablets by M/s Nova
Pharmaceuticals (Reg# 047571)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved.

193.| Name and address of manufacture M/s T.N Pharmaceuticals Pvt Ltd.
Applicant Plot N0.264C, Sunder Industrial Estate, Lahore
Brand Name +Dosage Form + Streng TERAMAL-PLUS TABLET 37.5mg/325mg
Diary No. Date of R& | & fee Diary N0:17100, 6/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Tramadol hydrochl ori deé 31
Paracetamol €325mg
Pharmacological Group Opiate Analogue/ Analgesic
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded®rice As per SRO/106s & 206s
Approval status of product i Tramacet 37.5mg/325mg Film coated tablets by
Reference Regulatory Authorities. Grinenthal Ltd, (MHRA approved)
Me-too status Forgesil Tablet by M/s Genome Pharmaceutical
(Reg N0:080874)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved.
194. Name and address of manufacturer /| M/s T.N Pharmaceutical®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosadeorm + Strengthl UROSTAT TABLET 40mg
Diary No. Date of R& | & fee Diary No: 17105, 05/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Febuxostat é40mg
Pharmacological Group Xanthine Oxidase Inhibitor
Type of Form Form5
Finished Product Specification Manufacturerb6s specificat
Pack size & Demanded Price As per SRO |/ 206s
Approval status of product in Uloric 40mg Tablet by M/s Takeda Pharms, USF
Reference Regulatory Authorities. Approved
Me-too status Febuxin 40mgTablet by M/s AGP(Pvt) Ltd.(Reg#
081104)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
DecisionApproved with I nnovatords specificati
195.| Name and address of manufacturer /| M/s T.N Pharmaceutica(®vt) Ltd. Plot No.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

UROSTAT TABLET 80mg

Diary No. Date of R& | & fee

Diary N0:17106, 05/10/2017, Rs. 20,000/

Composition

Each film coated tablet contains:
Febuxostat é80mg

Pharmacological @®up

Xanthine Oxidase Inhibitor

Type of Form Form5
Finished Product Specification Manufacturerds specificat
Pack size & Demanded Price As per SRO / 206s

Approval status of product in
Reference Regulatory Authorities.

Uloric 80mg Tablet by M§ Takeda Pharms, USFD
Approved
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Me-too status

Febuxin 80mg Tablet by M/s
081105)

AGP Pwvt. Ltd. (Re

GMP status

New DML grantedl9/7/2017

Remarks of the Evaluator.

DecisionApproved with

l nnovatords specificati

196.| Name and address of maaafurer / M/s T.N Pharmaceutical®vf) Ltd. Plot N0.264C, Sundef
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Streng DIABETICS PLUS TABLET 50mg/500mg
Diary No. Date of R& | & fee Diary No:17108, 05/10/2017, Rs. 20,000/
Composiion Each film coated tablet contains:
Sitagliptin (as phosphat g
Met formin hydrochl ori deéf?H
Pharmacological Group Biguanide + Dipeptidyl Peptidase 4 Inhibitor
Type of Form Form5
Finished Product Specification Manuf actadficadonsbs spe
Pack size & Demanded Price As per SRO /1006s,14,s & 3
Approval status of product in Janumeb0mg/500mgrablets by M/dVierck
Reference Regulatory Authorities. (USFDA approved)
Me-too status Duvel Plus 50mg/500mg Tablet by M/s Martin Dow
pharmaceuticals
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
DecisionnApproved with I nnovatorés specificati
197.| Name and address of manufacturer /| M/s T.N Pharmaceutica(®vt) Ltd. Plot N0.264C, Suner
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ DIABETICS PLUS TABLET 50mg/1000mg
Diary No. Date of R& | & fee Diary No:17107, 05/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Sitagliptin (as phosphate monohgtk)...50mg
Met formin hydrochl ori deé]
Pharmacological Group Biguanide + Dipeptidyl Peptidase 4 Inhibitor
Type of Form Form5
Finished Product Specification Manufacturerods specificat
Pack size & Demanded Price As per SRO /1006s,14,s & 3
Approval status of product in Janumeb0mg/1000mdrablets by M/Merck
Reference Regulatory Authorities. (USFDA approved)
Me-too status Duvel Plus 50mg/1000mgTablet by M/s Martin Dow
pharmaceuticals
GMP status New DML granted 19/7/2017
Remarksf the Evaluator.
Decision: Approved with I nnovatorbs speci i
198.| Name and address of manufacturer /| M/s T.N Pharmaceutica(®vi) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

URO-DIAS 10mEq

Diary No. Date of R& | & fee

Diary N0:17104, 05/10/2017, Rs. 20,000/

Composition

Each extended release tablet contains:
Potassium citrateélOmEQq

Pharmacological Group

Potassium Supplement (to control Uric acid and Cys
kidney stones)

Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 3006s

Approval status of product in
Reference Regulatory Authorities.

Urocit-K (Potassium Citrate) Extendedlease tablet
5mEq by M/s Mission Pharma (USFDA Agwed)

Me-too status

Exocit XR 10mEq extended release tablet by M/s Vig
(Reg#080827)
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GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved.

199.| Name and address of manufacturg M/s T.N Pharmaceutica(®vt) Ltd. Plot No.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ RENALTIN TABLET 400mg
Diary No. Date of R& | & fee Diary No:17109, 05/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Sevelamer hydrochlatie € 4 00 mg
Pharmacological Group Drug for treatment of hyperkaleméa hyperphosphatemia
Type of Form Form5
Finished Product Specification Manufactureros specificat
Pack size & Demanded Price As per SRO/ 3006s
Approval status of product i Renagel 400mg Tablet by M/s Genzyme Europe B
Reference Regulatory Authorities. (Ireland Approved)
Me-too status Foseald00 Tablets by M/s Sncura Enterprises Pakis
(Pvt) Ltd (Reg#081282)
GMP status New DML granted 19/7/2017
Remarks of the Evadior.
Deci sion: Approved with I nnovatorés speci i
200.| Name and address of manufactureg M/s T.N Pharmaceutica{®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ RENALTIN TABLET 800mg
Diary No. Date of R& | & fee Diary No:17110, 05/10/2017, Rs. 20,000/
Composition Each film coated tablet contains:
Sevel amer hydrochl ori deé§
Pharmacological Group Drug for treatment of hyperkaleméa hyperphosphatemia
Type of Form Form5
Finished Product Specification Manufacturerods specificat
Pack size & Demanded Price As per SRO/ 3006s
Approval status of product i Sevelamer carbonate 800 mg Fbmated Tablets by M/
Reference Regulatory Authorities. Teva UK Limited (MHRA Approved)
Me-too status Renamer 800mg Tablet by M/s Ciba Pharmaceuti
(Reg# 081580)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved with I nnovatordés speci
201.| Name and address of manufactureg M/s T.N Pharmaceutical@Pvt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

CALVIT -D PLUS TABLET 500mg/125 IU

Diary No. Date of R& | & fee

Diary No:17112, 05/10/2017, Rs. 20,000/

Composition

Each film coated tabt contains:
Calcium Carbonate 1250mg.eqo  Cal ci um €
Vitamin D3 (Chol ecal cifer

Pharmacological Group

Calcium Supplemehtitamin D

Type of Form Form5

Finished Product Specification Manufacturerods specificat
Packsize & Demanded Price As per SRO /306s & 50606s
Approval status of product i Oyster Shell Calcium Tablet by M/s McKess

Reference Regulatory Authorities.

Corporation (Dailymed, USA) different formulation

Me-too status

Qalsan D Chewable Tablet by MMNovartis Pharma
(Reg#055081)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

1 Approval status of applied formulation in Referer
Regulatory Authorities could not be confirmed.
(Formulation approved and available on Dailymed datal
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has not the same formulation as applied by the firm.)
9 Approved in meoo as chewable tablet.

Decision: Deferred for evidence of approval of applied formulation in Reference Regulator

Authorities.
202.| Name and address of manufacturer /| M/s T.N PhamaceuticalgPVvt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ CALVIT-D TABLET 125mg/500 U
Diary No. Date of R& | & fee Diary No:17111, 05/10/2017, Rs. 20,000/
Composition Each Chewable Tablet Contains:
Elemental Calcium (as Calcium Lactate Pentahydrate
Calcium Phosphate) é125mg
Vitamin D3 (Cholecalcifer
Pharmacological Group Calcium Supplement/ vitamin D
Type of Form Form5
Finished Product Specification Manufacturero6s specificat
Pack size & Demanded Price As per SRO/ 5006s
Approval status of product in EuroCal D Tablet by M/s Euro Pharma Internatior
Reference Regulatory Authorities. Canada. not confirmed
Me-too status De-Calc plus chewable Tablet by M/s Schazoo Phai
(Reg#013085)
GMP status New DML granted
19/7/2017
Remarks of the Evaluator. 1 Approval status of applied formulation in Referer
Regulatory Authorities could not be confirmed.
Decision: Deferred for evidence of approval of applied formulation in Réerence Regulatory
Authorities.
203.| Name and address of manufacturer /| M/s T.N Pharmaceutical®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

MONTELU-FEX TABLET 10mg/120mg

Diary No. Date of R& | &fee

Diary N0:17101, 05/10/2017, Rs. 20,000/

Composition

Each Tablet Contains:
Montelukast (as sodium) é1(
Fexofenadine hydrochl orig

Pharmacological Group

Leukotriengeceptor antagonigfntihistamine

Type of Form

Form5

Finished ProducSpecification Manufacturerb6s specificat

Pack size & Demanded Price As per SRO/1006s & 206 s

Approval status of product in MONTI FX 10mg/120mg Tablet by M/s Abbg

Reference Regulatory Authorities. Laboratories, India (MCI and FDA Approved) n
confirmed

Me-too status

MONT FEX 10mg/120mg Tablet by M/s Everest Phar
Islamabad. Not confirmed

GMP status

New DML granted
19/7/2017

Remarks of the Evaluator.

1 Approval status of applied formulation in Referer
Regulatory Authorities not confired.
1 Me-too status not confirmed.

Decision: Deferred for following reasons:

i of applied formulation
authorities/agencies which were declared/approved by the Registration Board

i. Evidence of applied formulation/drug already approved by DRAP (generic / me
too status) alongwith registration number, brand name and name of firm

i. Evidence of approval

in reference regulatory
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Capsule (General) Section
16 products/ 10 molecules

204.| Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. Plot No.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren( DETRODINE CAPSULE 4mg
Diary No. Date of R& | & fee Diary No0:17095, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Tolterodine Tartrate Sustained Release PelB8t eq.to
Tolterodi neéd4dmg
Pharmacological Group Drug for urinary frequency and incontinence
Type of Form Form 5
Finished Product Specification Manufacturerb6s specificat
Pack size & Demanded Price As per SRO/ 306s
Approval status of product in | Detrol LA (tolterodine tartrate extended release capsl
Reference Regulatory Authorities. by M/s Pharmacia And Upjohn (USFDA Approved)
Me-too status DETRUSITOL SR 4mg capsule by M
Pfizer,(Reg#053805)
GMP status New DML granted
19/7/2017
Remarks of the Evaluator. 1 Source of pellets:
M/s Zen BieTech Pvt. Ltd,
PlotN0.195/4, Phasell, I.D.A, Cherlapally, Medcl
District-500 051, Telangandndia.

1 GMP certificate valid till 1403-2018.

1 GMP certificate does not state the name of Toltero
tartrate Extended Release Pellets 2%w/w.

1 COA from supplier attached of of Tolterodine tartr
Extended Release Pellets 2%w/w.

1 Accelerated stability study and Real time stabi
study report of 3 batches for pellets not submitteq
the firm.

1 Eee challarfor import of pellets not submitted by tf
firm.

Decision: Deferred for following submissions
i. Realtime and accelerated stability study data of 3 batches Tolterodine tartrate
Extended Release Pellets 2%w/veonducted according to the requirements ofane IV-A.
i. Differential fee of Rs.80,000/for import of pellets.
205.] Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. Plot No0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

DEPRIFLOX CAPSULE 3mg/2mg

Diary No. Date of R& | & fee

Diary N0:17094, 05/10/2017, Rs. 20,000

Composition

Each capsule contains

Ol anzapineé. 3mg
Fl uoxetine (as hydrochl or
Pharmacological Group Antipsychotic/Antidepressant
Type of Form Form 5
Finished ProducEpecification USP
Pack size & Demanded Price As per SRO/ 1406s

Approval status of product i
Reference Regulatory Authorities.

Symbyax 3mg/25mg capsule by Eli
Approved)

Lily (USFD

Me-too status

Co-Depricap 3/25mg Capsule by M/s Nabi Qasi
Industies Pvt.Ltd. (Reg&76136§

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved.
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206.| Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. Plot No0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Streng DEPRIFLOX CAPSULE 6mg/25mg
Diary No. Date of R& | & fee Diary N0:17093, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Ol anzapineé. 6 mg
Fluoxetine (as hydrochl or
Pharmacological Group Antipsychotic/Antdepressant
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 1406s
Approval status of product i Symbyax 6mg/25mg capsule by Eli Lilly (USFD
Reference Regulatory Authorities. Approved)
Me-too status Co-Depricap 6/25mg Capsule by M/s Nabi Qasi
Industries Pvt.Ltd. (Re@@#6135
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved.
207.| Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. PlotNo0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren( PROZEK CAPSULE 20mg
Diary No. Date of R& | & fee Diary No:17091, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Omeprazole( Enteric Coat e
Pharmacological Group Proton Pump inhibitor
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/106s & 146s
Approval status of product il Prilosec by Astrazeneca Pharmatieals in USA
Reference Regulatory Authorities.
Me-too status Efome by M/s. Efroze
GMP status New DML granted 19/7/2017
Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad.
Decision: Approved with change of brand name.
208.| Name and address of manufaetu/| M/s T.N Pharmaceutical®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ PROZEK CAPSULE 40mg
Diary No. Date of R& | & fee Diary N0:17092, 05/10/2017, Rs. 20,000
Composition Each capsuleantains
Omeprazole( Enteric Coat e
Pharmacological Group Proton Pump inhibitor
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 146s
Approval status of product i Nexium (Esomeprazole 40 mg) USA Astrazeneca
Reference Regulary Authorities.
Me-too status Nexum (40 mg Capsule) Getz Pharma Kara
(Reg#033891)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad
Decision: Approved with change of brand name.
209.| Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. Plot No0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

AZOLIDE CAPSULE 250mg

Diary No. Dateof R& | & fee

Diary N0:17084, 05/10/2017, Rs. 20,000
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Composition Each capsule contains

Azithromycin (as dihydrat
Pharmacological Group Macrolide (Antibiotics)
Type of Form Form 5
Finished Product Specification USP
Pack size & Demandéderice As per SRO/ 66s & 106s
Approval status of product i Zithromax 250mg capsule by M/s Pfizer Ltd.(MHR
Reference Regulatory Authorities. approved)
Me-too status Azomax 250mg capsule by M/s Sand

Pharmaceuticals.(Reg#022200)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved.

210.l Name and address of manufactureg M/s T.N Pharmaceutica{®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ URICAP CAPSULE 0.4rg
Diary No. Date of R& | & fee Diary N0:17083, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Tamsul osin hydrochl ori deé¢
(as sustained release pellets 0.2% )
Pharmacological Group U JAdrenergic blocking agent
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 206s & 106s
Approval status of product i Flomax 0.4mg capsule by M/s Boehringer Ingelhien
Reference Regulatory Authorities. Pharmaceuticals (USFDA Approved)
Me-too status Tamflo 0.4mg SR Capsule by M/s Genome
Pharmaceutical (Reg#074562)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad.
Decision: Approved.
211.| Name and address of manufactureg M/s T.N Pharmaceutica(®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ GABATIN CAPSULE 75mg
Diary No. Date of R& | & fee Diary No:17088, 05/10/201Rs. 20,000
Composition Each capsule contains
Pregabal i né75mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Product Specification Manufactureros Speci fica
Pack size & Demanded Price As per SRO/ 146s & 106s
Approval stéaus of product in LYRICA 75mg Capsule by M/s Pfizer, US
Reference Regulatory Authorities.
Me-too status GABICA Capsule 75mg by M/s Getz Pharma, Karachi.
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved with Innovat or 6 s speci fications.
212.| Name and address of manufactureg M/s T.N Pharmaceutical®vt) Ltd. Plot No0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

GABATIN CAPSULE 150mg

Diary No. Date of R& | & fee

Diary No:17089, 05/10/2017, Rs. 20,000

Composition

Each capsule contains
Pregabal inél50mg

Pharmacological Group

Antiepileptic

Type of Form

Form 5
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Finished Product Specification

Manufacturer6s Speci fi ca

Pack size & Demanded Price

As per SRO/ 1406s

Approval status of product i
Reference Regulatory Authorities.

LYRICA 150mg Capsule by M/s Pfizer, US

Me-too status

GABICA Capsule 150mg by M/s Getz Pharma, Karachi

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approve d  wi t h |

nnovatoro6s specifications

213.| Name and address of manufactureg M/s T.N Pharmaceutica{®Vvt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ GABATIN CAPSULE 300mg
Diary No. Date of R& | & fe Diary No:17090, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Pregabal i né300mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Product Specification Manufacturer 6s Speci fi ca
Pack size & Demanded Price AsperSRO/ 146s
Approval status of product i LYRICA 300mg Capsule by M/s PF PRISM CV (USFL
Reference Regulatory Authorities. Approved)
Me-too status Xilica 300mg Capsule by M/s PharmEvo (Reg#080634
GMP status New DML granted 19/7/2017
Remarks of th&valuator.
Decision: Approved with I nnovatorés speci i
214.| Name and address of manufactureg M/s T.N Pharmaceutica{®vi) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ PROFENAC CAPSULE 100
Diary No. Date of R& | & fee Diary No:17097, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Ket oprofenél00mg
Pharmacological Group NSAID (nonsteroidal antinflammatory drug)
Type of Form Form 5
Finished Product Specification BP
Pack size & Demanded Price As per SRO/ 3006s
Approval status of product i Ketoprofen Capsules BP 100mgy M/s Ennogen Pharm
Reference Regulatory Authorities. Limited MHRA approved
Me-too status ORUVAIL 100mg Capsule by M/s M&B
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Deferred for evidence of applied formulation/drug already approved by DRAP
(generic / metoo status) alongwith registration number, brand name and name of firm ag
submitted reference is of sustaiad release capsules while firm has applied for immediat
release formulation.
215.| Name and address of manufactureg M/s T.N Pharmaceutica(®vt) Ltd. Plot N0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

PROFENAC @APSULE 200mg

Diary No. Date of R& | & fee

Diary N0:17096, 05/10/2017, Rs. 20,000

Composition

Each capsule contains
Ket oprofené?200mg

Pharmacological Group

NSAID (nonsteroidal antinflammatory drug)

Type of Form

Form 5

Finished Product Specifition

BP
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Pack size & Demanded Price

As per SRO/ 3006s

Approval status of product i
Reference Regulatory Authorities.

ORUVAIL 200mg Capsule by M/s Wyeth Pharms Ii
USFDA approved
(approved as extended release capsule)

Me-too status

Gabrilen SR Capge by M/s Akhai (Reg# 070511)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

1 Approved in USFDA as extended release capsule.
1 Approved as m¢oo as extended release capsule.

Decision: Deferred for clarification of dosage form as refeence products are available aj
extended release capsule whereas firm has applied for immediate release capsules.

216.l Name and address of manufactureg M/s T.N Pharmaceutica{®vt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand NamerDosage Form + Strengt|f MUSCOLITE CAPSULE 4mg
Diary No. Date of R& | & fee Diary N0:17085, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Thiocol chicosi deéd4dmg
Pharmacological Group Muscle Relaxant
Type of Form Form 5
Finished Produc®pecification Manufactureros Specifica
Pack size & Demanded Price As per SRO/ 206s
Approval status of product i Myoplege 4 mg capsule by Laboratories GENEVRIER
Reference Regulatory Authorities. (ANSM approved)
Me-too status Muscor4dmg Capule by M/s Genome Pharmaceuticals R
Ltd.(Reg#46466
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
DecisionnAppr oved with I nnovatordés specificati
217.| Name and address of manufactureg M/s T.N Pharmaceutica{®Vvt) Ltd. Plot N0.264C, Sunder
Applicant Industrial Estate, Lahore
Brand Name +Dosage Form + Stren¢ FLUTIN CAPSULE 20mg
Diary No. Date of R& | & fee Diary N0:17086, 05/10/2017, Rs. 20,000
Composition Each capsule contains
Fluvastatin (as sodium) é7
Pharmaological Group Antihyperlipidemic
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 2806bs
Approval status of product i LESCOL 20mg Capsule by M/s Novartis Pharmacelsi
Reference Regulatory Authorities. UK Ltd (MHRA Approved)
Me-too status Freeflo Capsules 20mg by M/s) Werrick Pharmaceutig
(Reg#041841)
GMP status New DML granted 19/7/2017
Remarks of the Evaluator.
Decision: Approved.
218.| Name and address of manufactureg M/s T.N Pharmaceuticalgvt) Ltd. Plot N0.264C, Sunder

Applicant

Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

FLUTIN CAPSULE 40mg

Diary No. Date of R& | & fee

Diary No0:17087, 05/10/2017, Rs. 20,000

Composition

Each capsule contains
Fluvastatin(a s odi um) €40 mg

Pharmacological Group

Antihyperlipidemic

Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per SRO/ 2806s
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Approval status of product i
Reference Regulatory Authorities.

LESCOL 40mg Capsule by f&l Novartis Pharmaceutica
UK Ltd (MHRA Approved)

Me-too status

Freeflo Capsules 20mg by M/s) Werrick Pharmaceutig
(Reg#041840)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

Decision: Approved.

219.

Name and address of manctiarer /
Applicant

M/s T.N Pharmaceutica(®vt) Ltd. Plot No.264C, Sunder
Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

IROFER CAPSULE 100mg/0.35mg

Diary No. Date of R& | & fee

Diary N0:17082, 05/10/2017, Rs. 20,000

Composition

Ead capsule contains

Il ron 111 Hydroxi de Pol ymg
Folic acidéO. 35mg
Pharmacological Group Haematinic
Type of Form Form 5
Finished Product Specification Manufacturer6s Speci fi ca
Pack size & Demanded Price As per SRO/ 1006s
Approval status of product i N/A

Reference Regulatory Authorities.

Me-too status

Inofe-F Capsule by M/s Kaizen Pharmaceutig
(Reg#073651)

GMP status

New DML granted 19/7/2017

Remarks of the Evaluator.

DecisiontAppr oved

wi t h cificatons.v at or 6 s

spe
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Evaluator PEC-VIII

Case No. 4

M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 & 26, Street No. -8, RCCI,
National Industrial Zone, Rawat, Islamabad

Following registration dossiers have been received vide letter Ne2/#086 (Rglll) dated 11"
September,2017stating that Central Licensing Board in its 25#eeting, granted approval
following 11 sections to M/s Evolution Pharmaceuticals (Pvt) Ltd.

1 Tablet (General)
1 Capsule (General)
1 Sachet (General)
1 Dry suspension(general)
1 Topical section (Cream/Ointment/Gel/Solution/Lotion) (General)
1 Capsule(cephalosporin)
1 Dry suspension(cephalosporin)
1 Dry vial Injection(cephalosporin)
1 Capsule(penicillin)
1 Dry suspension(penicillin)
1 Dry vial Injection(penicillin)
Now thefirm has applied fofollowing
Sr. No | Section No. of No. of
products molecules
1 Tablet (General) 34 10
2 Sachet (General) 10 09
3 Dry suspension(general) 13 09
The details of molecules and products of tablet section which were consit@redious meeting is
under:
Sr. No | Section No. of products/molecule; No. of products/molecules
considered remaining
1 Tablet (General) 21-P/05M 10-P/04M
Tablet (general):
Products:10 , Molecules: 04
220, Name and address of Manufacturg M/s Evolution Pharmaceigals (Pvt.) Ltd. Plot #: 25 &

Applicant

26, St#S-3, RCCI, National Industrial Zone, Rawj
Islamabad

Brand Name+Dosage Form+Streng

Dexevo Tablets 300 mg

Composition

Each film coated tablet contains

Dexi buprofenéé300 mg

Diary No. Date of R&l & fee

DyNo0.1382; 30:08-2017; Rs. 20000/

Pharmacological Group

Propionic Acid derivatives

Type of Form Form5
Finished Product Specification Manufacturerds Specifica
Pack Size & Demanded Price 106s & 306s ; As per SR(

Approval status of product i
Refererwe Regulatory Authorities

Seractil 300 mg Tablets of Gebro Pharma. Aust
(MHRA)

Me-too status

Obsprufen 300ng Tablets of OBS

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Firm has claimed manufacturer specificatits has not
submitted the data as required by the decision of'}
meeting of registration board and applied formulatio
not present in available USP and BP.

DecisionAppr oved wi't

h i nnovatorés specificat
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221.

Name and address of Manufacture
Applicant

M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25,
Streett S-3, RCCI, National Industrial ZoneRawat,
Islamabad

Brand Name+Dosage Form+Strengt

Dexevo Tablets 400 mg

Composition

Each film coated tablet contains

Dexi buprofenééd4d00 mg

Diary No. Date of R&I & fee

DyNo0.13831,; 3608-2017; Rs. 20000/

Pharmacological Group

Propionic Acid derivatives

Type of Form Form5
Finished Product Specification Manufacturerb6s Specific
Pack Size & Demanded Price 106s & 3006s ; As per SR

Approval status of product il
Reference Regulatory Authorities

Seractil 400mg Tablets of Gebro Pharma. Aust
(MHRA)

Me-too status

Obsprufen 40@ng Tablets of OBS

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Firm has timed manufacturer specifications but |
not submitted the data as required by the decisio
267" meeting of registration board and appl
formulation is not present in available USP and BP.

DecisionnApproved wi't

h innovatordés specificat

222/ Name and address of Manufacture| M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2,
Applicant Steett S-3, RCCI, National Industrial ZoneRawat,
Islamabad
Brand Name+Dosage Form+Strengt Zilment Tablets 10 mg
Composition Each film coated tablet caihs
Memantine HCI é. é10 mg
Diary No. Date of R&l & fee DyNo0.13857; 3@08-2017; Rs. 20000/
Pharmacological Group NMDA Receptor Antagonist
Type of Form Form5
Finished Product Specification USP Specifications
Pack Size & Demanded Price 106s ,20164s6,s ,306s & 5606s ;
Approval status of product i Memantine Torrent 10 ghTablets of Torrent Pharme
Reference Regulatory Authorities UK (MHRA)
Me-too status Stir-up 10 ng Tablets of Nabigasim
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved
223/ Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2,

Applicant

Steett S-3, RCCI, National Industrial ZoneRawat,
Islamabad

Brand Name+Dosage Form+Strengt

Zilment Tablets 20 mg

Composition

Each film coated tablet contains

Memantine HCI é.é20 mg
Diary No. Date of R&l & fee DyNo0.13856; 3608-2017; Rs. 20000/
Pharmacological Group NMDA Receptor Antagonist
Type of Form Form5
Finished Product Specifitan USP Specifications
Pack Size & Demanded Price 10606 s, 1406s, 200 s, 300s

Approval status of product i
Reference Regulatory Authorities

Memantine Torrent 20 gnTablets of Torrent Pharmg
UK (MHRA)

Me-too status

Rement 20 m Tabkts of HighQ pharmaceuticals

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Decision: Approved
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224 Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,Nationhindustrial ZoneRawat,Islamabad
Brand Name+Dosage Form+Strengt Zilment Tablets 5 mg
Composition Each film coated tablet contains

Memanti ne HCI é. é5 mg
Diary No. Date of R&l & fee DyNo0.13852; 3608-2017; Rs. 20000/
Pharmacological Group NMDA Receptor Antagonist
Type of Form Form5
Finished Product Specification USP Specifications
Pack Size & Demanded Price 1006 s, 1406s, 2060 s, 306s &
Approval status of product i Memantine Torrent 5 mTabkts of Torrent Pharma., U
Reference Regulatory Authorities (MHRA)
Me-too status Stir-up 5ng Tablets of Nabigasim
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved.

225, Name and address of Manufacturg M/s Evolution Pharmeeuticals (Pvt.) Ltd.Plot#286,
Applicant St#S-3,RCCI,National Industrial Zon&®awat,Islamabad
Brand Name+Dosage Form+Strengtt Sumigra Tablets 25 mg
Composition Each film coated tablet contains

Sumatriptan (as succinat
Diary No. Date of R&l & fee DyNo0.13853; 3608-2017; Rs. 20000/
Pharmacological Group 5 HT1 Agonist
Type of Form Form5
Finished Product Specification As per USP
Pack Size & Demanded Price 206s, 606s, 1006s & 1206s ;
Approval status of product | Imitrex 25 mg Tablets of GSK, USA (USFDA)
Reference RegulatpiAuthorities
Me-too status Sumig 25 mg Tablets of Hilton Pharma
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved with change of brand name.

226, Name and addses of Manufacturer | M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S3,RCCI,National Industrial Zon®&®awat,Islamabad
Brand Name+Dosage Form+Strengt Sumigra Tablets 50 mg
Composition Each film coated tablet contains

Sumatriptang s Succinate)é. é50

Diary No. Date of R&l & fee DyNo0.13855; 3608-2017; Rs. 20000/
Pharmacological Group 5 HT1 Agonist
Type of Form Form5
Finished Product Specification As per USP
Pack Size & Demanded Price 20s, 60s, 106s & 1206s ;
Approval status of product | Imitrex 50 mg Tablets of GSK, USA (USFDA)
Reference Regulatory Authorities
Me-too status Sumig 50 mg Tablets of Hilton pharma
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved with change of brand name.

227, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad

Brand Name+Dosage Form+Strengt

Sumigra Tablets 100 mg

Compodgion

Each film coated tablet contains

Sumatri ptan (as Succinat
Diary No. Date of R&l & fee DyNo0.13854; 3808-2017; Rs. 20000/
Pharmacological Group 5 HT1 Agonist
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Type of Form Form5
Finished Product Specification As per USP
Pack Size& Demanded Price 20s, 60s, 106s & 1206s ;

Approval status of product i
Reference Regulatory Authorities

Imitrex 100 mg Tablets of GSK, USA (USFDA)

Me-too status

Sumig 100 mg Tablets of Hilton pharma

GMP status

New License (Inspection Dat87" June 2017)

Remarks of Evaluator

Decision: Approved with change of brand name.

228, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad
Brand Name+Dosage Form+Strength Evolin Tablets 400 mg
Composition Each film coated tablet contains

Linezolidé. é400 mg

Diary No. Date of R&l & fee DyNo0.13863; 3608-2017; Rs. 20000/

Pharmacological Group Antibiotics

Type of Form Form5

Finished ProducEpecification Manufacturerts Jedfications

Pack Size & Demanded Price 56s, 106s & 126s ; As pe

Approval status of product i Approved in USFDAzyvox tablet 400mg)

Reference Regulatory Authorities (but discontinued, however it is written that Eeal
Register determination that product was not discontin
or withdrawn for safety or efficacy reasons**)

Me-too status Barizold tablet 400mg of Barrett Hodgson(Reg #07634

GMP status New License (Inspection Date: 0June 2017)

Remarks of Evalator Firm has claimed manufacturer specifications but hag
submitted the data as required by the decision of"?
meeting & the applied formulation does not exist
available USP & B.P.

Decision:Approvedwi t h i nnovatords specifications

229, Name andaddress of Manufacturer| M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon&awat,lslamabad

Brand Name+Dosage Form+Strengt

Evolin Tablets 600 mg

Composition

Each film coated tablet contains

Linezoi dé. é6 00 mg
Diary No. Date of R&l & fee DyNo0.13862; 3608-2017; Rs. 20000/
Pharmacological Group Antibiotics
Type of Form Form5
Finished Product Specification Manufacturerts Jedfications
Pack Size & Demanded Price 506s, 106s & 0126s ; As pe

Approval status of product i
Reference Regulatory Authorities

Zyvox 600mg Tablets of Pharmacia & Upjohn Co. US
(USFDA)

Me-too status

Ecasil 600mg Tablets by Sami Pharma (Pvt.) Ltd.

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Firm has claimed manufacturer specifications but hag
submitted the data as required by the decision of"}
meeting & the applied formulation does not exist
available USP & B.P.

Decision:Appr oved

wi th i

nngvator6s specificat
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Sachet (general):
Products:09 , Molecules: 08

230, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25
Applicant St#S3,RCCI,National Industrial Zon®awat,Islamabad
Brand Name+Dosage Form+Strengt Stronate Sehet 2 g
Composition Each Sachet contains:

Strontium Ranel ate éé 2

Diary No. Date of R&l & fee DyNo0.14224; 0709-2017; Rs. 20000/

Pharmacological Group Anti-osteoporotic

Type of Form Form5

Finished Product Specification Manufacturerts Jpedfications

Pack Size & Demanded Price 70s ; As per SRO

Approval status of product i Strontium Ranelate 2a@f Rivopharm ltd, UK (MHRA)

Reference Regulatory Authorities

Me-too status Onita Sachet 2 g sachetPfiarmevo Pharma

GMP status New License (spection Date: §7June 2017)

Remarks of Evaluator Firm has claimed manufacturer specifications but hag
submitted the data as required by the decision of"?
meeting & the applied formulation does not exist
available USP & B.P.

Decision:Appr oved with innovatords specificati

231, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon&awat,Islamabad
Brand Name+Dosage Form+Strengt Esmect Sachet 3 g
Composiion Each Sachet contains:

Dioctahedral Smectite......3 g

Diary No. Date of R&l & fee DyNo0.14213; 0709-2017; Rs. 20000/

Pharmacological Group Anti-diarrhoeal

Type of Form Form5

Finished Product Specification Manufacturerts Jedfications

PackSize & Demanded Price 306s ; As per SRO

Approval status of product i| Approvedin ANSM

Reference Regulatory Authorities

Me-too status Nexdrol 3 g sachet of Nexus Pharma

GMP status New License (Inspection Date: 0June 2017)

Remarks of Evaluator

DecisionrApproved with innovatords specificat

232 Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad

Brand Name+Dosage Form+Strengt

Evosal Sachet

Composition

Each Sachet contains:

Sodium Chloride éééé. ..
Gl ucose Anhydrous ¢é. ééég
Potassium Chloride ééééé
Trisodium Citrate, Di hyd

Diary No. Date of R&l & fee

DyNo0.14214; 0709-2017; Rs. 20000/

Pharmacolgical Group

Electrolytes Replenisher

Type of Form Form5
Finished Product Specification As per BP
Pack Size & Demanded Price 2006s ;, As per SRO

Approval status of product i
Reference Regulatory Authorities

Oral Rehydration Salts (ORS)f Anisons Iernational
Ltd, UK (WHO & UNICEF Approved)

Me-too status

Dextrosolby P.D.H. Pharma

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Decision: Approved with International Pharmacopoeia specifications
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233 Name and addses of Manufacturer | M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon&awat,Islamabad
Brand Name+Dosage Form+Strengt Fluva Sachet 3 g
Composition Each Sachet contains:

Fosfomycin (as trometamol)..3 g
Diary No. Date of R&l & fee DyNo0.14215; 0709-2017; Rs. 20000/
Pharmacological Group Antibiotics
Type of Form Form5
Finished Product Specification Manufacturerts Jedfications
Pack Size & Demanded Price 16s ; As per SRO
Approval stats of product in| Monuril 3 g of Zambon S.p.A.tdly (MHRA)
Reference Regulatory Authorities
Me-too status Monurol 3 gby Scharper Pharma (Pvt.) Ltd.
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision:Approvedwi t h i nnovator6s specification

234, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon&®awat,Islamabad
Brand Name+Dosage Form+Strengtt Omig Insta Sachet 40/1680mg
Composition Each Sachet contains:

Omeprazole.............cc....... 40 mg

Sodium bicarbonateé. 168
Diary No. Date of R&l & fee DyNo0.14216; 0709-2017; Rs. 20000/
Pharmacological Group Proton Pump Inhibitor/Antacids
Type of Form Form5
Finished Prodct Specification Manufacturerds Specifica
Pack Size & Demanded Price 76s & 1006s ; As per SRO
Approval status of product i Zegerid 40/1680 mg of Santarus Inc., URFSFDA)
Reference Regulatory Authorities
Me-too status Risek Insta 40mg/1680mg ®der of Getz Pharma.
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved with USP specifications.

235, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon&®awat,Islamabad
Brand Name+Dosage Form+Strengtt Omig Insta Sachet 20/1680mg
Composition Each Sachet contains:

Omeprazole.............c.e.... 20 mg

Sodium bicarbonateé. 168
Diary No. Date of R&l & fee DyNo0.14217 07-09-2017; Rs. 20000/
Pharmacological Group Proton Pump Inhibitor/Antacids
Type of Form Form5
Finished Product Specification Manufacturerds Specifica
Pack Size & Demanded Price 76s & 1006s ; As per SRO
Approval status of product i Zegerid 20/1680 mg of Santarus Inc., URFSFDA)
Refeence Regulatory Authorities
Me-too status Risek Insta 20mg/1680mg Powder of Getz
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
Decision: Approved with USP specificabns.

236, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon®&awat,Islamabad

Brand Name+Dosage Form+Strengf]

Montevo Sachet 4 mg

Composition

Each Sachet contains:
Montelukast (as sodium)......4 mg

Diary No. Date of R&l & fee

DyNo0.14218; 0709-2017; Rs. 20000/
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Pharmacological Group

Leukotriene Receptor Antagonist

Type of Form

Form5

Finished Product Specification

As per BP

Pack Size & Demanded Price

1406 sperSRASs

Approval status of product i
Reference Regulatory Authorities

Singulair® Paediatric 4 mg Granule$ Merck Sharp &
Dohme Ltd., UK (MHRA)

Me-too status

Montika 4mg sachdty Sami Pharma (Pvt.) Ltd.

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

1 Firm has claimed BP specification and {
applied formulation is also present in USP.

Decision: Approved.

237, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCQA,National Industrial ZoneRawat,Islamabad
Brand Name+Dosage Form+Strengt Mucocyst Sachet 200 mg
Composition Each Sachet contains:

Acetylcysteine ...... 200 mg
Diary No. Date of R&l & fee DyNo0.14220; 0709-2017; Rs. 20000/
Pharmacological Group Mucolytic Agent
Type of Form Form5
Finished Product Specification Manufacturer6s Specifica
Pack Size & Demanded Price 3006s ; As per SRO
Approval status of product i Acetylcysteine 200 mg Powder For Oral Smatof NTC
Reference Regulatory Authorities S.r.l., Italy (MHRA)
Me-too status Mucolator 200 mdpy Abbott Labs.
GMP status New License (Inspection Date: 0June 2017)
Remarks of Evaluator
DecisionrApproved with innovatords specificat

238, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad
Brand Name+Dosage Form+Strengt Megasol Sachet
Composition Each Sachet contains:

Macr ogol 3350 ééééé. 13.1
Sodium Chl ori7ge é.éé0. 35
Sodium Bicarbonate éé0.1
Potassium Chloride €é0.0
Diary No. Date of R&l & fee DyNo0.14226; 0/09-2017; Rs. 20,000/
Pharmacological Group Osmotic Laxative
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack Size & Demanded Price 106s ; As per SRO
Approval status of product i Cosmocol Sachet ofStirling Anglian Pharmaceutica
Reference Regulatory Authorities Ltd., UK (MHRA)
Me-too status PNK Sachet of Linta Pharmaceuticals
GMP status New LicensgInspection Date: 07June 2017)
Remarks of Evaluator
DecisionApproved with innovatords specificat
Dry suspension(general):
Products:06, Molecules:04
239| Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Ri2526,

Applicant

St#S-3,RCCI,National Industrial Zon&awat,lslamabad

Brand Name+Dosage Form+Strengt

Lumart Dry Suspension 30/180 mg

Composition

Each 5 ml (after reconstitution) contains:
Artemether
Lumefantrine....... 180 mg

Diary No. Dae of R&l & fee

DyNo0.14212; 0709-2017; Rs. 20,000/
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Pharmacological Group

Antimalarial

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Pack Size & Demanded Price

30 ml & 60 ml ; As per SRO

Approval status of productin
Reference Regulatory Authorities

WHO Approved Formulation(as provided by the firm)

Me-too status

Artem Plusby Hilton Pharma (Pvt.) Ltd.(as provided
the firm)

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Eviderce of approval of applied formulation in referer
agencies.

Decision: Deferred for evidence of approval of applied formulation by WHO.

240, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,Naional Industrial ZoneRawat,Islamabad
Brand Name+Dosage Form+Strengt Lumart Dry Suspension 15/90 mg
Composition Each 5 ml (after reconstitution) contains:

Artemether .......... 15 mg
Lumefantrine........ 90 mg
Diary No. Date of R&l & fee DyNo0.14227,07-09-2017; Rs. 20,000/
Pharmacological Group Antimalarial
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack Size & Demanded Price 30 ml & 60 ml ; As per SRO
Approval status of product ii WHO Approved Formulation
Reference Regulatoryuthorities
Me-too status Arceva dry suspension of Sami Pharmaceutical
GMP status New License (Inspection Date: 03June 2017)
Remarks of Evaluator
Decision: Approved with International Pharmacopoeia specifications
241, Name and address of Manufacture| M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%
Applicant St#S-3,RCCI,National Industrial Zon®&awat,Islamabad
Brand Name+Dosage Form+Strengtl Famcid Dry Suspension 40 mg/5ml
Composition Each 5 ml (after reconstition) contains:
Famotidine .......... 40 mg

Diary No. Date of R&l & fee DyNo0.14228; 0/09-2017; Rs. 20,000/

Pharmacological Group H2-receptor antagonist

Type of Form Form5

Finished Product Specification USP Specifications

Pack Size & Demandderrice 60 ml ; As per SRO

Approval status of product i Pepcid 40 mg/5 ml of Salix Pharma Inc., UBASFDA)

Reference Regulatory Authorities

Me-too status Antidine Dry powder suspension 40 mg/5 ml of Fy
Pharmaceuticals

GMP status New License (Inspeion Date: 07 June 2017)

Remarks of Evaluator

Decision: Approved.

242 Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad

Brand Name+Dosage Form+&hgth

Fabzole Dry Suspension 50 mg

Composition

Each 5 ml (after reconstitution) contains:
Fluconazole

Diary No. Date of R&l & fee

DyNo0.14230; 0709-2017; Rs. 20,000/

Pharmacological Group

Triazole Antifungal

Type of Form

Form5

Finished Product Specification

USP Specification.
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Pack Size & Demanded Price

35 ml ; As per SRO

Approval status of product i
Reference Regulatory Authorities

Diflucan 10 mg/ml powder for oral suspension by
M/s Pfizer Limited, MHRA approved.

Me-too status

Flucal of Caliph pharmaceuticals

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Decision: Approved.

243| Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#25
Applicant St#S-3,RCCI,National Industrial Zon®&®awat,Islamabad
Brand Name+Dosage Form+Strengt Evlox Dry Suspension 125 mg
Composition Each 5 ml (after reconstitution) contains:

Ciprofloxacin (as HCI) .......... 125 mg

Diary No. Date of R&l & fee DyNo0.14241; 0709-2017; Rs. 20,000/
Pharmacological Group Fluoroquinolone
Type of Form Form5
Finished Product Specification Manufacturerds specifica
Pack Size & Demanded Price 60 ml ; As per SRO
Approval status of product i Ciproxin 125 mg of Bayer Plc, UKMHRA)
Reference Regulatory Authorities
Me-too status Ciprin by Werrick Pharma (Pvt.) Ltd.
GMP status New License (Inspection Date: 03June 2017)
Remarks of Evaluator
Decision: Approved. Manufacturing requirement for diluent for reconstitution of product
shall be discussed in forthcoming meeting of Registration Board.

244, Name and address of Manufacturg M/s Evolution Pharmaceuticals (Pvt.) Ltd.Plot#2%

Applicant

St#S-3,RCCI,National Industrial Zon&awat,lslamabad

Brand Name+Dosage Fo#8trength

Evlox Dry Suspension 250 mg

Composition

Each 5 ml (after reconstitution) contains:
Ciprofloxacin (as HCI) .......... 250 mg

Diary No. Date of R&l & fee

DyNo0.14240; 0709-2017; Rs. 20,000/

Pharmacological Group

Fluoroquinolone

Type of Form

Form5

Finished Product Specification

Manufacturer6s specifica

Pack Size & Demanded Price

60 ml ; As per SRO

Approval status of product i
Reference Regulatory Authorities

Ciproxin 250 mg of Bayer Plc, UMHRA)

Me-too status

Ciprin by WerrickPharma (Pvt.) Ltd.

GMP status

New License (Inspection Date: 0June 2017)

Remarks of Evaluator

Decision: Approved. Manufacturing

requirement for diluent for reconstitution of product

shall be discussed in Registration Board.
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b)

Remaining Products of DML/New section(s)

Evaluator PEC-XII

Case No.1. M/s Welmark Pharmaceuticals, Hattar. (Remaining products)

Following registration dossier has been received vide letter No-1#2016 (RegV) dated 1%

October, 2016.

Section Product Detail Status Total products considered
Dry Powder Injection| 02 products (M209) | Approved 07
(General) 01 product (M212) Approved
02 product (M246) | Approved
02 products (M270) | Approved

Dry Powder Injection (General)

2 products

245

Name and address of mdacturer /
Applicant

M/s Welmark Pharmaceutical®lot No 122,Phase V
Block B, Industrial Estate, Hattar

Brand Name +Dosage Form + Streng

Vancomark 1gm Injection

Composition

Each vial contains:
Vancomycin hydrochloride ready to fill powd
equval ent to Vancomycinél

Diary No. Date of R& | & fee

Diary No:246, 19/07/2016, Rs. 20,000/

Pharmacological Group Antibiotic

Type of Form Form5

Finished Product Specification USP

Pack size & Demanded Price 16s/ As per SRO.

Approval status of product in| Vancomycin 1000mg Powder for Concentrate

Reference Regulatory Authorities.

Solution for Infusionby M/s Actavis UK Ltd MHRA
approved

Me-too status

Vancomycin 1gm Vial by M/s Abbott (Reg#015016)

GMP status

Last inspection report ok2-01-2017
Overall cGMP was satisfactory.

Remarks of the Evaluator.

Decision: Approved.

246,

Name and address of manufacture
Applicant

M/s Welmark Pharmaceuticals,
Plot No 122,Phase V, Block B, Industrial Estate, Hatt

Brand Name +Dosage FormStrength

Artimark 60mg Injection

Composition

Each vial contains:
Artesunate sodi uméo60mg

Diary No. Date of R& | & fee

Diary No:3, 05/01/2015, Rs. 20,000/

Pharmacological Group

Antimalarial

Type of Form

Form5

Finished Product Specification

International Pharmacopeia Specifications

Pack size & Demanded Price

16s/ As per SRO.

Approval status of product i
Reference Regulatory Authorities.

WHO approved formulation

Me-too status

Misonate 60mg Injection by M/s Tabros

GMP status

Last irspection report on 1Q1-2017
Overall cGMP was satisfactory.

Remarks of the Evaluator.

Decision: Approved.
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Case No.2. M/s. Saffron Pharmaceuticals (Pvt.) Ltd, Faisalabad (Remaining products)

Following registration dossiers have been receiveik Jietter No. F.&/2013 RegV dated 18

October, 2016 & 8November 2017.

The new section was granted dated 2digust, 2016 by CIB in its 248meeting. Status of alreaq
considered applications in various meetings is given below:
Cream / ointment/ déGeneral)

The following applications have been evaluated and presented before the Board

r. no | Products/ molecules

Total Molecules considered

Fucort cream (M263)

08

Fucort ointment(M263)

Safofax skin ointment(M263)

Bicilin gel(M-263)

Adoxide gel(M270)

Safderm gel(M270)

Sebonil liquid(M270)

QOINjo g~ WM EIO

Sofonex ointment(M270)

Cream / Ointment/ Gel/ Lotion (General/ Nonsteroidal)
Products:3 / Molecules:2

247|

Name and address of manufacture
Applicant

M/s Saffron Pharmamticals (Pvt.) Ltd 19-km,
Sheikhupura Road, Faisalabad

Brand Name +Dosage Form + Streng]

Terbisil 1% w/w spray

Composition

Each gram Contains:
Terbinafine hydrochl ori

Diary No. Date of R& | & fee

Dy No0.1912 , 2110-2016, Rs.20,000/= 200-2016

Pharmacological Group

Antifungal for topical use

Type of Form

Formi 5

Finished product Specifications

Manufacturerb6s speci fid

Pack size & Demanded Price

30ml/ Rs. 10006/
120ml / Rs. 30006/

Approval status of product in

Refaence Regulatory Authorities

Lamisil AT 1% Spray by M/s GlaxoSmithKlin
Consumer Healthcare (UK) Trading Limited (MHR
Approved)

Me-too status (with strength an(
dosage form)

Lamisil Solution / Spray 1% w/v by M/s Novart
(Reg#021173)

GMP status

13-10-2017Renewal of DML
Panel recommends renewal of DML.

Remarks of the Evaluator

T Firm has applied for
but product monograph is available in Jaj
Pharmacopeia.

Decision: Approved with JP specifications.

248

Name and addresof manufacturer /
Applicant

M/s Saffron Pharmaceuticals (Pvt.) Ltd9-km,
Sheikhupura Road, Faisalabad

Brand Name +Dosage Form + Streng;

Terbisil 1% w/w Lotion

Composition

Each gram Contains:
Terbinafine hydrochl ori

Diary No. Date of R& & fee

Dy No0.17485 , 2110-2016, Rs.20,000/(20-10-2016)
Duplicate.

Pharmacological Group

Antifungal for topical use

Type of Form

Formi 5

Finished product Specifications

Manufacturerb6s speci fidg

Pack size & Demanded Price

20ml /Rs300F
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Approval status of product in

Reference Regulatory Authorities

Lamisil Lotion 1% by M/s GlaxoSmithKling
Consumer Healthcare (Medicines Evaluation Bo
Netherland Approved)

Me-too status (with strength an(
dosage form)

Lamisil Solution / Spra 1% w/v by M/s Novartis
(Reg#021173)

GMP status

13-10-2017
Renewal of DML
Panel recommends renewal of DML.

Remarks of the Evaluator

T Firm has applied for
but product monograph is available in Jaj
Pharmacopeia.

1 Duplicake Fee challan is attached

Decision: Approved with JP specifications. Reference will be sent to Budget & Accoun
Division for verification of challan and Chairman will authorize issuance of registration

letter.

249,

Name and address of manufacture
Applicant

M/s Saffron Pharmaceuticals (Pvt.) Ltd9-km,
Sheikhupura Road, Faisalabad

Brand Name +Dosage Form + Streng;

Imunol 0.1% w/w Ointment

Composition

Each gram Contains:
Tacrolimus (as monohydr

Diary No. Date of R& | & fee

Dy No0.17487 , 09.0-2017, Rs.20,0068(30-04-2013)
duplicate, Rs.60,000 (112-2013) duplicate.(Fas
track fee)

Pharmacological Group

Agent for dermatitis, excluding corticosteroids

Type of Form

Formi 5

Finished product Specifications

Ma n u f a cspedificaion® s

Pack size & Demanded Price

109, 309/
As per SRO

Approval status of product in

Reference Regulatory Authorities

Protopic ointment by M/s Leo Pharma AS appro
by USFDA

Me-too status (with strength an(
dosage form)

Aimus Ointmem by M/s Aims Pharmaceuticals
(Reg N0:069939)

GMP status

13-10-2017
Renewal of DML
Panel recommends renewal of DML.

Remarks of the Evaluator

1 Duplicate Fee challan is attached

Decision: Registration Board decided to grant registration of above appéd productswith
Il nnovat or 6s inggnera indnifactaring aceaswith condition that manufacturer
shall provide safety and protective measures for workers and personnel which remain
direct contact or are involved in close handling of these digs. Reference will be sent tg
Budget & Accounts Division for verification of challan and Chairman will authorize

issuance of registration letter
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Case No.3. M/s. Pharma Lord (Pvt.) Ltd, Layyah (Remaining Products)

Following registration dossiers halieen received vide letter No. F682013(R-V) dated &' August,
2017 stating that the firm has been granted approval of new sectiofi Bat#liary, 2013 by
Central Licensing Board for following sections

1 Capsule Section (General)
| Oral Dry Powder Suspsion section (General)
Sr. Approved Sections Approved producty Newly submitted | Balance
products
1 Capsule Section (General) 4 (M-237) 5 5
1 (M-275)
2 Oral Dry Powder Suspensior 4 (M-237) 6 4
section (General) 2 (M-275)
Capsule Section (General)
5 products
250. | Name and address of manufacturg M/s. Pharma Lord (Pvt.) Ltd2-km, Lahore Road
Applicant Layyah.
Brand Name +Dosage Form + Streng{ Piro 20mg Capsule
Composition Diary No: 8782, 14/07/2017, Rs: 20,000/
Diary No. Date of R& | & fee Ead Capsule contains:
Piroxicamé?20mg
Pharmacological Group NSAID
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 1x1006s, 2x10606 s, 10x1006 9
Approval status of product in Referen Feldene 20mg Capsules by M/s Pfizer Limit
Regulatory Authoritie (MHRA Approved)
Me-too status (with strength and dosg Jucam Capsule 20mg by M/s Juniper Pha
form) (Reg#081940)
GMP status 26-05-2017
Routine GMP Inspection
Firm is GMP compliant.
Remarks of the Ealuator
Decision: Approved.
251. | Name and address of manufacturg M/s. Pharma Lord (Pvt.) Ltd 2m, Lahore Road

Applicant Layyah.
Brand Name +Dosage Form + Streng| Feramax 150mg Capsule
Composition Diary No: 8781, 14/07/2017, Rs: 20,000/

Diary No. Date of R& | & fee

Each capsule contains:
Il ron Polysaccharide con

Pharmacological Group

Iron Supplement/Hematinic.

Type of Form

Form5

Finished product Specifications

I nnovatords specificati

Pack size & Demanded Price

1x100kQ06 3, 10x106s/ As

Approval status of product in Referen
Regulatory Authorities

IFEREX 150- polysaccharidéron complex capsuls
by M/s Nnodum Pharmaceuticals (DailyMED)

Me-too status (with strength and dosg
form)

Ferricure 150mg Capsuleby M/s Continenta
Pharmaceuticals.(Reg#050637)

GMP status

26-05-2017
Routine GMP Inspection
Firm is GMP compliant.

Remarks of the Evaluator

DecisionnApproved with

Il nnovatords specificat
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252. | Name and address of manufacturg M/s. Pharma Lord (Pvt.) Ltdl2-km, Lahore Road
Applicant Layyah.
Brand Name +Dosage Form + Streng{ Azin 250mg Capsule
Composition Diary No: 8780, 14/07/2017, Rs: 20,000/
Diary No. Date of R& | & fee Eachcapsule contains:
Azithromycin (as dihydrate).....250mg
Pharmacological Group Macrolide/Antibiotic.
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 1x66s, 1x1006s, 10x106s/
Approval status of product in Referen Zithromax 250mg capse by M/s Pfizer Ltd.(MHRA|
Regulatory Authorities approved)
Me-too status (with strength and dosg Azomax 250mg capsule by M/s Sandg
form) Pharmaceuticals. (Reg#022200)
GMP status 26-05-2017Routine GMP Inspection
Firm is GMP compliant.
Remarks of the Evaluator
Dedsion: Approved.
253. | Name and address of manufacturg M/s. Pharma Lord (Pvt.) Ltd #2m, Lahore Road
Applicant Layyah.
Brand Name +Dosage Form + Streng| Fcon 150mg Capsule
Composition Diary No: 8778, 14/07/2017, Rs: 20,000/
Diary No. Date of R& & fee Eachcapsule contains:
Fluconazole.....150mg
Pharmacological Group Anti-Fungal
Type of Form Form 5
Finished product Specifications JP
Pack size & Demanded Price 16s, 1x1006s, 10x106s/ 4
Approval status of product in Referen| Diflucan 150 mg capsule by M/s Pfizer, MHR
Regulatory Authorities Approved
Me-too status (with strength and dosg Diflucan 150 mg capsule by M/s Pfizer (Reg#0118]
form)
GMP status 26-05-2017Routine GMP Inspection
Firm is GMP compliant.
Remarks bthe Evaluator
Decision: Approved.
254. | Name and address of manufacturg M/s. Pharma Lord (Pvt.) Ltd 12m, Lahore Road

Applicant Layyah.
Brand Name +Dosage Form + Streng{ Duetin 30mg Capsule
Composition Diary No: 10023, 25/07/2017, Rs: 20,000/

Diary No. Date of R& | & fee

Each hard gelatin capsule contains:
Enteric coated Pellets of Duloxetine hydrochloride
equi valent to Dul oxetinr

Pharmacological Group

Heterocyclic antidepressants (serotdn
norepinephrine reuptake inhibitors (SNRI)

Type of Form

Form 5

Finished product Specifications

USP

Pack size & Demanded Price

1x106s, 3x106s, 10x106 g

Approval status of product in
Reference Regulatory Authorities

Cymbalta (Duloxetine 30 mg capsule) by M/s
Lilly, USFDA

Me-too status (with strength ang
dosage form)

Dulan (Duloxetine 30 mg capsule) by M/s Hilt
Pharma.(Reg#055447)

GMP status

26-05-2017Routine GMP Inspection
Firm is GMP compliant.

Remarks of the Evaluator

Source of Pellets: Vision Pharmaceuticédamabad.

Decision: Approved.
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Oral Dry Powder Suspension section (General)

4 products
255. | Name and address of manufacturer M/s. Pharma Lord (Pvt.) Ltd 2m, Lahore Road
Applicant Layyah.
Brand Name +Dosage Form + Streng{ Azin 200mg/5ml Dry PowdeBuspension
Composition Diary No: 8779, 14/07/2017, Rs: 20,000/
Diary No. Date of R& | & fee Each 5 ml after reconstitution contains:
Azithromycin (as di hydr
Pharmacological Group Macrolide Antibiotic
Type of Form Form 5
Finished prduct Specifications USP
Pack size & Demanded Price 15 ml / As per SRO
Approval status of product in Zithromax Powder for Oral Suspension 200mg/5m
Reference Regulatory Authorities M/s Pfizer Limited, MHRA approved.
Me-too status (with strengthand | Azomax Dry Suspension by M/s Novar
dosage form) (Reg#022201)
GMP status 26-05-2017Routine GMP Inspection
Firm is GMP compliant.
Remarks of the Evaluator -
Decision: Approved.
256. | Name and address of manufacturer M/s. Pharma Lord Rvt.) Ltd 12km, Lahore Road
Applicant Layyah.
Brand Name +Dosage Form + Streng{ Fcon 50mg/5ml Dry Powder Suspension
Composition Diary No: 8783, 14/07/2017, Rs: 20,000/
Diary No. Date of R& | & fee Each 5 ml after reconstitution contains:
Fl uconazol eé50mg
Pharmacological Group Antifungal
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 35 ml / As per SRO
Approval status of product in Diflucan 10 mg/ml powder for oral suspensionNis
Reference Regulatory Authorities Pfizer Limited, MHRA approved.
Me-too status (with strength an¢ Derocon Dry Suspension50mg/5ml by M/s Raa
dosage form) (Reg#027219)
GMP status 26-05-2017Routine GMP Inspection
Firm is GMP compliant.
Remarks of the Evaluator -
Decision Approved.
257. | Name and address of manufactureif M/s. Pharma Lord (Pvt.) Ltd #2m, Lahore Road

Applicant Layyah.
Brand Name +Dosage Form + Streng| Clar 250mg/5ml Dry Powder Suspension
Composition Diary No: 10020, 25/07/2017, Rs: 20,000/

Diary No.Date of R& | & fee

Each 5ml of suspension contains:
Clarithromycin (as EC taste masked grany
27.5%) é250mg

Pharmacological Group

Macrolide Antibiotic

Type of Form

Form 5

Finished product Specifications

USP

Pack size & Demanded Price

60 ml / Asper SRO

Approval status of product in Biaxin granules for oral suspension 250mg/5ml
Reference Regulatory Authorities M/s Abbvie, USFDA approved.
Me-too status (with strength anq Claritek Dry Suspension 250mg/5ml by M/s G
dosage form) Pharma Reg#061347)
GMP status 26-05-2017Routine GMP Inspection
Firm is GMP compliant.
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Remarks of the Evaluator

i Source of granules:
Surge Laboratories (Pvt.) Ltd, 4dn Faisalabaq
Road, Bikhi District, Sheikhupura.

Decision: Approved.

258.

Name and addressf manufacturer /

M/s. Pharma Lord (Pvt.) Ltd iRm, Lahore Road

Applicant Layyah.
Brand Name +Dosage Form + Streng{ Clar 125mg/5ml Dry Powder Suspension
Composition Diary No: 10019, 25/07/2017, Rs: 20,000/

Diary No. Date of R& | & fee

Each 5 miafter reconstitution contains:
Clarithromycin (as EC taste masked grany
27.5%) €125 mg

Pharmacological Group

Macrolide Antibiotic

Type of Form

Form 5

Finished product Specifications

USP

Pack size & Demanded Price

60 ml / As per SRO

Approval staus of product in
Reference Regulatory Authorities

Biaxin granules for oral suspension 125mg/5ml
M/s Abbvie, USFDA approved.

Me-too status (with strength an
dosage form)

Claritek Dry Suspension 125mg/5ml
Pharma (Reg#009846)

by M/s G

GMP stats

26-05-2017Routine GMP Inspection
Firm is GMP compliant.

Remarks of the Evaluator

q Source of granules:
Surge Laboratories (Pvt.) Ltd, 4n Faisalabaq
Road, Bikhi District, Sheikhupura.

Decision: Approved.
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Case No.4. M/s. Newton Health Care (PytLtd., Hub, Balochistan (Remaining products)

Following registration dossiers have been received vide letter NelOF2613 Regl dated 16
November, 2017stating that the firm has been granted approval of new DML by w
formulation by Central Licesing Board in its 255meeting for following sections:
Tablet section (General)

Capsule section (General)
Oral Liquid Syrup
4. Oral Dry powder for suspension (General)
The following applications have been evaluated and presented before the Board

wn e

Sr. Sectbn No. of No. of molecules| Balance of | Fresh applied
products molecules | molecules

1 | Tablet section (General) 19 10 0 0

2 | Capsule section 18 9 1 1
(General)

3 | Oral Liquid Syrup 8 7 3 2

4 | Oral Dry powder for 8 6 4 2
suspension (General)

Oral Dry powder for suspension (General)
Products:3 / Molecules2

259 Name and address of manufacture M/s Newton Health Care Pvt Ltd. Plot No:-B&9,

Applicant Hub Balochistan.
Brand Name +Dosage Form + Strengt NeClari Dry Suspension 125mg/5ml
Composition Each5ml reconstituted Suspension Contains:

Clarithromycinél25mg
(EC Taste Mask granules 27.5%)

Diary No. Date of R& | & fee Dy No0.20318, 0811-2017, Rs.20,000/= 071-2017

Pharmacological Group Macrolide Antibiotic

Type of Form Formi 5

Finishedproduct Specifications USP

Pack size & Demanded Price 30ml, 60ml As per SRO

Approval status of product in Referen Biaxin granules for oral suspension 125mg/5ml

Regulatory Authorities M/s Abbvie, USFDA approved.

Me-too status (with tsength and dosag Claritek Dry Suspension 125mg/sml by M/s Ge

form) Pharma (Reg#009846)

GMP status New License

Remarks of the Evaluator Source of granules M Pharmaceuticals
Islamabad.

Decision: Approved.

260, Name and address of manufacture M/s Newton Health Care Pvt Ltd. Plot No: {8&9,

Applicant Hub Balochistan.
Brand Name +Dosage Form + Strengt NeClari Dry Suspension 250mg/5ml
Composition Each 5ml reconstituted Suspension Contains:

Clarithromyciné250mg
(EC Taste Mask granules .B%0)

Diary No. Date of R& | & fee Dy No. 20317, 08.1-2017, Rs.20,000/= 0%71-2017
Pharmacological Group Macrolide /Antibiotic

Type of Form Formi 5

Finished product Specifications USP

Pack size & Demanded Price 60ml, 70ml As per SRO

Approval status of product in Referen Biaxin granules for oral suspension 250mg/5ml
Regulatory Authorities M/s Abbvie, USFDA approved.
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Me-too status (with strength and dosg Claritek Dry Suspension 250mg/5ml by M/s Ge

form) Pharma (Reg#0613)

GMP status New License

Remarks of the Evaluator Source of granules Vision Pharmaceutica
Islamabad.

Decision: Approved.

261 Name and address of manufacture M/s Newton Health Care Pvt Ltd. Plot No: {8&9,
Applicant Hub Balochistan.
Brand Name +Dosage Form + Strengtl Ursoton Dry Suspension 250mg/5ml
Composition Each 5ml reconstituted Suspension Contains:
Ursodeoxycholic aci dé25
Diary No. Date of R& | & fee Dy No. 20316, 0811-2017, Rs.20,000/= ¥1-2017
Pharmacological Group Bile acid preparations
Type of Form Formi 5
Finished product Specifications -
Pack size & Demanded Price 60ml, 120ml As per SRO
Approval status of product in Referen Ursofalk® 250mg/5ml Suspensidoy M/s Dr. Falk
Regulatory Authorities Pharma W Limited MHRA Approved
Me-too status (with strength and dosg Urso Suspension 250mg/sml BYGP (Private) Ltd
form) (Reg#076152)
GMP status New License
Remarks of the Evaluator 1 Approved in RRA as suspension.
9 Approved by DRAP as suspension dostogen.
Decision: Deferred for clarification of dosage form as reference product approved by MHRA
and DRAP is available as liquid suspension while firm has applied as dry powder fq
suspension.
Capsule section (General)
Products:2 / Molecules:1
262 Name andaddress of manufacturer| M/s Newton Health Care Pvt Ltd. Plot No:-8&9,
Applicant Hub Balochistan.
Brand Name +Dosage Form + Strengf] Ursoton Capsules 250mg
Composition Each Capsuleontains:
Ursodeoxycholic aci dé25b
Diary No. Date of R& | & Ee Dy N0.20314, 0811-2017, Rs.20,000/= 0¥1-2017
Pharmacological Group Bile acid preparations
Type of Form Formi 5
Finished product Specifications BP
Pack size & Demanded Price 106s, 20M8perSRO6s  /
Approval status of product indRerencel Ursodeoxycholic acid 250 mg capsules by |
Regulatory Authorities Mercury Pharmaceuticals Limited (MHRA Approved
Me-too status (with strength and dosg Ursofalk Capsules 250mg /s Evron Ltd
form) (Reg#007945)
GMP status New License
Remarks of the Evaluator -
Decision: Approved.
263 Name and address of manufacture M/s Newton Health Care Pvt Ltd.

Applicant

Plot No: N-8&9, Hub Balochistan.

Brand Name +Dosage Form + Strengt

Ursoton Capsules 500mg

Composition

Each Capsuleontans:
Ursodeoxycholic Aci déb5o

Diary No. Date of R& | & fee

Dy No. 20315, 0811-2017, Rs.20,000/= 0¥1-2017

Pharmacological Group

Bile acid preparations

Type of Form Formi 5
Finished product Specifications BP
Pack size& Demanded Price 1006s, 2 0Asper 8RDO s /
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Approval status of product in Referen
Regulatory Authorities

Ursodeoxycholic acid Capsulddanufactured byDr.
Falk Pharma UK Limitecdweden Approved drug.

Me-too status (with strength and dosg
form)

Urso Capsules 500mg BYGP (Pvt)Ltd. (Reg#070853

GMP status

New License

Remarks of the Evaluator

Decision: Approved.

Oral Liquid Syrup
Products:2 / Molecules:2

264, Name and address of manufacture M/s Newton Health Care Pvt Ltd.Pldo: N -8&9,
Applicant Hub Balochistan.
Brand Name +Dosage Form + Strengf| Zinfate Syrup 20mg/5ml
Composition Each 5ml Syrup Contains:
Zinc sulphate monohydrate equivalent to Eleme
Zincé20mg
Diary No. Date of R& | & fee Dy No. 20319, 0811-2017 Rs.20,000/= 071-2017
Pharmacological Group Zinc Supplement/Mineral Drug
Type of Form Formi 5
Finished product Specifications IP
Pack size & Demanded Price 60ml , 100ml, 120ml Als per SRO
Approval status of product in Re@nce| Zinc Sulphate Syrup by International Pharmacop
Regulatory Authorities Approved formulation.
Me-too status (with strength and dosg Pedisafe Syrup 20mg/5ml by M/s Novam
form) Pharmaceuticals (Reg#059904)
GMP status New License
Remarks othe Evaluator -
Decision: Approved.
265) Name and address of manufacture M/s Newton Health Care Pvt LtdPlot No: N -8&9,

Applicant

Hub Balochistan.

Brand Name +Dosage Form + Strengt

Newflox Syrup 125mg/5mi

Composition

Each 5ml Syrup Contains:
levofl oxacin (as hemi hyd

Diary No. Date of R& | & fee

Dy No0.20320, 0811-2017, Rs.20,000/= 0¥1-2017

Pharmacological Group

Quinolone Antibiotic

Type of Form

Formi 5

Finished product Specifications

USP

Pack size & Demanded Price

60ml /As per SRO

Approval status of product in Referen
Regulatory Authorities

Levofloxacin oral syrup 125mg/5ml manufactured
hi tech pharma (USFDA approved)

Me-too status (with strength and dosg Lurk 125mg/5ml Suspension by M/s Fynk
form) Pharmaeuticals (Reg#074273)
GMP status New License
Remarks of the Evaluator -
Decision: Approved.
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Case No.5. M/s. BieMark Pharmaceuticals, Lahore. (Replacement)

CLB has granted in its 253neeting, held on 1516" May, 2017, 6 additional sectistto the firm:
1. Tablet Sectioth (General)

2. Tablet Sectiotl (General)

3. Capsule Section (General)

4. Sachet section (General)

5. Liquid Syrup Section (General)
Now firm has applied for following 6 products received vide letter No-6722813(RegV), dated 13
October, 2017. Firm has requested to withdraw below mentioned products deferref Rezji@ration
board meeting:

No. | Name of drug with composition Decision 272" Meeting R&l no.

1. | RELAX Sachet 500mg/400mg | Deferred for evidence of approv| Diary No: 6133,
Each Sachet contains: of applied fornulation by| 14/06/2017,
Glucosamie s ul p hat e reference regulatoryauthorities| Rs: 20,000/
Chondroi tin s ul|andmetoo status.

Cal ciuméeéeééeéeéeA

2. | DIVAL Suspension 250mg/5ml | Deferred for evidence of approv| Diary No: 6176,
Each 5ml contains: of formulation in suspensio| 14/06/2017,
Sodium valproate eq to valproic | dosage form in Reference Rs: 20,000/

aci dé250mg Regulatory Authorities.

3. | NEO-CHOLINE Tablet 500mg Deferred for evidence of approv| Diary No: 6156,
Each tabletontains: of applied fornulation by| 14/06/2017,
Citicol i neéb5O0O0nreferenceregulatorguthorities. | Rs: 20,000/

4. | ERISON Tablet 50mg Deferred for evidence of approv| Diary No: 6149,
Each sugar coated tablet containl of applied fornulation by| 14/06/2017,
Eperisone hydrochloride...50mg.| reference regulatorguthorities. | Rs: 20,000/

DecisionRegi st rati on Board acceded with firmés

four applications & foll owing applications were considered in replacement.

266/ Name and address of manufactur¢ Bio-Mark Pharmaceuticals. 527-Sunder Industria
Applicant Estate, Lahore.
Brand Name +Dosage Form + Strenq ESOLE Sachet 10mg
Composition Diary No: 14516, 11/09/2%, Rs: 20,000/
Diary No. Date of R& | & fee Each sachet contains:
Esomeprazole (as maghesi
Pharmacological Group Proton pump inhibitor
Type of Form Form5
Finished product Specifications Il nnovatords specificatid
Pack size& Demanded Price 146s sachet/ As per SRO.
Approval status of product in Refererr Nexium 10 mg gastroesistant granules for or
Regulatory Authorities suspension, sachet by M/s AstraZeneca UK Ltd. (MH
approved)
Me-too status (with strength andsimg ESOWIN ONE sachet by M/s Winthrox Laborator
form) (Not confirmed)
GMP status NEW LICENCE.
Remarks of the Evaluator 1 Me-too status not confirmed from available databas
1 Source of pellets: Vision Pharmaceuticals, Islamab¢
Decision:Deferred for evidence of metoo status.
267) Name and address of manufactur¢ Bio-Mark Pharmaceutical®27Sunder Industrial Estate
Applicant Lahore.
Brand Name +Dosage Form + Streng ESOLE Sachet 20mg.
Composition Diary No: 14514, 11/09/2017, Rs: 20,00

Diary No. Date of R& | & fee

Each sachet contains:

Esomeprazole (as magnesium enteric co
pell ets) é20mg
Pharmacological Group Proton pump inhibitor
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Type of Form

Form5

Finished product Specifications

l nnovatordéds specificatio

Pack size & Demaded Price

1406s sachet/ As per SRO.

Approval status of product in Referer
Regulatory Authorities

Nexium 20mg packet
Approved)

by M/s AstraZeneca USF

Me-too status (with strength and dos
form)

Somezol 20mg Sachet by M/s Bosch (Reg#081611)

GMP status

NEW LICENCE.

Remarks of the Evaluator

Source of pellets: Vision Pharmaceuticals, Islamabad

DecisionnApproved wi't

h

Il nnovatords specificati

268 Name and address of manufactur{ Bio-Mark Pharmaceutical&27-Sunder Industrial Esta,
Applicant Lahore.
Brand Name +Dosage Form + Streng¢ ESOLE Sachet 40mg.
Composition Diary No: 14517, 11/09/2017, Rs: 20,000/
Diary No. Date of R& | & fee Each sachet contains:
Esomeprazole (as magnesium trihydrate enteric cd
pell ets) é40mg
Pharmacolgical Group Proton pump inhibitor
Type of Form Form5
Finished product Specifications l nnovatords specificati o
Pack size & Demanded Price 1406s sachet/ As per SRO.
Approval status of product in Referel Nexium 40mg packet by M/s AstraZeneca USFD/
Regulatory Authorities Approved)
Me-too status (with strength and dos{ Somezol 40mg Sachet by M/s Bosch (Reg#081612)
form)
GMP status NEW LICENCE.
Remarks of the Evaluator Source of pellets: Vision Pharmaceuticals, Islamabad
Decision:Approve d wi t h I nnovatords specification
269 Name and address of manufactur¢ Bio-Mark PharmaceuticaB27-Sunder Industrial Estats
Applicant Lahore.
Brand Name +Dosage Form + Streng LITAZOL Tablet 2.5mg.
Composition Diary No: 14519, 11/09/2017, Rs: 200
Diary No. Date of R& | & fee Each filmcoated tablet contains:Let r oz ol e é
Pharmacological Group Aromatase inhibitor
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 306s tablets/ As per SRC
Approval status of product in Referef FEMARA 2.5 mg Tablet by M/s Novarti
Regulatory Authorities Pharmaceuticals UK Ltd (MHRA approved)
Me-too status (with strength and dos{ FEMARA 2.5 mg Tablet by M/s Novartis (Reg#02112
form)
GMP status NEW LICENCE.
Remarks of the Evaluator -
Decision: Registration Board decided to grant registration of above applied products i
general manufacturing areas with condition that manufacturer shall provide safety ang
protective measures for workers and personnewhich remain in direct contact or are
involved in close handling of these drugs.
270] Name and address of manufacturel Bio-Mark Pharmaceuticals27-Sunder Industrial Estats

Applicant Lahore.
Brand Name +Dosage Form + Streng¢ NOTRI Syrup 1g/5ml.
Composition Diary No: 14515, 11/09/2017, Rs: 20,000/

Diary No. Date of R& | & fee

Each 5ml contains: Pi r ac é € almé

Pharmacological Group

Psychostimulant and nootropic

Type of Form

Form5

Finished product Specifications

Il nnovatortbns speci fica

Pack size & Demanded Price

120ml/ As per SRO.
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Approval status of product in

Reference Regulatory Authorities

Nootropil 200 mg /ml Oral Solution by M/s Ug
Pharma, S.A (Spanish Agency for Medicines and Heg
Products approved)

Me-too status With strength and
dosage form)

Benlon Syrup 1gm/5ml by M/s Akhai Pharmaceuticals
(Reg#050796)

GMP status

NEW LICENCE.

Remarks of the Evaluator

DecisionnApproved wit

h

Il nnovatoros specificati

271]

Name and address of manufacture

Bio-Mark Pharmaceutical827-Sunder Industrial Estate,

Applicant Lahore.
Brand Name+Dosage Form+ StrengtAMI -CAL Tablet.
Composition Diary No: 17670, 10/10/2017, Rs: 20,000/

Diary No. Date of R& | & fee

Each filmcoated tablet contains:

Uketo analogue toisalec i ne (cal ci um
Uketo analogue to |l eucin
Uket o analogue to phenyl
Uketo analogue to valine
Uket o anal ogue to methio
L-lysineaet at eeéééééeééeéeéee. el

,,,,,,,,,,,,,,
,,,,,,,,,,,,,
,,,,,,,,,,,,,,

,,,,,,,,,,,,,,,

Total nitrogen content per tablet 36mg, calcium per tak
0.05gm.

Pharmacological Group

Caldum and analogue of essential amino acids.

Type of Form

Form5

Finished product Specifications

Il nnovatords specificatio

Pack size & Demanded Price

10x106s tablets/ As per

Approval status of product i
Reference Regulatory Authorities

KETOSTERIL by Fresenius Kabi, Germany.
(Bfarm approved)

Me-too status (with strength arn
dosage form)

Ketoalfa Tablets by M/s Genome Pharmaceuticals (Pv
Ltd (Reg#076807)

GMP status

NEW LICENCE.

Remarks of the Evaluator

Decision: Approved with Innov at o

rés specifications.

Case No.6. M/s Regal Pharmaceuticals, Islamabad. (Remaining products)

Following registration dossier has been received vide letter Ne2/E04.6 (Regll) dated 2£' August,
2017 stating thaRegistration board in its 28Gneeing deferred following 02 applications (01 molecu
detailed in column Il for newly approved Tablet (General) section of M/s Regal Pharmace
Islamabad. Now, the firm has submitted one application these (as a replacement) in lieu of these

products, as per following details.

Sr. No.

Deferred products and composition

Requested products for replacement &
composition

1. Dinac Tablet 50mg

Dicl ofenac so
Mi soprostol é2
(Regal spec.pan reliever

Each delayed release tablet contains

Lorazole Tablet

Eac tablet contains:
diunLetrozol eé2. 5mg
0 0 mc

Dinac Tablet 75mg

Diclofenac so

(Regal spec.fain reliever

Each delayed release tablet contains

Mi soprostol é200mc

di un
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Deci si on: Regi strati on Bo ardetided todispdse dff alaoivet ehlistd
two applications & following application was considered in replacement.

Tablet Section (General)
1 products/ 1 molecule

272) Name and address of manufacturg M/s Regal Pharmaceuticals, Plot#2A, St%,SN\atonal

Applicant Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form + Streng Lorazole Tablet 2.5mg

Composition Each filmcoated tablet contains:
Letrozol eé2. 5mg

Diary No. Date of R& | & fee Diary No:12423, 18/08/2017, Rs. 20,000/

Pharmacological @up Aromatase inhibitor

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price 3x106s/ As per SRO.

Approval status of product i Femara 2.5 mg film coated Tablets by M/s Nova
Reference Regulatory Authorities Pharnaceuticals UK Ltd (MHRA Approved)

Me-too status (with strength arn Letzole 2.5mg Tabletby M/s Opal Labs, Karach
dosage form) (Reg#075805)

GMP status 20-11-2017Inspection for GMP compliance.
Firm is operating at fair level of cGMP.

Remarks of th Evaluator
Decision: Registration Board approved the product in general manufacturing areas with
condition that manufacturer shall provide safety and protective measures for workers an
personnel which remain in direct contact or are involved in closbandling of these drugs.

Case No.7. M/s Tayyab Laboratories, Islamabad (Replacement)

Following registration dossier has been received vide letter Ne2/E0A6 (Regll) dated 24" August,
2017 stating thaRegistration board in its 263 264™ meetng deferred following 03 applications ((
molecules) detailed in column 1l for newly approved Tablet (General) section of M/ Tayyab Labor
Islamabad. Now, the firm has submitted 3 applications (as a replacement) in lieu of these
products, a per following details.

Sr. Deferred products and composition Requested products for replacement
& composition
I Il 11
1. |Berex Tablet Lymotil tablet 2.5mg/0.025mg
Each Tablet Contains: Each tablet contains:
Piroxicambetacyclodextrin Eq. to Piroxicath20mg Di phenoxyl at e hyd
(Manufacturing Specs) At ropine sul phate
(Oxicam) (M-264) (USP)
2. |DOXIVA TABLET Tylgyl 400mg Tablet
Each Tablet Contains Each film co#ed tablet contains:
Doxofylline é.. 400 mg Metronidazol eé400
(Manufacturing Specs) (USP)
(Xanthine)(M-264)
3. |Pynadali CF Tablet Nside tablet 100mg
Each Tablet Contains: Each film coated tablet contains:
Paracet amol BP é. éé.500Ni mesulide €é..100
Pseudoephedrine HCI Bpé Manufacturerds s
Chl orphenirami ne Mal et €
(Analgesic) (M263)

Deci sion: Regi stration Board acceded with f
three applications & following applications were considered in replacement.
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Tablet Section (Genera)
3 products/ 3 molecules

273/ Name and address of manufactur¢ M/s. Tayyab Laboratories (Pvt) LtBlot # 13A, Street# N5,
Applicant RCCI Rawat, Islamabad.
Brand Name +Dosage Form + Streng| Lymotil tablet 2.5mg/0.025mg
Composition Each tabletcontas: Di phenoxyl ate hyd
Atropine sul phateéO. 025mg
Diary No. Date of R& | & fee Diary No:8797, 14/07/2017, Rs. 20,000/
Pharmacological Group Antipropulsive in combination with Anticholinergic (Ant
diarrheal)
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 1006 s, 5006s / As per SRO.
Approval status of product in Referef Lomotil 2.5mg/0.025mg Tablets by M/s Mercy
Regulatory Authorities Pharmaceuticals Ltd (MHRA Approved)
Me-too status (vth strength and dosa Distop  Tables 2.5mg/0.025mg by M/s  Webros
form) Pharmaceuticals (Reg#043347)
GMP status Routine GMP inspectiorast inspection: 23.0-2017
Good GMP compliance
Remarks of the Evaluator
Decision: Approved with change of brandname.
274) Name and address of manufactur¢ M/s. Tayyab Laboratories (Pvt) Ltd.Plot #-A3 Street# N5,
Applicant RCCI Rawat, Islamabad.
Brand Name +Dosage Form + Streng Tylgyl 400mg Tablet
Composition Each film coated tablet containMetronidazolé 4 0 0 mg
Diary No. Date of R& | & fee Diary No:8799, 14/07/2017, Rs. 20,000/
Pharmacological Group Imidazole derivatives/ Antibacterial
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 2006 s, 10006 $As pe2 BRDH s 50060s
Approval status of product in Referel Flagyl 400mg Tablets by M/s Winthrop Pharmaceuticals
Regulatory Authorities Limited (MHRA Approved)
Me-too status (with strength and dos| Robecide 400 mg Tabldétg M/s Rock Pharmaceutits
form) Laboratories, (Pvt) Ltd (Reg#077303)
GMP status Routine GMP inspectior:ast inspection: 23.0-2017
Good GMP compliance
Remarks of the Evaluator
Decision: Approved with change of brand name.
275 Name and address of manufactur¢ M/s. Tayyab Laboratories (Pvt) LtéPlot # 13A, Street# N5,
Applicant RCCI Rawat, Islamabad.
Brand Name +Dosage Form + Streng Nside tablet 100mg
Composition Each film coated tablet containBli me s ul i de
Diary No. Date of R& | & fee Diary N0:8798, 1/47/2017, Rs. 20,000/
Pharmacological Group Anti inflammatory, anti rheumatic agents, rsteroids
Type of Form Form5
Finished product Specifications Manufacturerds specificati
Pack size & Demanded Price 10606 s, 200 s, 306s / As per
Approval status of product in Referer Aulin 100 mg tablet of M/s CSC Pharmaceutieafsitria
Regulatory Authorities
Me-too status (with strengtiidosagd Nims- Sami
form)
GMP status Routine GMP inspection:ast inspection: 230-2017
Good GMP compliance
Remarks of the Evaluator
Decision: Approved with I nnovatoroés specifi
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c)

Deferred cases of New section(s)/DML

Evaluator PEC-III

276.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant Sadigabad

Brand NamerDosage Form + Strengtl F-tadime Injection 250 mg IM/IV

Composition Dy. No. 3330 : 2412-2016
PKR 20,000/ :20-12-2016

Diary No. Date of R& | & fee Each vial contains
Ceftazidi me as pentahyd

Pharmacological Group Cephalospon

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 16s Rs 125/

Approval status of product in Referen Ceftazidime powder for solution for injection |

Regulatory Authorities Hospira UK (MHRA Approved)

Me-too status Ceftaz by Pharmedic

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which a8 manufactured o
06.06.2013 and expired on 686-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dru
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing meths.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

277.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant

Sadigabad

Brand Name bosage Form + Strength

F-tadime Injection Vial 500 mg IM/IV

Composition

Dy. No. 3331 :2112-2016
PKR 20,000/: 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Ceftazidi me as pentahyd
Pharmacological Group Cephalospan
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 16s Rs. 180/

Approval status of product in Referen
Regulatory Authorities

Ceftazidime powder for solution for injection |
Hospira UK (MHRA Approved)

Me-too status

Ceftaz by Pharmedic

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability g
sheet of only 1 batch which a8 manufactured o
06.06.2013 and expired on 68-2016

Decision of previous meeting

RegBoard deferred all the applications pertaining to
cephalosporin  dry powder injection section
clarification since stability studies submitted by the f
shows manufacturing of applied drugs before apprg
of section by Central Licensing Board. {271)
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Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decison:  Registration

Board deferred
clarification/justification of above cited observations.

the case for personal hearing fo

278.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant Sadigabad

Brand Name +Dosage FormStrength | F-tadime Injection 1gm (IM/IV)

Composition Dy.No. 3332: 2112-2016PKR 20,000 20-12-2016

Diary No. Date of R& | & fee Each vial contains
Ceftazidime as pentahyd

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s Rs 260/

Approval status of product in Referen Ceftazidime powder for solution for injection |

Regulatory Authorities Hospira UK (MHRA Approved)

Me-too status Ceftaz by Pharmedic

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured on
06-2013 anl expired on 0®6-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of ajgal drugs
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

279.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant

Sadigabad

Brand Name +Dosage Form + Streng

F-triax Injection 250 mg IV

Composition

Dy.No. 3324: 2112-2016PKR 20,000/ 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Ceftriaxone as sodi umeéeé
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifitians USP
Pack size & Demanded Price 106s RS. 89/
Approval status of product in Referen Rocephin powder for solution for injection by Rog
Regulatory Authorities (MHRA Approved)

Me-too status

Cefxone by Bosch

GMP status

Last inspection repodated 11052016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability g
sheet of only 1 batch which was manufactured
10.06.2013 and expired on 106-2016

Decigon of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
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before approval of stion by the Central Licensin
Board. (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration

Board deferred
clarification/justification of above cited observations.

the case for perspal hearing for

280.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F-triax Injection 250 mg IM

Compositin DUPLICATE PKR 20,006/ 10-11-2016

Diary No. Date of R& | & fee Each vial contains
Ceftriaxone as sodi umée

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 16 RS. 110/

Approval status of product in Referen Rocephin powder for solution for injection by Rog

Regulatory Authorities (MHRA Approved)

Me-too status Cefxone by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DMLand grant of additional sections

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured on
06-2013 and expired on 676-2016

Decision of previous meeting Registration Board eaferred all the application
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

281.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant

Sadigabad

Brand Name +Dosage Form + Streng

F-triax Injection 500 mg IV

Composition

Dy. No. 3325: 2112-2016PKR 20,000/ 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Ceftriaxone as sodium ¢é
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 106s Rs . 175/

Approval status oproduct in Referenc
Regulatory Authorities

Rocephin powder for solution for injection by Rog
(MHRA Approved)

Me-too status

Cefxone by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional siects

Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured
10.06.2013 and expired on 105-2016

Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
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section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC

Firm hasonce again submitted original real time g
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration

Board deferred
clarification/justification of above cited observations.

the case for personal hearing fo

282.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F-triax Injection 500mg IM

Composition Dy. No. 3328: 2112-2016PKR 20,000/: 20-12-2016

Diary No. Date of R& & fee Each vial contains
Ceftriaxone as sodium é

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s Rs. 175

Approval status of product in Referen Rocephin powder for solution for injection by Rog

Regulatoy Authorities (MHRA Approved)

Me-too status Cefxone by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluato Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured
10.6.2013 and expired on 1@6-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporifry powder injection
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted origimakl time and
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

283.| Name and address of manufaetur | M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant

Sadigabad

Brand Name +Dosage Form + Streng

F-triax Injection 1 gm IV

Composition

Dy. No. 3326: 2112-2016PKR 20,000/: 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Cet ri axone as sodi umééeé
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 16s Rs . 270

Approval status of product in Referen
Regulatory Authorities

Rocephin powder forddution for injection by Rochg
(MHRA Approved)

Me-too status

Cefxone by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Firm has claimed shelf life of Pears and stability datf
sheet of only 1 batch which was manufactured
10.06.2013 and expired on 1065-2016
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Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for tarification since stability studies submitts
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stabilit study data of 6 months, ari
analytical testing methods.

Decision: Registration

Board deferred
clarification/justification of above cited observations.

the case for personal hearing fo

284.| Name and address of manufacture M/s. Sharex Laboraties (Pvt) Ltd., K.L.P. Roa

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F-triax Injection 1gm IM

Composition Dy.No. 3329: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee Each vial contains
Ceftriaxone as sodium é

Pharnacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 16s Rs 270/

Approval status of product in Referen Rocephin powder for solution for injection by Rog

Regulatory Authorities (MHRA Approved)

Me-too status Cefxone by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of oty 1 batch which was manufactured on
06-2013 and expired on 106-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studisgbmitted
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analyical testing methods.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

285.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant

Sadigdad

Brand Name +Dosage Form + Streng

F.zime Injection 250 mg IM/IV

Composition

Dy. No. 3315: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Cefotaxime as sodium é¢é
Pharmacological Group Cephalospon
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 106s Rs. 70/
Approval status of product in Referen Cefotaxime Powder for solution for injection

Regulatory Authorities

infusion by Wockhardt (MHRA Approwd

Me-too status

Cefotax by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections
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Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 ktah which was manufactured on-1
06-2013 and expired on 106-2016

Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies sultedt
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical tsting methods.

Decision: Registration

Board deferred
clarification/justification of above cited observations.

the case for personal hearing fo

286.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F.zime Injection 500 mg IM/IV

Composition Dy. No. 3316 21-12-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee Each vial contains
Cefotaxime as sodium éé

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s Rs . 110/

Approval status of product in Referen Cefotaxime Powder for solution for injection

Regulatory Authorities infusion by Wockhardt (MHRA Approved)

Me-too status Cefotax by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch wth was manufactured g
11.06.2013 and expired on 116-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing mthods.

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

287.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant

Sadigabad

Brand Nane +Dosage Form + Strengt

F.zime Injection 1 gm IM/IV

Composition

Dy. No. 3317: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Cefotaxime as sodium. . é
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 16s - Rs. 160/
Approval status of product in Referen| Cefotaxime Powder for solution for injection

Regulatory Authorities

infusion by Wockhardt (MHRA Approved)

Me-too statis

Cefotax by Bosch
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GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability g
sheet of only 1 batch which was méaciured on 14
06-2013 and expired on 116-2016

Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm slows manufacturing of applied dru
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration

Board deferred
clarification/justification of above cited observations.

the case for personal hearing fo

288.

Name and address of manufacture
Applicant

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg
Sadigabad

Brand Name +Dosadeorm + Strength

F.radine Injection 250 mg IM/IV

Composition

Dy. No. 3318: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Cephradine ééeéeé. 250mg
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 10s Rs 48/

Approval status of product in Referen
Regulatory Authorities

USFDA approved but discontinued

Me-too status

Cefrinex by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Evidence of approval of applied formulation with act
status of in market in reference regulatory author
could not be confirmed

Firm has claimed shelf life & years and stability dat
sheet of only 1 batch which was manufactured
08.06.2013 and expired on 685-2016

Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section fo clarification since stability studies submitt
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stdily study data of 6 months, ar
analytical testing methods.

Firm has not submitted evidence of approval
reference regulatory authorities

Decision: Registration Board deferred the case for personal hearing fo
clarification/justification of above cited observations.
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289.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F.radine Injection 500 mg IM/IV

Composition Dy. No. 3319: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee Each vial contains
Cephradineéééée. 500 mg

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 106s Rs. 60/

Approval status of product in Re@arce| USFDA approved but discontinued

Regulatory Authorities ANSM France approved as IV only but archived
07.05.2011

Me-too status Cefrinex by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additial sections

Remarks of the Evaluator Evidence of approval of applied formulation with act
status of in market in reference regulatory author
could not be confirmed
Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch hich was manufactured g
08.06.2013 and expired on 68-2016

Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testingnethods.

Firm has not submitted evidence of approval
reference regulatory authorities

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

290.| Name and address of manufactufe M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant

Sadigabad

Brand Name +Dosage Form + Streng

F.radine Injection 1 gm IM/IV

Composition

Dy. N0.3320: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee

Each vial contains

Cephradine ééé. . 1lg
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 106s Rs 103

Approval status of product in Referen
Regulatory Authorities

USFDA approved but discontinued
ANSM France approved separately as IV and IM
archived on 2®6-2016

Me-too status

Cefrinex by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluator

Evidenceof approval of applied formulation with actiy
status of in market in reference regulatory author
could not be confirmed

Firm has claimed shelf life of 3 years and stability g
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sheet of only 1 batch which was manufactured
08.06.2013 and expiredn 0806-2016

Decision of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder inject
section for clarification since stability studies submit
by the firm shows manufacturing of applied dry
before approval of section by the Central Liceng
Board. Registration Board further deferred this casg
evidence of approval status in reference regulg
authorities (M271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study data of 6 months,

analytical testing methods.

Firm has not submitted evidence of approval
reference regulatory authorities

Decision: Registration

Board deferred
clarification/justificat ion of above cited observations.

the case for personal hearing fo

201.

Name and address of manufacture

M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant Sadigabad
Brand Name +Dosage Form + Streng| F.radine oral suspension 125 mg/5 ml
Composition Dy. N0.3323: 2112-2016PKR 20,000 : 20-12-2016

Diary No. Date of R& | & fee

Each 5ml contains

Cephradineé. 125 mg

Pharmacological Group

Cephalosporin

Type of Form

Form 5

Finished product Specifications

USP

Pack size & Demanded Price

90ml : Rs.115/5 ml

Approval stats of product in Referencg
Regulatory Authorities

Could not be confirmed

Me-too status

Cefrinex suspension by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of the Evaluait

Evidence of approval of applied formulation
reference regulatory authorities could not be confirm
Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured
07.06.2013 and expired on 606-2016

Decison of previous meeting

Registration Board deferred all the applicatiq
pertaining to the cephalosporin dry powder suspen
section for clarification since the data of stability stug
shows manufacturing of applied drugs before appr
of section bythe Central Licensing Board. Registrati
Board further deferred this case for evidence
approval status in reference regulatory authorities.
(M-271)

Evaluation by PEC

Firm has once again submitted original real time
accelerated stability study @atof 6 months, an
analytical testing methods.

Firm has not submitted evidence of approval
reference regulatory authorities

Decision: Registration Board deferred the case for personal hearing fo
clarification/justification of above cited observatiors.
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292.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rg

Applicant Sadigabad

Brand Name +Dosage Form + Streng| F.radine oral suspension 250 mg/5 ml

Composition Dy.No. 3322: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee Each 5ml contains
Cephradineééé. 250 mg

Pharmacological Group Cephalosporin

Type of Form Form 5

Finished product Specifications USP

Pack size & Demanded Price 90ml : Rs. 183/

Approval status of product in Referen| Nicef dry powder for syrup by Strides Pharma

Regulatory Authorities (MHRA Approved)

Me-too status Cefrinex suspension by Bosch

GMP status Last inspection report dated -05-2016 recommende
renewal of DML and grant of additional sections

Remarks of th Evaluator Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured
07.06.2013 and expired on 606-2016, while the shel
life approved by MHRA is only 2 years
Firm has applied for oral suspension while MEIRA
approved product is available as dry powder for syry

Decision of previous meeting Registration Board deferred the application
following reasons:

i Clarification since the data of stability studi
shows manufacturing of applied drugs beforeraygl
of section by the Central Licensing Board.

1 Clarification regarding formulation since th
formulation approved by reference regulat
authorities is dry powder for syrup. (R71)

Evaluation by PEC Firm has once again submitted original real tinne
accelerated stability study data of 6 months,
analytical testing methods.

Firm has not submitted any clarification regarding
applied product as dry powder for suspension

Decision: Registration Board deferred the case for personal hearing fo

clarification/justification of above cited observations.

293.| Name and address of manufacture M/s. Sharex Laboratories (Pvt) Ltd., K.L.P. Rqg

Applicant Sadigabad
Brand Name +Dosage Form + Streng| F.radine Capsules 500 mg
Composition Dy. N0.3321: 2112-2016PKR 20,000/ : 20-12-2016

Diary No. Date of R& | & fee

Each capsule contains

Cephradine ééé. 500 mg
Pharmacological Group Cephalosporin
Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price 126s: -Rs. 195/

Approval status of product in Referen
Regulatory Authorities

Cephradine capsule by athlone pharmaceuticals
(MHRA Approved)

Me-too status

Cefrinex capsule by Bosch

GMP status

Last inspection report dated -05-2016 recommende
renewal of DML and gnat of additional sections

Remarks of the Evaluator

Firm has claimed shelf life of 3 years and stability ¢
sheet of only 1 batch which was manufactured
07.06.2013 and expired on 606-2016, while the shel
life approved by MHRA is only 2 years
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Decision of previous meeting Registration Board deferred all the applicatiq
pertaining to the cephalosporin capsule section
clarification since the data of stability studies shg
manufacturing of applied drugs before approval
section by the Centrhicensing Board (M271)

Evaluation by PEC Firm has once again submitted original real time
accelerated stability study data of 6 months,
analytical testing methods.

Decision: Registration Board deferred the case for personal hearing fo
clarification/justification of above cited observations.

294.

Name and address of manufacture M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Rg

Applicant Raiwind Lahore
Brand Name +Dosage Form + Streng| Ulcode suspension
Composition Dy No. 2273: 08)4-2017Rs: 20,000/ 0504-2017
Diary No. Date of R& | & fee Each 5ml contains
Sucral fateéé. . lgm
Pharmacological Group Cytoprotective
Type of Form Form 5
Finished product Specifications Firm has claimed in house specification
Pack size & DemandePrice 60ml: Rs: 101.006/

120ml: Rs: 185.00/

Approval status of product in Referen Antepsin by Chugai Pharma

Regulatory Authorities (MHRA Approved)
Me-too status Crafilm suspension by Pacific Pharma
GMP status Last inspection report dated -06-2016& 29-10-2016,

the panel recommended the resumption/renewal
additional section for Liquid section (General), cre
ointment section (general) and external preparg
section (repacking) but the panel did not recomm
resumption/renewal of tad#l, capsule (general) ar
psychotropic section.

Remarks of the Evaluator Firm has claimed in house specifications with
providing documents required as per 263B meeting
decision Firm has submitted real time and accelers
stability study data sle¢ of batches manufactured
2014 while the section is approved in 2017

Decision of previous meeting Deferred for clarifications of following ambiguitie(s)
the dossier:

i Manufacturing and stability study data show
manufacturing of batches in 2014 Wehthe section wa
approved in 2017. (AN271)

Evaluation by PEC

The firm has stated that Aithe stability
proposed for commercial scale manufacturing. Furtherntioeefirm has provided undertaking
conduct stability study data of commerci

stability data of batched which were manufactured in 2014.
The firm was purchased by current management and the case was diapproved in 242nd m
CLB held on 8th July 2015 and the letter of change of management was issued on 17th
2015, while the stability data of 2014 was submitted in the dossier.

Decision: Mr. Ashfag Ahmed, GM of the firm, Miss Munazzah Farooq, In-charge
Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before
the Board for clarification of above cited observations. The representatives of the firr
apprised the Board that the submitted stability data was transferred to thenwith all other
documentsby the old management of the firm and they had submitted the samesasuch
without verification. The Board discussed thematter in detail and decided to rejectthe
registration application.
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295.| Name and address of manufacture

M/s Perfect PharmaP¢t) Ltd, 5.5 Km Manga Roaq

Applicant Raiwind Lahore
Brand Name +Dosage Form + Streng| Perfectin Syrup
Composition Dy No. 2268: 054-2017Rs: 20,000/ 0504-2017

Diary No. Date of R& | & fee

Each 15ml contains
Iron protein succinylate equivalent telemental

Il ronéé. . 40mg
Pharmacological Group Hematinic
Type of Form Form 5

Finished product Specifications

Firm has claimed in house specification

Pack size & Demanded Price

60ml: Rs: 136.00/
120ml: Rs: 258.00/

Approval status of produchiReference
Regulatory Authorities

Ferplex Syrup by Vifor Pharma Australia (TH
reference provided by the firm could not be confirme

Me-too status

Feroslim by Fynk Pharma

GMP status

Last inspection report dated -06-2016 and 2940
2016, the parlerecommended the resumption/reney
and additional section for Liquid section (Gener
cream ointment section (general) and exte
preparation section (repacking) but the panel did
recommend resumption/renewal of tablet, cap
(general) and psywtropic section.

Remarks of the Evaluator

Firm has claimed in house specifications with
providing documents required as per 267th RB megq
decision

i The provided reference of Ferplex syrup
Vifor Pharma Australia could not be confirmed frg
TGA daabase

q Firm has submitted real time and accelerd
stability study data sheet of batches manufacture
2014 while the section is approved in 2017

Decision of previous meeting

Deferred for clarifications of following ambiguities
the dossier:

The evidence of appr o
TGA with the brand name
AFERPLEX SYRUPO bearin
submitted by the firm could not be
confirmed from TGA database while this ARTG
53614 is not assigned to any
brand name.

Ma nu f ac t stabilityn sgudy adatad of batchg
manufactured in 2014 while the
section is approved in 2017. (R¥1)

Evaluation by PEC

The firm has stated t h
provided to DRAP is of trial batch which is propog
for commercial scale manufacing. Furthermore the
firm has provided undertaking to conduct stability st
data of commerci al batc
Firm has not clarified the matter of submitted stabi
data of batched which were manufactured in 2014.
The firm was purchased by current mam@agnt and the
case was diapproved in 242nd meeting of CLB helg
8th July 2015 and the letter of change of manage
was issued on 17th August 2015, while the stability
of 2014 was submitted in the dossier.

Firm has not provided any clarificationgarding the
provided reference of
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ARTG ID 53614, while the ID is not issued to &
brand by TGA (as per the search option provided
TGA website) instead the firm has submitted refere
of Ferrous fumarate syrup (EMC) with diffete
strength.

Decision: Mr. Ashfag Ahmed, GM

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before
the Board for clarification of above cited observations. The representatives dhe firm
apprised the Board that the submitted stability data was transferred to them with all other
documents by the old management of the firm and they had submitted the same as s
without verification. The representatives of the firm accepted their diberated mistake
regarding the submission of reference of TGA.

The Board discussed the matter in detail and decided to reject thregistration application.

of the firm, Miss Munazzah Farooq, Ircharge

296.

Name and address of manufacture

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga RQg

Applicant Rawind Lahore
Brand Name +Dosage Form + Streng| VeerVit Syrup
Composition Dy No. 2269: 054-2017Rs: 20,000/ 0504-2017

Diary No. Date of R& | & fee

Each 5ml contains

Thiamine hydrochloride.
Ri boflavinééééeéeééeé. . 1l. 6
Pyri doxi reé&é&éé 1 mg

,,,,,,,,

Ascor bic aci
D-Pant ot henol éééé.

,,,,,,,,,,

,,,,,,,

Ni cotinami deéééeéeée 2
Lycine monohydrate (as
Pharmacological Group Vitamin/amino acid
Type of Form Form 5

Finished prodct Specifications

Firm has claimed in house specification

Pack size & Demanded Price

120ml: Rs: 65.00/

Approval status of product in Referen
Regulatory Authorities

Wellcosine by GSK Australia (The reference provig
by the firm could not be confired)

Me-too status

Lysovit Syrup by Pfizer (The reference provided by
firm contains different strengths)

GMP status

Last inspection report dated -06-2016 and 2940
2016, the panel recommended the resumption/ren
and additional section for Ligd section (General
cream ointment section (general) and exte
preparation section (repacking) but the panel did
recommend resumption/renewal of tablet, cap
(general) and psychotropic section.

Remarks of the Evaluator

Firm has claimed in hese specifications withoy
providing documents required as per 267th RB meeg
decision

i The provided reference of Wellcosine syrup
GSK Australia could not be confirmed from TG
database. The document provided as TGA referen
incorrect and temperedas the ARTG ID 23064
claimed by the firm for Wellcosine syrup sho
approval of maltofer syrup.

q Evidence for mdoo status could not b
confirmed
q Firm has submitted real time and accelerd

stability study data sheet of batches manufacture
2014 whik the section is approved in 2017
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Decision of previous meeting

Deferred for clarifications of following ambiguities
the dossier:

1 The evidence of approval status of formulat
in TGA with the brand name

AWELLCOSI NEO bearing AR
by the firm could not be confirmed from TGA databg
while this ARTG ID 230643 belongs to
AMALTOFER SYRUPO cont
polymaltose. Firm has also provided

the same ARTG | D 2306414
SYRUPO as r ef edymaitase and folig
acid syrup.

i Manufacturing and stability study data
batches manufactured in 2014 while the sectior
approved in 2017.

i Evidence of mdoo status. (M271)

Evaluation by PEC

The firm has stated th
provided to DRAP is of ial batch which is propose
for commercial scale manufacturing. Furthermahe
firm has provided undertaking to conduct stability st
data of commerci al bat c
Firm has not clarified the matter of submitted stabi
data of batched which were mdactured in 2014.

The firm was purchased by current management an
case was diapproved in 242nd meeting of CLB helg
8th July 2015 and the letter of change of manage
was issued on 17th August 2015, while the stability
of 2014 was submittedhithe dossier.

Firm has not provided any clarification regarding
provided reference of i
ID 230643 submitted by the firm and that this ARTG
230643 belongs td MALTOFER SYRUP
only iron polymaltose. Firm has alsoopided the sam
ARTG I D 230643 wused for
reference for iropolymaltose and folic acid syrup.
The meroo reference provided by the firm could not
confirmed

Decision: Mr. Ashfag Ahmed, GM

Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before
the Board for clarification of above cited observations. The representatives of the firr
apprised the Board that the submitted stability data was transferred to them withall other
documents by the old management of the firm and they had submitted the same as st
without verification. The representatives of the firm accepted their deliberated mistake
regarding the submission of reference of TGA.

The Board discussed the miger in detail and decided to reject theregistration application.

of the firm, Miss Munazzah Farooq, Ircharge

297.| Name and address of manufacture

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Ro

Applicant Raiwind Lahore
Brand Name +Dosage Form + Strengl Pemotose Syrup
Composition Dy No. 2274: 0504-2017Rs: 20,0004 05-04-2017
Diary No. Date of R& | & fee Each 5ml contains
Iron [l hydroxide polymaltose complex eq.
elemental irore é € €. . 50 mg
Folic acidéééeééeé. . 0. 35m
Pharmacological Group Haematinic
Type of Form Form 5

Finished poduct Specifications

Firm has claimed in house specification

Pack size & Demanded Price

60 ml: Rs: 80.00/ 120 ml: Rs: 120.00/
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Approval status of product in Referen
Regulatory Authorities

Maltofer by Vifor Australia (The provided referesm do
not contains folic acid)

Me-too status

Irpo FA syrup by Nabigasim

GMP status

Last inspection report dated -06-2016 and 2940
2016, the panel recommended the resumption/ren
and additional section for Liquid section (Gener
cream ointmen section (general) and exterrn
preparation section (repacking) but the panel did
recommend resumption/renewal of tablet, cap
(general) and psychotropic section.

Remarks of the Evaluator

Firm has claimed in house specifications with
providing documents required as per 267th RB mee
decision

i The provided reference of Maltofer syrup

Vifor Australia do not contain folic acid. The firm h
submitted a tempered document in which the maltof
claimed to contain iron polymaltose and foliddac

i Firm has submitted real time and accelerg
stability study data sheet of batches manufacture
2014 while the section is approved in 2017

Decision of previous meeting

Deferred for clarifications of following ambiguities
the dossier:

The evidence of appr o
TGA with the brand name
AMALTOFER SYRUPO bear i
submitted by the firm could
not be verified from TGA database while this ARTG
230643 belongs to
AiMALTOFER SYRUPO C o ntosd
only, while the signed
evidence provided by the firm contains both i
polymaltose and folic acid. Firm
has also provided the same ARTG ID 230643 use(
AVEERVI T SYRUPO as
reference for another product.

Manufacturing and s tched
manufactured in 2014 while theection is approved i
2017. (M271)

Evaluation by PEC

The firm has stated t h
provided to DRAP is of trial batch which is propog
for commercial scale manufacturing. Furthermadhe
firm has provided undertaking to conduct stability st
data of commer ci al batc

Firm has not clarified the matter of submitted stabi
data of batched which were manufactured in 2014.
The firm was purchased by current management an
case was digpoved in 242nd meeting of CLB held ¢
8th July 2015 and the letter of change of manager
was issued on 17th August 2015, while the stability
of 2014 was submitted in the dossier.

Firm has not provided any clarification regarding
provided refee nce of AMALTOFER
ARTG ID 230643, while this ARTG ID 230643 belon
to AMALTOFER SYRUPO <con
only, while the signed evidence provided by the f
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contains both iron polymaltose and folic acid. Firm
also provided tb same ARTG ID 230643 used f
AVEERVI T SYRUPO as refe

Decision: Mr. Ashfag Ahmed, GM of the firm, Miss Munazzah Farooq, Ircharge
Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before
the Board for clarification of above cited observations. The representatives of the firn
apprised the Board that the submitted stability data was transferred to them with all other
documents by the old management of the firm and they had submitted the same as st
without verification. The representatives of the firm accepted their deliberated mistaks

regarding the submission of reference of TGA.
The Board discussed the matter in detail and decided to reject thregistration application.

298.

Name and address of manufaer /

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Ro

Applicant Raiwind Lahore
Brand Name +Dosage Form + Streng| Nrufen Suspension
Composition Dy No. 2276: 0804-2017Rs: 20,0004 05-04-2017

Diary No. Date of R& | & fee

,,,,,

Pharmacological Group

Propionic Acid derivative

Type of Form

Form 5

Finished product Specifications

B.P

Pack size & Demanded Price

90 ml: Rs: 36.006/ 120 ml: Rs: 48.006/

Approval status of product in Referen
Regulabry Authorities

Brufen 100mg/5ml Syrup by Abbott

Me-too status

Brufen Syrup by AbbviMHRA Approved)

GMP status

Last inspection report dated -06-2016 and 2940

2016, the panel recommended the resumption/ren
and additional section for Liquid c@on (General)
cream ointment section (general) and exte
preparation section (repacking) but the panel did
recommend resumption/renewal of tablet, cap
(general) and psychotropic section.

Firm has submitted real timend accelerated stabilit
study data sheet of batches manufactured in 2014
the section is approved in 2017

Remarks of the Evaluator

Decision of previous meeting Deferred for clarifications of following ambiguitie(s)
the dossier:

Manufacturing and stability study data show
manufacturing of batches in 2014

while the section was approved in 2017 -2V1)

The firm has stated th
provided to DRAP is of trial batch which is propog
for commercial scale manufacturing. Furthermadhe
firm has provided undertaking to conduct stability st
data of commerci al batc
Firm has not clarified the matter of submitted stabi
data of batched which were manufactured in 2014.
The firm waspurchased by current management and
case was diapproved in 242nd meeting of CLB helg
8th July 2015 and the letter of change of manage
was issued on 17th August 2015, while the stability
of 2014 was submitted in the dossier.

Evaluation by PEC

Decision: Mr. Ashfaqg Ahmed, GM of the firm, Miss Munazzah Farooq, Inrcharge
Regulatory Affairs and Mr. Mujtaba Haider, Quality Assurance Manager appeared before
the Board for clarification of above cited observations. The representatives of the firn
apprised the Boardthat the submitted stability data was transferred to them with all other
documents by the old management of the firm and they had submitted the same as st
without verification. The Board discussed the matter in detail and decided to reject th
registration application.
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299.

Name and address of manufacture

M/s Perfect Pharma (Pvt) Ltd, 5.5 Km Manga Ro

Applicant Raiwind Lahore
Brand Name +Dosage Form + Streng| Perfulose Syrup
Composition Dy No. 2277: 0504-2017Rs: 20,0004 05-04-2017

Diary No.Date of R& | & fee

Each 5ml contains

Lactuloseéééé. 3.35 gm
Pharmacological Group Osmotic Laxative
Type of Form Form 5

Finished product Specifications

Firm has claimed BP specifications

Pack size & Demanded Price

120 ml: Rs: 170.00/
240 ml: Rs322.00¢

Approval status of product in Referen
Regulatory Authorities

Duphalac by Mylan
(MHRA Approved)

Me-too status

Duphalac Syrup by Abbott

GMP status

Last inspection report dated 06-2016 and 290
2016, the panel recommended the resumpemewal
and additional section for Liquid section (Gener
cream ointment section (general) and exte
preparation section (repacking) but the panel did
recommended resumption/renewal of tablet, cap
(general) and psychotropic section.

Remaks of the Evaluator

Firm has claimed BP specification while the prod
monograph for Asyrupo i
lactulose solution is available in USP

Firm has submitted real time and accelerated stal
study data sheet of batches manufaadun 2014 while
the section is approved in 2017. Further no docum
regarding import of lactulose in 2014 is provided.
The certificate of analysis issued by Fresenius K
Austria, in 2015 states the specifications as USP w
the stability study dataheets of lactulose provided
the source abroad states the specifications as Ph.EU
The batch number mentioned in certificate of analys
of 8 digits i.e. 17145161 while the batch num
mentioned in stability study data is of 5 digits
81931, 8961 and 82051

The stability study data of lactulose is not as per
conditions of zone IVA

Differential fee is not provided

Decision of previous meeting

Deferred for clarifications of following ambiguitie(s)
the dossier:

1 Manufacturing and stabilitstudy data showe
manufacturing of batches 12014 while the
section was approved in 2017.

1 Finished product specifications, since |
product monograph is present iSP and the
firm has claimed BP specifications

I The batch number mentioned in certificaie
analysis is of 8 digits i.e17145161 while the
batch number mentioned in stability study d
is of 5digits i.e. 81931, 81961 and 82051

1 Stability study data of lactulose is not as per
conditions of Zone IVA

9 Differential fee of PKR 80,00&fbr import of
lactulose. (M271).
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