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HELD ON 1571 2P OCTOBER, 2019

*—k—k—k—%k

Item No. Detail of Item Pages
l. Confirmation of Minutes of 2%1meeting of Registration Board 03
Il. Division of Pharmaceutical Evaluation & Registration. 0371 650
1 Pharnaceutical Evaluation CeIPEC) .... ...... ...... 4-400
9 Registrationl .......... cccooeviiiies ceviiiiieeees i e 401-413
1 Registrationll ............. coooeviiiies i s 414417
T Import&Vetl é 6 éééééééeéeééé&. | 418430
T Import & Vetll.......cco.oo oot e, 431-447
1 POSt REQISIratioN .........ccceer voveeereeeiriiees ceve meemes 448462
9 Post Registratiofl ............ «oooeeiiiiiiies ciieieees e, 463472
T RRR SECHION .oveieiieiis e emeemee eenad é 473650
[l. Division of Biological Evaluation & Research 65171 703
V. Division of Quality Assurance & Laboratory Testing 70471 760
V. Additional Agenda: 761- 905
A. Division of Biological Evaluation & Researéhé ¢ ¢ . .| 761-786
B. Division of Quality Assurance & Laboratory Testin@g . 787-891
C. Division of Pharmaceutical Evaluation & Registratoé 892905

Drug Regulatory Authority of Pakistan
T.F. Complex, Mauve Area,-G/4
Islamabad.
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2929 meeting of Registration Board was held 6h& 2" October 2019in the Committee
Room, Drug Regulatory Authority of Pakistan;9&!, Islamabad. The meeting was chaired
by Dr. Obaidullah, Director, Pharmaceutical Evaluation & Regfistn Division, DRAP. The
meeting started with recitation of the Holy Verses. The meeting was attended by foHowing:

1. Dr. Rafeeq Alam Khan, Member
Meritorious Professo& DeanFaculty of Pharmacy,
Ziauddin University, Karachi.

2. Maj.Gen. Dr.Tahir Muktar Sayed, Member
Director General Medicine, Pak Army, Rawalpindi

3. Prof.Dr.Ghulam Sarwar, Member
Dean, Faculty of Pharmacy, Jinnah University for Women, Karacl

4. Mr.Aslam Shah, Senior Manager, Member
Indus Hospital, Karachi

5. Dr. Amanullah Khan, Member

Director, Drugs Testing Laboratory, Quetta.
Government of Balochistan

6. Dr. Qurban Ali Member
Ex-Director General, National Veterinary Laboratory, Islamabad

7. Mr. Muhammad Aslam, Deputy Draftsman, Member
Representative of Ministry of Law & Justice, Islamabad

8. Mr. Ghulam Mujtaba, Deputy Director (Patent), Member
Representative of Ministry of Law & Justice, Islamabad

9. Dr. Noorus-Saba, Member
Director, Biological Evaluation & Research Division, DRAP

10. | Dr. Hafsa Karam Ellahi, Additional Director, Member
Represatative of QA&LT Division, DRAP

11. | Mr. Abdullah, Member

Additional Director (PE&R), DRAP.

12. | Dr.Muhammad Akram, Represntative of Animal Husbarn  Co-opted
Commissioner, M/o National Food Security & Research, Islamab4 Member

Ms.Tahreem Sara (DyDirectorRRR), Mr. Asif Jalil, Incharge PEC and respective
Assistant Directors, presented the agenda of PE&R Division. Director, BE&R assisted by
respective Assistant Directors, presented the agenda of Biological Evaluation & Research
Division. Mr. Abdul Sttar Suhrani (Additional Director, QA&LT) assisted by respective
Assistant Director, presented the agenda of QA & LT Division. Mr. Aamar Latif, Dy.Director
(Legal Affairs) also attended the meeting.

Mr. Taugeewul-Haq, Mr. Hamid Raza, & Mr. Iftikhar Hssain (PPMA), Ms. Anila
Sikandarand Mr. Nadeem Alamgir (Pharma Bureau) and Mr. Kamran Anwar (PCDA)

attended the meeting as observers.
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Item No. I:  Confirmation of Minutes of 2915 Meeting of Registration Board.

291 meeting of Registration Board waslti on 297 4" Septembef019 The draft
minutes of 29% meeting of Registration Board were circulated among the members of the

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

None of the members disagredtk tdraft minutes. Accordingly, fair minutes were
approved by the Chairman Registration Board and circulated to all concerned for

implementation.

Decision: Registration Board confirmed the minutes of 293 meeting.
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Item No. Il Division of PharmaceuticalEvaluation & Registration
Pharmaceutical Evaluation Cell (PEC)

Case no. 01 Registration Applications for Local Manufacturing of (Human) Drugs.
a. New cases
b. Deferred cases
Case no. 02 Registration Applications of Newly Granted DML or New Section
(Human)
a. New DML
b. New/Additional section(s)
Case no. 03 Registration Applications for Local Manufacturing of (Veterinary) Drugs.
a.New Cases
b. Deferred Cases
Case no. 04 Registration Applications of Newly Granted DML or New Section
(Veterinary)
a. New DML /section
b. Deferred Cases
Case no. 05 Registration Applications of Categories to be Considered on Priority.
a. Local manufacturing applications of priority categories defined by
Registration
Board in its 25 meeting
b. Export facilitation
c. Import appications of priority categories defined by Registration Board in
its
257 meeting
i. Human
ii. Veterinary
Case no. 06 Registration Applications of Import Cases.
a.New Cases (Human)
b. New Cases (Veterinary)
c. Deferred Cases
i. Human
ii. Veterinary
Caseno. 07 Registration Applications of Drugs for which Stability Study Data is
Submitted.
a.New cases
b. Deferred cases
c. Verification of stability study data
d. Exemption from onsite verification of stability data
Case no. 08 Miscellaneous Cases.
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Sr. No. Name of Evaluator Title

1 Mr. Ammar Ashraf Awan Evaluator PEC-II
2 Mr. Muhammad Haseeb Tariq Evaluator PEC-III
3 Mst. Farzana Raja Evaluator PEC-IV
4 Mst. Igra Aftab Evaluator PEC-V
5 Mr. Muhammad Umar Latif Evaluator PEC-VI
6 Mst. Haleema Sharif Evaluator PEC-VIII
7 Mr. Haneef ullah Evaluator PEC-1X
8 Mr. Muhammad Sarfaraz Nawaz Evaluator PEC-X
9 Mst. Mehwish Javed Khan Evaluator PEC-XIII
10 Mr. Muhammad Ahsan Hafiz Evaluator PEC-XIV
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Item No. I: Agenda of Evaluator PEGCHI
CaseNo. 0T Registation Applications for Local Manufacturing of (Human) Drugs.

a. New Cases
Name and address of manufacture| "M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Applicant Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng

Linolid 600mg/300nI Infusion

Composition

"Each 300ml Contains:
Linezolidé..600mg"

Diary No. Date of R& | & fee

Dy. No 28524 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Antibacterial

Type of Form Form5
Finished product Specifications Manufactuer specifications
Pack size & Demanded Price 16s; As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Barizold infusion 600mg/300ml by M/s Getz Phar
(Reg#080288)

GMP status

Firm has submitted copy of GMP inspection ref
conducted ol 7-01-2019concluded as under:

fiBased on the evaluation of the firm and findings of
inspection, the firm was found to be operating
satisfactory level of GMP compliant at the tinaf

inspection. However, firm has received approval

changes in layout plan vide letter no 51/2004Lic dated
16-08-2018 whereby after revision three sections w
approved in layout. At the time of inspection, it was ng
that some changes in pradion are had been done as

approved layout. Some changes were yet to be done.
was advised to inform licensing Division DRAP, Islamal
upon completion of the proposed changes for fur
processing

Remarks of the Evaluatbr

9 Finished product pecification and testing method h
not been submitted.
1 Manufacturing process outline has not been submitt

Decision: Deferred for following:

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

1 Manufacturing process outline has

nbbeen submitted.

Name and address of manufacture
Applicant

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng

Linolid 600mg Tablet

Composition

"Each film coated tablet Contains:
Linezol i déé600mg"

Diary No. Date of R& | & fee

Dy. No 28523 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Antibacterial

Type of Form Form5
Finished product Specifications Manufacturer specifications
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Linexa Tablet 600mg by M/s. Cirin Pharma (Re@73213)

GMP status

As cited in above application.

Remarks of the Evaator'

DecisiontApproved with

i nnovatorbs specificatio

Name and address of manufacture
Applicant

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng

Delves 50mg Tablet
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Compasition

"Each Film Coated Tablet Contains:
Diclofenac Potassiumé. .50

Diary No. Date of R& | & fee

Dy. No 28522 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specifications USP
Pack ste & Demanded Price As per SRO

Approval status of product in Refereni
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Diclotim 50mg Tablet by M/s MBL Karachi (R.N0.08101

GMP status

As cited in above application.

Remarks of the Evaluatbr

Decision: Approved.

Name and address of manufacture
Applicant

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng|

Alfazon 0.5mcg Tablet

Composition

"Each Tablet Contains:
Al facal cidol é0. 5mcg"

Diary No. Date of R& | & fee

Dy. No 28518 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Vitamin D and analogues

Type of Form Form5

Finished product Specifications Manufacturer specificains

Pack size & Demanded Price As per SRO

Approval status of productin ReferenfOne al pha tabl et 0.5 ¢€g
Regulatory Authorities PMDA approved

Me-too statugstrength& dosage form)

Itoride Tablet by Lexicon PharmacewicReg No. 42040

GMP status

As cited in above application.

Remarks of the Evaluatbr

1 In contrary to reference product which is available
uncoated tablet firm has applied for film coated table
1 Upon communication of above observations firm

submitted revised form 5 for uncoated tablets al
with submission of fee of Rs.5,00@/ide deposit slip#
1924188 dated 269-2019.

Decision: Approved.

Name and address of manufacture
Applicant

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng

FexofinD 60/120 mg Tablet

Composition

"Each Tablet Contains:
Fexofenadine HCI é.é60mg
Pseudoephedrine HCI e€é. 12

Diary No. Date of R& | & fee

Dy. No 28519 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Anti-histamine

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too status (wh strength and dosag
form)

Uni-fexoderine Tablet by M/s Usliech Pharmaceuticals
Karachi. (Reg No. 061035)

GMP status

As cited in above application.

Remarks of the Evaluatbr

1 In contrary to reference product submitted by f
which is available s extended release tablet, no s
details are mentioned in the submitted composition
master formulation.

Firm has submitted revised formulation for bilay
tablet with following composition:
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iAEach bilayer Tabl et Con
Fexofenadine HCI é. é60mg
Psssdoephedrine HCI éé. 120m

layer)"
Firm has also submitted fee of Rs. 5,0fi0 revision of
formulation.

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

Name and address of manufacture
Applicant

"M/s Horizon Healthcare (Pvt) Ltd. Plot No. 33, Sun
Industrial Estate, Lahore"

Brand Name +Dosage Form + Streng

Lancerid 30mg Capsule

Composition

"Each Capsule Contains:

Lansoprazole as Enteric (

Diary No. Date of R& & fee

Dy. No 28520 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Proton pump inhibitor.

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulaory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Leazole 30mg Capsules of M/s Leads Pharma (Pvt.)
(Reg.#035891)

GMP status

As cited in above application.

Remarks of the Evaluatbr

1 Source of pellets, alongith stability studies data, GM
certificate of supplier and differential fee in case
import of pellets shall be submitted.

9 Finished product specification has not been submitte

Decision: Deferred for following:

1 Source of pellets, along with stabily studies data, GMP certificate of supplier and
differential fee in case of import of pellets shall be submitted.
1 Finished product specification has not been submitted.

Name and address of manufacture
Applicant

"M/s Wilshire Laboratories Pvt Ltd. 124 Quaide-Azam
Industrial Estate, Kot Lakhpat, Lahore"

Brand Name +Dosage Form + Streng

Sartel 40mg Tablet

Composition

"Each Tablet Contains:
Tel mi sartanééd4d0Omg"

Diary No. Date of R& | & fee

Dy. No 28545 dated 2@8-2018 Rs.20,00020-08-2018

Pharmacological Group

Angiotensin Il receptor antagonist

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too gatus (with strength and dosa
form)

Telday 40 Tablets of M/s. Novamed Pharmaceuticals,
28-Km, Ferozepur Road, Lahore (Req.#077141)

GMP status

Firm has submitted copy of GMP inspection ref
conducted on 27-08-2018, 05102018, 0611-2018
concludingsatisfactory level of GMP compliance

Remarks of the Evaluatbr

Decision: Approved.

Name and address of manufacture
Applicant

"M/s High-Q Pharmaceuticals. Plot No.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form +&igth

Furiben 100mg Tablet

Composition

"Each Tablet Contains:
Fl urbiprofenéél00mg"

Diary No. Date of R& | & fee

Dy. No 28460 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

NSAID

Type of Form

Formb
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Finished product Specificatisn

USsP

Pack size & Demanded Price

As per leader price

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Strefen Tablets of Healers Pharmaceuticals (Reg.# 069

GMP status

Firm has submitted copy of GMP inspection ref
conducted or10/04/18concluding that firm iperating af
an acceptable level of compliance.

Remarks of the Evaluatbr

1 In contrary to reference product which is available
film coated tablet, you hawagpplied for uncoated tablef

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

requisite fee for revision of formulation.

9. | Name and address of manufacture| "M/s Aries Pharmaceuticals. -W, Industrial Estate
Applicant Hayatabad, Peshawar, k.p.k"
Brand Name +Dosage Form + Streng| Cloxol 25mg Tablet
Composition "Each Film Coated Tablet Contains:
Zucl opent hi xol (as di hydr
Diary No. Date of R& | & fee Dy. No 28466 dated 208-2018 R<s20,000f 20-08-2018
Pharmacological Group Neuroleptic
Type of Form Form5
Finished product Specifications BP
Pack size & Demanded Price As per SRO
Approval status of product in Referen| Approved by USFDA
Regulatory Authorities
Me-too statuswith strength and dosag| Lopix Tablet 25 mg of M/s Saydon Pharmaceutig
form) (Reg.#079400)
GMP status GMP certificate issued on the basis of inspection condu
on 1003-2017.
Remarks of the Evaluator
Decision: Approved.
10.| Name and addressf manufacturer /| "M/s Aries Pharmaceuticals. -W, Industrial Estate
Applicant Hayatabad, Peshawar, k.p.k"
Brand Name +Dosage Form + Streng| Valdox 25mg Tablet
Composition Each Film Coated Tablet Contains:
Agomel attiée 26 mg
Diary No. Date of R& & fee Dy. No 28471 dated 208-2018 Rs.20,00020-08-2018
Pharmacological Group Antidepressants
Type of Form Form5
Finished product Specifications Manufacturer specifications
Pack size & Demanded Price As per SRO
Approval status of produat Reference| Approved by MHRA of UK
Regulatory Authorities
Me-too status (with strength and dosal VALDOXAN 25MG TABLET of M/S. SERVIER
form) RESEARCH AND PHARMACEUTICALS (Reg.#079400
GMP status GMP certificate issued on the basis of inspectiordaoted
on 1603-2017.
Remarks of the Evaluatbr
DecisionnApproved with innovatorés specificatio
11.| Name and address of manufacture| "M/s Aries Pharmaceuticals. -W, Industrial Estate

Applicant

Hayatabad, Peshawar, k.p.k"

Brand Name +Dosageokm + Strength

Diacer 50mg Capsule

Composition

"Each Capsule Contains:
Di aceé &¢é é8mg"

Diary No. Date of R& | & fee

Dy. No 28472 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group Other antiinflammatory and antirheumatic age
nongeroids
Type of Form Form5
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Finished product Specifications

Manufacturer specifications

Pack size & Demanded Price

As per SRO

Approval status of product in Referen:
Regulatory Authorities

Diacerein 50 mg hard capsule by M/s BIOGARAN
(ANSM France Aproved)

Me-too status (with strength and dosa
form)

Dibro 50mg Capsules by M/s Winbrain Research
Laboratories (Reg#071639)

GMP status

GMP certificate issued on the basis of inspection condu
on 1603-2017.

Remarks of the Evaluatbr

DecisonApproved with

i nnovatordés specificatio

12.

Name and address of manufacture
Applicant

"M/s High-Q Pharmaceuticals. Plot No.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Streng

Detrudine 1mg Tablet

Composition

"Each Film Coated Tablet Contains:
Tolterodine Tartrate 1mg corresponding to Tolterod
eé 0.68mg"

Diary No. Date of R& | & fee

Dy. No 28463 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Urinary antispasmodics

Type of Form

Form5

Finished product Specifications

Manufactureroés specificat

Pack size & Demanded Price

As per leader price

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Tolura Tablets 1 of M/s Hilton Pharma (Reg.# 039220

GMP status

Firm has submitted copy of GMP inspection ref
conducted orl0/04/18concluding that firm isperating at
an acceptable level of compliance.

Remarks of the Evaluatbr

Decision: Approved with innova t o r

6s specification.

13.

Name and address of manufacture
Applicant

"M/s High-Q Pharmaceuticals. Plot No.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Streng

Detrudine 2mg Tablet

Composition

"Each Film Coated Tabletddbtains:
Tolterodine Tartrate 2mg corresponding to Tolterod
éé 1.37mg"

Diary No. Date of R& | & fee

Dy. No 28464 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Urinary antispasmodics

Type of Form

Formb

Finished product Specifidions

Manufacturerés specificat

Pack size & Demanded Price

As per leader price

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Tolura Tablets 2mg of M/s Hilton Pharr(la# 039221)

GMP status

Firm has submitted copy of GMP inspection ref
conducted or10/04/18concluding that firm isperating at
an acceptable level of compliance.

Remarks of the Evaluatbr

DecisionrApproved with

i nnovatorb6s specificatio

14.

Name and address of manufacture
Applicant

"M/s High-Q Pharmaceuticals. Plot No.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Streng

Bonic 150mg Tablet

Composition

"Each Film Coated Tablet Contains:
Ibandronate SodiumMonohydrate eg.
Aci dél50mg"

to Ibandron

Diary No. Date of R& | & fee

Dy. No 28462 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Bisphosphonate

Type of Form

Form5
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Finished product Specifications

Manufacturerés specificat

Pack size & Demanded Price

As per leader price

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Franjic 150mg Tablet of M/s Martin Dow Ltd. Karac
(Reg.# 081130)

GMP status

Firm has submitted copy of GMP inspection ref
conducted orl0/04/18concluding that firm isperating at
an acceptable level of compliance.

Remarks of the Evaluatbr

DecisionnApproved with

i nnovatordés specificatio

15.

Name and ddress of manufacturer
Applicant

"M/s High-Q Pharmaceuticals. Plot No.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Streng

Detrudine SR 4mg Capsule

Composition

"Each Modified Release Capsule Contains:
Tolterodine Tartate 4mg corresponding 1
Tolterodineé2. 74mg"

Diary No. Date of R& | & fee

Dy. No 28465 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

Urinary antispasmodics

Type of Form

Form5

Finished product Specifications

Manuf acturcatian®s speci fi

Pack size & Demanded Price

As per leader price

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Detrusitol SR 4ng, ProlongedReleaseCapsulesof M/s
ParkeDavis & CompanylL imited, Karachi (Reg.# 053805)

GMP status

Firm has submitted copy of GMP inspection ref
conducted or10/04/18concluding that firm isoperating at
an acceptable level of compliance.

Remarks of the Evaluatbr

1 Clarification of the appéd formulation shall be
submitted wi t h referen
regarding how formulation is made modified release

Decision: Deferred forc | ar i f i
product, regarding how the formulation

cation of the applied fo
is made modified release.

16.

Name and address of manufacture
Applicant

"M/s High-Q Pharmaceuticals. Plot No0.224, Sector
Korangi Industrial Area, Karachi"

Brand Name +Dosage Form + Streng

Nimex 100mg Tablet

Composition

"Each Film Coated Tet Contains:
Ni mesul i deél00mg"

Diary No. Date of R& | & fee

Dy. No 28459 dated 208-2018 Rs.20,00020-08-2018

Pharmacological Group

NSAID

Type of Form

Form 5

Finished product Specifications

Manufacturerés specificat

Pack size & Demanddelrice

As per leader price

Approval status of product in Referen:
Regulatory Authorities

Approved by EMA

Me-too statugstrength& dosage form)

Nims tablet by M/s Sami

GMP status

Firm has submitted copy of GMP inspection ref
conducted or10/0418 concluding that firm isoperating at
an acceptable level of compliance.

Remarks of the Evaluatbr

1 In contrary to reference product which is available
uncoated tablet firm has applied for film coated table

Decision: Deferred for revision of famu
requisite fee for revision of formulation.

lation as per reference product along with submission of

17.

Name and address of manufacture
Applicant

"M/s Welwrd Pharmaceuticals. Plot # 3, Block A, Phas
Il, Industrial Estate Hattar, KPK"

Brand Name Posage Form + Strengtl

Levepsy 500mg Tablet
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Composition

"Each Film Coated Tablet Contains:
Levetiracetam éé 500mg"

Diary No. Date of R& | & fee

Dy. No 28447 dated 208-2018 Rs.20,00017-08-2018

Pharmacological Group Anti-epileptic
Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price As per SRO
Approval status of product in Referen USFDA approved

Regulatory Authorities

Me-too statugstrength& dosage form)

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

GMP status

Panel inspection conducted on-0%2019 concluded thg
the overall GMP compliance status of the firm is deel
satisfactory.

Remarks of the Evaluatbr

Decision: Approved.

18.

Name and address of manufacture
Applicant

"M/s Welwrd Pharmaasticals. Plot # 3, Block A, Phase
Il, Industrial Estate Hattar, KPK"

Brand Name +Dosage Form + Streng

Levepsy 250mg Tablet

Composition

"Each Film Coated Tablet Contains:
Levetiracet amé250mg"

Diary No. Date of R& | & fee

Dy. No 28446 dated 208-2018 Rs.20,000/L7-08-2018

Pharmacological Group Anti-epileptic
Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price As per SRO
Approval status of product in Referenj USFDA approved

Regulatory Authorities

Me-too statugstrength& dosage form)

Elicia 250mg tablet of M/s Martin Dow Ltd.

GMP status

Panel inspection conducted on-0%2019 concluded thg
the overall GMP compliance status of the firm is deel
satisfactory.

Remarks of the Evaluatbr

Decision: Approved.

19.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticakKé Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng

Levetam 500mg Tablet

Composition

"Each film CoatedTablet Contains:
Levetiracetamé500mg"

Diary No. Date of R& | & fee

Dy. No 30438 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Anti-epileptic
Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price As per SRO
Approval status of product iReference| USFDA approved

Regulatory Authorities

Me-too status (with strength and dosa
form)

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

GMP status

Last inspection report dated-03-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

20.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticakKé Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng|

Lamtro 2mg Tablet

Composition

"Each dispersible Tabl€&ontains:
Lamotrigineé2mg"
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Diary No. Date of R& | & fee

Dy.No 30450 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by Health Canada

Me-too statugstrength& dosage form)

Lamictal Dispersible 2mg of M/s GSK (Reg.#039900)

GMP status

Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

21.| Name and address of manufacture| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Lamtro 5mg Tablet
Composition "Each dispersible Tablet Contains:
Lamotrigineébmg"
Diary No. Date of R& | & fee Dy. No 30451 dated $09-2018 Rs.20,00010-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Packsize & Demanded Price As per SRO
Approval status of product in Referen{ Approved by Health Canada
Regulatory Authorities
Me-too status (with strength and dosal LAMICTAL DISPERSIBLE 5MG of M/s Wellcome
form) Foundation Ltd. UK. (Reg.#019532)
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
22.| Name and address of manufacture| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Tomate 25mg Tablet
Composition "Each film coated Tablet Contains:
Topiramateéé25mg"
Diary No. Date of R& | & fee Dy. No 30443 dated $09-2018 Rs.20,00010-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Refereny Approved by MHRA of UK
Regulatory Authorities
Me-too status (with strength and dosal Topamid 25rg Tablets of M/s Fassgen Pharmaceutic
form) (Reg.# 062310)
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
23.| Name and address of manufacture| M/s Shaheen PharmaceuticaKéh Murghzar Road, Said

Applicant

Sharif, Swat.

Brand Name +Dosage Form + Streng

Tomate 50mg Tablet

Composition

"Each film coated Tablet Contains:
Topiramateéé50mg"

Diary No. Date of R& | & fee

Dy. No 30444 dated 109-2018 Rs.20,00010-09-2018

Pharmacological Group

Anti-epileptic

Type of Form

Formb
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Finished product Specifications

USsP

Pack size & Demanded Price

As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Topamid 50mg Tablets of M/s Fassgen Pharmaceut
(Reg.# 069778)

GMP status

Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

24.| Name and address of manufacture| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Venlaxin 50mg Tablet
Composition "Each Tablet Contains:
Venl af axi nmgras HCI é50
Diary No. Date of R& | & fee Dy. No 30446 dated $09-2018 Rs.20,00010-09-2018
Pharmacological Group Anti-depressant
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of produ in Reference| Approved by USFDA
Regulatory Authorities
Me-too statugstrength& dosage form) Faxon Tablets 50mg of M/s Himont Pharma (R# 049519
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP complia
Remarks of the Evaluator
Decision: Approved.
25.| Name and address of manufacture| M/s Shaheen PharmaceuticaKéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Lamtro 50mg Tablet
Composition "Each Tablet Cotains:
Lamotrigineé50mg"
Diary No. Date of R& | & fee Dy. No 30453 dated $09-2018 Rs.20,00010-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Referen( Approved by MHRA of UK
Regulatory Authorities
Me-too status (with strength and dosal Sportin 50mg Tablets of M/s Fassgen Pharmaceutic
form) (Reg.# 070345)
GMP status Last inspection report dated-08-2018 oncluded that thg
firm was found to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
26.| Name and address of manufacture| M/s Shaheen Pharmaceuticaké Murghzar Road, Said

Applicant

Sharif, Swat.

Brand Name +Dosage Form + Stréng

Serta 50mg Tablet

Composition

"Each film coated Tablet Contains:
Sertraline as HCI é. é50mg"

Diary No. Date of R& | & fee

Dy. No 30426 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group

Anti-depressant

Type of Form Form5
Finished poduct Specifications USP
Pack size & Demanded Price As per SRO
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Approval status of product in Refereni
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Yesme Tablet 50mg by M/s Metro Pharmaceutics
Islamabad. (Reg.#081674)

GMP status

Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

27.| Name and address of manufacture| M/s Shaheen Pharmaceutié&Km Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Serta 100mg Tablet
Composition "Each film coated Tablet Contains:
Sertraline as HCI é. é100mg
Diary No. Date of R& | & fee Dy. No 30427 dated 109-2018 Rs.20,000/0-09-2018
Pharmacological Group Anti-depressant
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Referen| Approved by MHRA of UK
Regulatory Authorities
Me-too status (with stregth and dosagq Ertalin 100 mg Tablets of M/s Genome Pharmaceutig
form) (Reg.# 076845)
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
28.| Name and address of manufacture| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Venlaxin 37.5mg Tablet
Composition "Each Tablet Contains:
Venl afaxine as HCI éé37. 5n
Diary No. Date oR& | & fee Dy. No 30446 dated 109-2018 Rs.20,000/0-09-2018
Pharmacological Group Anti-depressant
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Referen( Approved by USFDA
Regulatoy Authorities
Me-too status (with strength and dosal Nalfax Tablets 37.5mg.of M/s Dyson Resear
form) Laboratories (Reg.# 046945)
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP corfignt.
Remarks of the Evaluator
Decision: Approved.
29.| Name and address of manufacture| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said

Applicant

Sharif, Swat.

Brand Name +Dosage Form + Streng

Levetam 250mg Tablet

Composition

"Each filmcoated Tablet Contains:
Levetiracetaméé?250mg"

Diary No. Date of R& | & fee

Dy. No 30437 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Antiepileptic
Type of Form Form5
Finished product Specifications USP

Pack size & Demanded iPe As per SRO

Approval status of product in Referen:

Regulatory Authorities

Approved by MHRA of UK
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Me-too statugstrength& dosage form)

Keppra Tablets 250mg by M/s AGRd, (R# 045684)

GMP status

Last inspection report dated-08-2018 conclude that the
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

30.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticakKéh Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng

Lamtro 25mg Tablet

Composition

"Each Tablet Contains:
Lamotrigineé..25mg"

Diary No. Date of R& | & fee

Dy. No 30452 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Lamogin Tablets 25mg of M/s Navedadbs
(Reg.# 043972)

GMP status

Last ingection report dated 139-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

31.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticakKé Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng

Levetam 750mg Tablet

Composition

"Each Film Coated Tablet Contains:

Levetiracetaméé. . 750mg"
Diary No. Date of R& | & fee Dy. No 30439 dated 109-2018 Rs.20,000/0-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Refereni USFDA approved

Regulatory Authorities

Me-too status (with strength and dosa
form)

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

GMP status

Last inspection report dated-03-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

32.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticaKén Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng

Venlaxin 75mg Tablet

Composition

"Each Tablet Contains:
Venl afaxine as HCI éé75mg"

Diary No. Date of R& | & fee

Dy. No 30448 dated 109-2018 Rs.20,000/10-09-2018

Pharmacolgical Group Anti-epileptic
Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price As per SRO
Approval status of product in Refereni USFDA approved

Regulatory Authorities

Me-too status (with strength and dosa

form)

Nodep 75mg tablet of M/s Shawan Pharmaceutiq
Islamabad (Reg.# 080388)
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GMP status

Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

33.| Name and addressf manufacturer /| M/s Shaheen Pharmaceuticakéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Lamtro 200mg Tablet
Composition "Each Tablet Contains:
Lamotrigineéé. 200mg"
Diary No. Date of R& | & fee Dy. No 30455 dted 1609-2018 Rs.20,000/10-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Referen{ Approved byHealth Canada
Regulatory Authorities
Me-too status (with strength and dosal LAMICTAL 200mg of M/s Wellcome Karach
form) (Reg.#014920)
GMP status Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
34.| Name and address of manufacture| M/s Shaheen PharmaceuticaKéh Murghzar Road, Said
Applicant Sharif, Swat.
Brand Name +Dosage Form + Streng| Venlaxin 150mg Tablet
Composition "Each extended release tablet contains:
Venaf axine as HCI éé150mg"
Diary No. Date of R& | & fee Dy. No 30449 dated 109-2018 Rs.20,000/0-09-2018
Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO
Approval status of product in Referen¢ Approved by Health Canada
Regulatory Authorities
Me-too statugstrength& dosage form) | Xaxine XR of M/s Airaaf Pharma. (Reg.#078872)
GMP status Last inspection report dated-08-2018 concluded that th
firm was faind to be GMP compliant.
Remarks of the Evaluator
Decision: Approved.
35.| Name and address of manufacture| M/s Shaheen PharmaceuticaKéh Murghzar Road, Said

Applicant

Sharif, Swat.

Brand Name +Dosage Form + Streng

Lamtro 100mg Tablet

Compgsition

"Each Tablet Contains:
Lamotrigineé..100mg"

Diary No. Date of R& | & fee

Dy. No 30454 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP

Pack size & Demaredl Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Epicta 100mg Tablets of M/s Alina Combine Pakistg
Karachi (Reg.# 039081)

GMP status

Last inspetion report dated :89-2018 concluded that th
firm was found to be GMP compliant.
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Remarks of the Evaluatbr |

Decision: Approved.

36.

Name and address of manufacture
Applicant

M/s Shaheen PharmaceuticakKé Murghzar Road, Said
Sharif, Swat.

Brand Name +Dosage Form + Streng

Tomate 100mg Tablet

Composition

"Each film coated Tablet Contains:
Topiramateéél0OOmg"

Diary No. Date of R& | & fee

Dy. No 30445 dated 109-2018 Rs.20,000/10-09-2018

Pharmacological Group Anti-epileptic
Type of Form Form5
Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Engrax Tablets 100mg of M/snBlish Pharmaceuticals
Industries. (Reg.# 040144)

GMP status

Last inspection report dated-08-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

37.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arregesic 450/35 mg Tablets

Composition

"Each Tablet Contains:
Paracetamol €éé450mg
OrphenadrinegCitrateéé35bn

Diary No. Date of R& | & fee

Dy. No 32438 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

NSAID

Type of Form Form 5
Finished product Specifications Manufacturerds specificat
Pack size & Demanded Price As per SRO

Approvalstatus of product in Referenc
Regulatory Authorities

Norgesic of M/s iNova Pharmaceuticals Australia Pvt. |
approved by TGA of Australia

Me-too statugstrength& dosage form)

Rid-All Forte by M/s Stanley Pharma (Reg.#069786)

GMP status

Last ingection report dated 2252018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionnApproved with

i nnovatorbs specificatio

38.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt LtdoPNo. 13, Street N
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrecam 15mg Tablet

Composition

"Each Film Coated Tablet Contains:
Mel oxi caméél5mg"

Diary No. Date of R& | & fee

Dy. No 32446 dated 289-2018 Rs.20,000/24-09-2018

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 106s & 2006s; as per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by USFDA

Me-too status (with strength and dosa{ MIWS Plus  15mg Tablets of M/s Weather fold
form) (Reg.#078489)
GMP status Last inspection report dated-23-2018 concluded that th

firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.
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39.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arecin 500mg Tablet

Composition

"Each Film Coated Tabl&ontains:
Clarithromycin. . €500mg"

Diary No. Date of R& | & fee

Dy. No 32434 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Antibiotic

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Refereni
Regulatory Authorities

BIAXIN of M/s Abbvie approved by USFDA

Me-too status (with strength and dosad
form)

Klarinor 500 mg Tablets by M/s Nortech Pharmaceuti
(Pvt) Ltd (Reg#077970)

GMP status

Last inspetion report dated 2P5-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

40.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National hdustrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arretin 0.4mg Capsule

Composition

"Each Capsule Contains:
Tamsul osi n HCI (as modi fi

Diary No. Date of R& | & fee

Dy. No 32452 dated 289-2018 Rs.20,00/- 24-09-2018

Pharmacological Group

Alpha 1 adrenergic receptor blocker

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Uripro 0.4mg Capsulévi/s Getz Pharma (Reg.#081040)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Source of pellet M/s Vision Pharmaceuticals, Islamabad

Decision: Approved.

41.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arepride 50mg Tablet

Composition

"Each Film Coated Tablet Contains:
Il topride Hydrochl ori deééhs

Diary No. Date of R& | & fee

Dy. No 32450 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Prokinetic

Type of Form Form5

Finished poduct Specifications Manufacturer specifications

Pack size & Demanded Price As per SRO

Approval status of product in Referen{ Ganaton of M/s Abbott Laboratories (PMDA) Jaf
Regulatory Authorities Approved

Me-too statugstrength& dosage form)

ITP of M/s Sami Pharmaceuticals

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionApproved with

i nnovatorb6s specificatio

42.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arestalo 10mg Tablet
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Composition

"Each Film Coated Tablet Contains:
Escital opram as Oxal ateél

Diary No. Date of R& | & fee

Dy. No 32444 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Antidepressant

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of produi Reference
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Zavesca tablet 10mg of Getz Pharma. (Reg.#045279)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP complia

Remarks of the Evaluatbr

Decision: Approved.

43.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrestat40mg Tablet

Composition

"Each Film Coated Tablet Contains:
Febuxostat éé40mg"

Diary No. Date of R& | & fee

Dy. No 32453 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Xanthine oxidase inhibitor

Type of Form Form5
Finished prodat Specifications Manufacturer specifications
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Febuxin by M/s AGP, Karachi (Reg. No. 081104)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionrApproved with

i nnovatorbs specificatio

44,

Name and address of manufacture
Applicant

"M/s Arreta Phamaceuticals Pvt Ltd. Plot No. 13, Street
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrimax-Beta 20mg Tablet

Composition

"Each Tablet Contains:
Piroxicam as Beta Cycl ode

Diary No. Date of R& | &fee

Dy. No 32432 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by ANSM of France

Me-too statugstrength& dosage form)

Achway Tablets of M/s Getz Pharma (Reg.#047355)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

45,

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrser 50mg Tablet

Composition

"Each Tabét Contains:
Levosul pirideéé50mg"

Diary No. Date of R& | & fee

Dy. No 32428 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Antipsychotics

Type of Form

Form5
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Finished product Specifications

Manufacturerés specificat

Pack sie & Demanded Price

As per SRO

Approval status of product in Referen:
Regulatory Authorities

Levidomed 50mg tablets of M/s Medochemie Ltd. appro
by AIFA of Italy.

Me-too statugstrength& dosage form)

Sulvoric 50mg of M/s HighQ, Karachi (Reg.#0J485)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionnApproved with

i nnovatord6s specificatio

46.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrser 100mg Tablet

Composition

"Each Tablet Contains:
Levosul pirideéél0OOmg"

Diary No. Date of R& | & fee

Dy. No 3243 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group Antipsychotics

Type of Form Form5

Finished product Specifications Manufacturerds specificat
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Reguhtory Authorities

Approved by AIFA of Italy

Me-too statugstrength& dosage form)

Scipride tablet 100mg M/s Getz Pharma

GMP status

Last inspection report dated -P8-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaltar"

DecisionnApproved with

i nnovatorbs specificatio

47.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrecam 7.5mg Tablet

Composition

"Each Film Coated Tablet Contains:
Mel oxi caméé?7. 5mg"

Diary No. Date of R& | & fee

Dy. No 32430 dated 2689-2018 Rs.20,00024-09-2018

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Referen{ Approved by USFDA

Regulatory Authorities

Me-too status (with strength and dosal MIWS 7.5 mg Tablets of M/s Weather fold
form) (Reg.#078486)

GMP status Last inspetion report dated 2852018 concluded that th

firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

48.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, Nationalindustrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Areco 500mcg Tablet

Composition

"Each sugar Coated Tablet Contains:
Mecobal aminé500mcg"

Diary No. Date of R& | & fee

Dy. No 32436 dated 289-2018 Rs.20,00024-09-2018

Pharnacological Group

Coenzyme type/Vitamin B12

Type of Form Form5
Finished product Specifications Manufacturero6s specificat
Pack size & Demanded Price As per SRO

Approval status of product in Referen

Regulatory Authorities

Approved by PMDA of dpan
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Me-too status (with strength and dosa
form)

Mecovit 500mcg Tablet of M/s Zumars Pharma (Pvt)
(Reg.# 057709)

GMP status

Last inspection report dated -P2-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evahtot

Firm had initially applied for film coated tablet, but up
communication of observations firm has submitted rev
form 5 for sugar coated tablets along with submission o
of Rs.5,000/vide deposit slip# 1929604 dated-@4-2019.

Decision: Approved with JP specificati

ons.

49.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrenin 10mg Capsule

Compoaosiion

"Each Hard Gelatin Capsule Contains:
| sotretinoin éé10mg"

Diary No. Date of R& | & fee

Dy. No 32439 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Retinoids

Type of Form Form5
Finished product Specifications Ma n u f a c tecificaian® s s p
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

9 Stability data as per directions of 278neeting of
Registration Board shall be submitted.

Decision: Deferred for submission
Registration Board.

ofstability data as per directions of 278 meeting of

50.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arecin 250mg Tablet

Composition

"Each Film Coated Taét Contains:
Clarithromycinéé?250mg"

Diary No. Date of R& | & fee

Dy. No 32443 dated 2689-2018 Rs.20,00024-09-2018

Pharmacological Group

Antibiotic

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

BIAXIN of M/s Abbvie approved by USFDA

Me-too status (with strength and dosa
form)

Klarinor 250 mg Tablets by M/s Nortech Pharmaceuti
(Pvt) Ltd (Reg#077969)

GMP status

Last insgection report dated 225-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

51.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, Nation& Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arripcin 500mg Tablet

Composition

"Each Film Coated Tablet Contains:
Ciprofloxacin as Hydrochl

Diary No. Date of R& | & fee

Dy. No 32445 dated 289-2018 Rs.2@00f 24-09-2018

Pharmacological Group

Fluoroquinolones, Antibiotic

Type of Form Form5
Finished product Specifications USP Specifications
Pack size & Demanded Price As per SRO
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Approval status of product in Refereni
Regulatory Authorities

Ciprofloxacin tablets 500mg of M/s Special Conc
Development (UK MHRA Approved)

Me-too statugstrength& dosage form)

Axcin Tablets 500mg of M/s Novartis Pharmaceuticals

GMP status

Last inspection report dated-23-2018 concluded that th
firm was fourd to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

52.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage FormStrength

Arrenin 20mg Capsule

Composition

Each Hard Gelatin Capsule Contains:
|l sotretinoin éé20mg"

Diary No. Date of R& | & fee

Dy. No 32437 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Retinoids

Type of Form Form5
Finishedproduct Specifications Manufacturerds specificat
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

GMP status

Last inspection repodated 2205-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

9 Stability data as per directions of 278&neeting of
Registration Board shall be submitted.

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

Registration Board.

53.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arripcin 250mgTablet

Composition

"Each Film Coated Tablet Contains:
Ciprofloxacin as Hydrochl

Diary No. Date of R& | & fee

Dy. No 32433 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Fluoroquinolones, Antibiotic

Type of Form Form5
Finished product Specifications USP Specifications
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Axcin Tablets 250mg of M/s NovastPharmaceuticals

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

54.

Name and address of manufacture
Applicant

"M/s Arreta PharmaceuticaRvt Ltd. Plot No. 13, Street-N
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arredol 500mg Tablets

Composition

"Each Tablet Contains:
Paracetamol éé500mg"

Diary No. Date of R& | & fee

Dy. No 32440 dated 289-2018 Rs.20,000/24-09-2018

Pharmacological Group Analgesic & Antipyretic
Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price As per SRO

Approval status of product in Referen:

Regulatory Authorities

Approved by MHRAof UK
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Me-too statugstrength& dosage form)

Paracetamol 500mg tablet of M/s Sidaeg# 008731)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

55.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrecox 60mg Tablets

Composition

"Each Film Coated Tabl&ontains:
Etoricoxi béé6Oomg"

Diary No. Date of R& | & fee

Dy. No 32441 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

NSAID

Type of Form Form5
Finished product Specifications Manufactureros specificat
Pack size & Demanded iPe As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Etoria 60mg Table of M/s Hygeia Pharmaceutica
Islamabad (Reg.# 080818)

GMP status

Last inspectiorreport dated 2P5-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionnApproved with

i nnovatorbs specificatio

56.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot N@®, Street N
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrenox 4mg Tablet

Composition

"Each Film Coated Tablet Contains:
Lornoxi caméédmg"

Diary No. Date of R& | & fee

Dy. No 32447 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Anti-inflammatory

Type of Form Form 5
Finished product Specifications Manufacturers specification
Pack size & Demanded Price as per SRO

Approval status of product in Referen
Regulatory Authorities

Xefo 4 mg Fimtabletten by M/s Takeda Pharma AG,
(Swiss Medic approved)

Me-too status (with strength and dosa
form)

Acabel 4mg Tablet by M/€ontinental Pharma
(Reg N0:061603)

GMP status

Last inspection report dated -P8-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

DecisionnApproved with

i nnovatorb6s specificatio

57.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone,&vat, Rawalpindi"

Brand Name +Dosage Form + Streng

Aremeb MR Capsule

Composition

"Each Modified Release Capsule Contains:
Mebeverine HCI (as modified release pellets) eq.
Mebeverine éé 200mg"

Diary No. Date of R& | & fee

Dy. No 32442 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Antispasmodic

Type of Form Form5
Finished product Specifications Manufacturer specifications
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authoritie

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Berrin 200 mg Capsules of M/s Focus &RU

Pharmaceuticals, (Reg.#066660)
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GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant

Remarks of the Evaluatbr

Source of pellets: M/s Vision Pharmaceuticals, Islamaba

Decision: Approved with innovatords speci f
58.| Name and address of manufacture| "M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
Applicant 5, Natbnal Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrser 25mg Tablet

Composition

"Each Tablet Contains:
Levosul pirideéé25mg"

Diary No. Date of R& | & fee

Dy. No 32427 dated 289-2018 Rs.20,00024-09-2018

Pharmacologial Group Antipsychotics

Type of Form Form5

Finished product Specifications Manufacturerodos specificat
Pack size & Demanded Price As per SRO

Approval status of product in Refereni
Regulatory Authorities

Approved by AIFA of Italy.

Me-too statis (strength& dosage form)

Sulvoric 25mg of M/s HiglQ, Karachi (Reg.#070484)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Deci sion: Appr ows

cifiation.h i nnovator 6

59.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arrenox 8mg Tablet

Composition

"Each Film Coged Tablet Contains:
Lornoxi caméé8mg"

Diary No. Date of R& | & fee

Dy. No 32449 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Anti-inflammatory

Type of Form Form 5
Finished product Specifications Manufacturers specification
Packsize & Demanded Price as per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by EMA

Me-too statugstrength& dosage form)

Recam Tablet 8 mg by M/s Regal Pharma (Reg.#08195

GMP status

Last inspection report dated -R8-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Deci sion: Approved with innovatords speci f
60.| Name and address of manufacture| "M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
Applicant 5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Arretil 10mg Tablet

Composition

"Each Film Coated Tablet Contains:
Domperi done Mal eate Eq. t

Diary No. Date of R& | & fee

Dy. No 32448 dated 289-2018 Rs.20,0060/24-09-2018

Pharmacological Group

Peripheral dopamine receptor antagonist

Type of Form Form 5
Finished product Specifications BP
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Kohidone 10mg Tablet of M/s Kohs Pharmaceuticals (
Ltd. (Reg.# 070705)

GMP status

Last inspection report dated-23-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.
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61.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Pooston Fod Tablet

Composition

"Each Tablet Contains:
Mef enami c Aci d. . €500mg"

Diary No. Date of R& | & fee

Dy. No 32431 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

NSAID

Type of Form Form 5
Finished product Specifications BP
Pack sie & Demanded Price as per SRO

Approval status of product in Refereni
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Inflanil Forte Tablets of M/s Vision Pharma (R.# 033761

GMP status

Last inspection report tied 2205-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Decision: Approved.

62.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial ZoneéRawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Runnac SR 100mg Tablet

Composition

"Each sustained release tablet contains:
Diclofenac Sodium é..¢é100

Diary No. Date of R& | & fee

Dy. No 32431 dated 289-2018 Rs.20,00024-09-2018

Phamacological Group

NSAID

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price as per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Sintral SR Tablets 100mg of MINeomedix(R.# 081413)

GMP status

Last inspection report dated -P8-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Firm had initially applied for enteric coated tablet, but u
communication of observations firm has submitted revi
form 5 for sustained release tablets along with submissig
fee of Rs.5,000/Nide deposit slip# 1929605 dated-242019

Decision: Approved.

63.

Name and address of manufacture
Applicant

"M/s Arreta Pharmaceuticals Pvt Ltd. Plot No. 13, Stree
5, National Industrial Zone, Rawat, Rawalpindi"

Brand Name +Dosage Form + Streng

Aremeb 135mg Tablet

Composition

"Each Film coated Tablet Contains:
Mebeverine HCI éé135mg"

Diary No. Date of R& | & Ee

Dy. No 32455 dated 289-2018 Rs.20,00024-09-2018

Pharmacological Group

Antispasmodic

Type of Form Form 5
Finished product Specifications BP
Pack size & Demanded Price as per SRO

Approval status of product in Referen
Regulatory Authories

Approved b MHRA of UK

Me-too statugstrength& dosage form)

Colofac Tablets of M/s Abbott Labs. (Re@@®6652

GMP status

Last inspection report dated -8-2018 concluded that th
firm was found to be GMP compliant.

Remarks of the Evaluatbr

Firm had initially applied for enteric coated tablet, but u
communication of observations firm has submitted rev
form 5 for film coated tablets along with submission of

of Rs.5,000/vide deposit slip# 1929603 dated-@4-2019.

Decision: Approved.
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64.

Name and address of manufacture
Applicant

"M/s Medicraft Pharmaceuticals Pvt Ltd. 1B6 Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

Brand Name +Dosage Form + Streng

Citramed 5mg Tablet

Composition

"Each Film Coated Tablet Contains:
Levocetirizine dihydrochl

Diary No. Date of R& | & fee

Dy. No 32336 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group

Antihistamine.

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price 1 0 &Rs. 63.25/ 30606 s; Rs . 165.

Approval status of product in Refereni
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Invocet tablet by M/s Aries Pharma (Reg.#078437)

GMP status

Last inspection mgort dated30-01-2018, concluding a
under:

ARThe management of the f
continuous improvement in the light of observation at
time of inspection, documents reviewed and representd
of the firm commitment the firm may be idered to be
operative in good level of cGMP compliand¢owever it
was an old facility. Overall space is limited, workload
heavy due to heavy production for local and exj
purposes, the firm should plan for modification and
shifting to wide arean future. They were also advised
arrange more fire extinguishers and improve emergs
exits in the building. They should also make a di
connection with fire brig

Remarks of the Evaluatbr

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

65.

Name and address of manufacture
Applicant

"M/s Medicraft Pharmaceuticals Pvt Ltd. 1B6 Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

Brand Name +Dosage Form + Streng

Medipride 2mg Bblet

Composition

"Each Tablet Contains:
Gl i mepiride. .. é2mg"

Diary No. Date of R& | & fee

Dy. No 32335 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group

Antidiabetic

Type of Form Form5
Finished product Specifications USP
Pack sie & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Amarox 2mg Tablet of M/s Lisko Karachi (Reg.# 08033

GMP status

Same as above case

Remarls of the Evaluatdr

Decision: Deferred for updated status

of GMP of the firm from QA & LT division.

66.

Name and address of manufacture
Applicant

"M/s Medicraft Pharmaceuticals Pvt Ltd. 1B6 Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

BrandName +Dosage Form + Strengt

Deslort 5mg Tablet

Composition

"Each Film Coated Tablet Contains:
Desl oratadineé. . 5mg"

Diary No. Date of R& | & fee

Dy. No 32334 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group

Antihistamine

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK
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Me-too status (with strength and dosa
form)

Desdine 5mg Tablet of M/s M/s Hg Pharmaceuticals
Islamabad (Reg.# 080821)

GMP status

Same as above case

Remarks of the Evaluatbr

Decision: Deferred for updated status

of GMP of the firm from QA & LT division.

67.

Name and address of manufacture
Applicant

"M/s Medicraft Plarmaceuticals Pvt Ltd. 128, Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

Brand Name +Dosage Form + Streng

Antifung 250mg Tablet

Composition

"Each Tablet Contains:

Terbinafine HCI 250mg"
Diary No. Date of R& | & fee Dy. No 32333 dated 209-2018 Rs.20,000/27-09-2018
Pharmacological Group Antifungal
Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per PRC

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosal Neoterbin  Tablets 250mg by M/s Neome(
form) Pharmaceuticals, IslamabdReg.# 081411)
GMP status Same as above case

Remarks of the Evaluatbr

Decision: Deferred for updated status

of GMP of the firm from QA& LT division.

68.

Name and address of manufacture
Applicant

"M/s Medicraft Pharmaceuticals Pvt Ltd. 1B6 Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

Brand Name +Dosage Form + Streng

Lornomed 8mg Tablet

Composition

"Each Film Coated Tabl&ontains:
Lornoxi camé8mg"

Diary No. Date of R& | & fee

Dy. No 32332 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group

Anti-inflammatory

Type of Form Form 5
Finished product Specifications Manufacturers specification
Pack size & Demaded Price 1006 s; As per PRC

Approval status of product in Referen:
Regulatory Authorities

Approved by EMA

Me-too status (with strength and dosa
form)

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

GMP status

Same as above case.

Remarks of the Evaluatbr

Decision: Deferred for updated status

of GMP of the firm from QA & LT division.

69.

Name and address of manufacture
Applicant

"M/s Medicraft Pharmaceuticals Pvt Ltd. 1B6 Indstrial
Estate, Hayatabad, Peshawar, Pakistan"

Brand Name +Dosage Form + Streng

Clopem 200mg/ml Injection

Composition

"Each 1ml Ampoule Contains:
Zucl opent hi xol decanoateé

Diary No. Date of R& | & fee

Dy. No 32331 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group

Anti-inflammatory

Type of Form Form 5
Finished product Specifications BP
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too status (with strength and dosa
form)

Zuphen Injecon 200mg by M/s Standpharm Pakista
(Reg.#074299)

GMP status

Same as above case.

Remarks of the Evaluatbr

Decision: Deferred for updated status

of GMP of the firm from QA & LT division.
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70.

Name and address of manufacture
Applicant

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triangl
Kahuta Road, Islamabad"

Brand Name +Dosage Form + Streng

V-Met 50mg/1000mg Tablet

Composition

"Each Film Coated Tablet Contains:
Vidagliptiné. . 50mg
Met formin HCI|I €€61000mg"

Diary No. Date of R& | & fee

Dy.No 28458 dated 208-2018 Rs.20,00015-08-2018

Pharmacological Group

Antihyperglycemic agent

Type of Form

Form5

Finished product Specifications

Manufacturer specifications

Pack size & Demanded Price

As recommended by PRC

Approval status of mduct in Reference
Regulatory Authorities

Approved by TGA of Australia

Me-too statugstrength& dosage form)

Vilget-M 50mg+1000mg Tablet M/s Getz

GMP status

Firm has submitted copy of GMP inspection ref
conducted 018 & 23-04-201%oncluded as wuiter:

fiBased on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s Bio Labs Pvt Ltd was considered to
operating at a reasonably acceptable compliance with (
as of today as per the DrugstAd976 and DRAP, Act
2012 and rules framed the

Remarks of the Evaluatbr

Finished products specifications have not been submittg

Decision: Deferred for updated status

Board directed thefirm to submit Finished products specifications.

of GMP of the firm from QA & LT division. Moreover

71.

Name and address of manufacture
Applicant

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triang
Kahuta Road, Islamabad"

Brand Name +Dosage Form + Streng

V-Met 50mg/850mg Tablet

Composition

"Ead Film Coated Tablet Contains:
Vi dagliptiné50mg
Met formin HCI éé6850mg"

Diary No. Date of R& | & fee

Dy. No 28457 dated 208-2018 Rs.20,000/15-08-2018

Pharmacological Group

Antihyperglycemic agent

Type of Form

Formb

Finished product Specificains

Manufacturer specifications

Pack size & Demanded Price

As recommended by PRC

Approval status of product in Referen
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Galvus Met by Novartis Pharma, Pakistan

GMP status

Firm has submitted copy of GMP inspection ref
conducted 08 & 23-04-201%oncluded as under:

fiBased on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s Bio Labs Pvt Ltd was residered to bg
operating at a reasonably acceptable compliance with (
as of today as per the Drugs Act, 1976 and DRAP,
2012 and rules framed the

Remarks of the Evaluatbr

Finished products specifications have not been submittg

Decigon: Deferred for updated status

Board directed the firm to submit Finished products specifications.

of GMP of the firm from QA & LT division. Moreover

72.

Name and address of manufacture
Applicant

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triang
Kahuta Road, Islamabad"

Brand Name +Dosage Form + Streng

Newgaba 100mg Capsule

Composition

"Each Capsule Contains:
Pregabalinél00mg"

Diary No. Date of R& | & fee

Dy. No 28456 dated 208-2018 Rs.20,00015-08-2018

Pharmacological Group

Anti-epleptics
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Type of Form

Form5

Finished product Specifications

Manufacturer specifications

Pack size & Demanded Price

As recommended by PRC

Approval status of product in Refereni
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Gabica 100mg Capsule by M/s Getz Pharma (Reg#047

GMP status

Firm has submitted copy of GMP inspection ref
conducted o8 & 23-04-201%oncluded as under:

fiBased on the areas inspected, the people met an
documents reviewed, andrsidering the findings of th
inspection M/s Bio Labs Pvt Ltd was considered to
operating at a reasonably acceptable compliance with
as of today as per the Drugs Act, 1976 and DRAP,
2012 and rules framed the

Remarks of the Evaluatb

Finished products specifications have not been submitte

Decision: Deferred for updated status

Board directed the firm to submit Finished products specifications.

of GMP of the firm from QA & LT division. Moreover

73.

Name and address of manufactufe
Applicant

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triang
Kahuta Road, Islamabad"

Brand Name +Dosage Form + Streng

Cef-B 90mg/5ml Dry Suspension

Composition

"Each 5ml Contains:
Ceftibuten as di hydrateé?9

Diary No. Date of R& | & fee

Dy. No 28454 dated 208-2018 Rs.20,000/15-08-2018

Pharmacological Group

Anti-biotic

Type of Form

Form5

Finished product Specifications

Manufacturer specifications

Pack size & Demanded Price

As recommended by PRC

Approval status of product iReference
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Zinir 90mg/5ml Suspension by M/s S.J&G Kara

(Reg.#080999)

GMP status

Firm has submitted copy of GMP inspection ref
conducted o8 & 23-04-201%oncludedas under:

fiBased on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s Bio Labs Pvt Ltd was considered to
operating at a reasonably acceptable compliance with
as of today as per the s Act, 1976 and DRAP, Ac
2012 and rules framed the

Remarks of the Evaluatbr

Finished products specifications have not been submitte

Decision: Deferred for updated status

Board directed the firm to submit Finished products specifications.

of GMP of the firm from QA & LT division. Moreover

74.

Name and address of manufacture
Applicant

"M/s Bio Labs Pvt Ltd. Plot # 145, Industrial Triang
Kahuta Road, Islamabad"

Brand Name +Dosage Form + Streng

Newgaba 50mg Capsule

Composition

"Each Capsule Contains:
Pregabal i né50mg"

Diary No. Date of R& | & fee

Dy. No 28455 dated 208-2018 Rs.20,000/15-08-2018

Pharmacological Group

Anti-epileptics

Type of Form

Form5

Finished product Specifications

Manufacturer specifications

Packsize & Demanded Price

As recommended by PRC

Approval status of product in Referen:
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Gabica 50mg Capsule by M/s Getz Pharma (Reg#0487

GMP status

Firm has submitted @y of GMP inspection repol
conducted 018 & 23-04-2019concluded as under:
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fiBased on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s Bio Labs Pvt Ltd was considered to
operating at agasonably acceptable compliance with G
as of today as per the Drugs Act, 1976 and DRAP,
2012 and rules framed the

Remarks of the Evaluatbr

Decision: Deferred for updated status

Board directed the firm to submit Finished products specifications.

of GMP of the firm from QA & LT division. Moreover

75.

Name and address of manufacture
Applicant

M/s City Pharmaceuticl Laboratories Plot no.-A21-5,
Sector 5, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Polymal100mg Tablet

Composition

Each tablet contains:
Iron (Ill) hydroxide polymaltose complex equivalent
El ement al Il ron ¢é. 100 mg

Diary No. Date of R& | & fee

Dy. No 30053 dated 069-2018 Rs.20,00006-09-2018

Pharmacological Group

Used in the trdment of iron deficiency/iron deficiel
anaemia

Type of Form Form5

Finished product Specifications Manufacturer specifications

Pack size & Demanded Price As per SRO

Approval status of product in Referen{ N/A

Regulatory Authorities

Me-too stats (with strength and dosag Chooz 100mg Tablets of M/s Weather Fo
form) Pharmaceutical¢Reg# 060135)

GMP status Firm has submitted copy of GMP inspection ref

conducted on 0¥3-2019 concluding satisfactory level ¢
GMP compliance

Remarks othe Evaluatdf

Decision:Regi strati on

preparations are not considered as drug by various reference regulatory authorities

Board approved the case

76.

Name and address of manufacture
Applicant

M/s City Pharmeeuticl Laboratories Plot no. & 1-5,
Sector 5, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Flip IM 1gm Injection

Composition

Each Vial Contains:
Ceftriaxone as sodiuméé 1

Diary No. Date of R& | & fee

Dy.No 30049 date@6-09-2018 Rs.20,00006-09-2018

Pharmacological Group

Cephalosporin

Type of Form Form 5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Approved by USFDA

Me-too statugstrength& dosage form)

Amcef Injection of M/s Linear Pharma (Reg.# 075343)

GMP status

Firm has submitted copy of GMP inspection ref
conducted on 0©3-2019 concluding satisfactory level ¢
GMP compliancé

Remarks of the Evaluatbr

Decision: Approved.

77.

Name and address of manufacture
Applicant

M/s City Pharmaceuticl Laboratories Plot no.-A21-5,
Sector 5, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

Boxin 20mg Tablet

Composition

Each Tablet Gntains:
Piroxicam as Piroxicam Be

Diary No. Date of R& | & fee

Dy. No 30047 dated 069-2018 Rs.20,00006-09-2018

Pharmacological Group

NSAID

Type of Form

Form5
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Finished product Specifications

USsP

Pack size & Demanded iEe

As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by ANSM of France

Me-too statugstrength& dosage form)

Achway Tablets of M/s Getz Pharma (Reg.#047355)

GMP status

Firm has submitted copy of GMP inspection aef
conducted on 0¥3-2019 concluding satisfactory level ¢
GMP compliancé

Remarks of the Evaluatbr

Decision: Approved.

78.

Name and address of manufacture
Applicant

M/s City Pharmaceuticl Laboratories Plot no.-A21-5,
Sector 5, Korangi Indiirial Area, Karachi.

Brand Name +Dosage Form + Streng

Telpram 10mg Tablet

Composition

Each Tablet Containg
Escital opram as Escital op

Diary No. Date of R& | & fee

Dy.No 30052 dated 069-2018 Rs.20,00006-09-2018

Pharmacologial Group

Antidepressant

Type of Form Form5
Finished product Specifications USP
Pack size & Demanded Price As per SRO

Approval status of product in Referen:
Regulatory Authorities

Approved by MHRA of UK

Me-too statugstrength& dosage form)

Zavesca tablet 10mg of Getz Pharma. (Reg.#045279)

GMP status

Firm has submitted copy of GMP inspection ref
conducted on 0©3-2019 concluding satisfactory level ¢
GMP compliance

Remarks of the Evaluatbr

Decision: Approved.

79.

Name and addrssof manufacturer |
Applicant

M/s City Pharmaceuticl Laboratories Plot no.-A21-5,
Sector 5, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng

PolymalP 100/0.5 mg Tablet

Composition

Each Tablet Contains:

Iron (lll)hydroxide polynaltose complex equivalent to
El ement al Il ron ¢é. 100 mg
Folic acid é€.. 0.5mg

Diary No. Date of R& | & fee

Dy. No 30054 dated 669-2018 Rs.20,00006-09-2018

Pharmacological Group

Haematinics

Type of Form Form5

Finished product Specifications Manuf acturer 6s specificati
Pack size & Demanded Price As per SRO

Approval status of product in Referen{ N/A

Regulatory Authorities

Me-too statugstrength& dosage form)

HaemotytF Tablets of Noa Hemis, Karachi. (R# 042284

GMP status

Firm has sbmitted copy of GMP inspection repq
conducted on 0©3-2019 concluding satisfactory level ¢
GMP compliance

Remarks of the Evaluatbr

Decision: Regi strati on

preparations are not @nsidered as drug by various reference regulatory authorities

Board approved the case

80.

Name and address of manufacture
Applicant

M/s City Pharmaceuticl Laboratories Plot no.-A21-5,
Sector 5, Korangi Industrial Area, Karachi.

Brand Name +Dosage Form + Streng|

Taldin 15/25 mg Tablet

Composition

Each Tablet Contains:
Propypheddmmpneé
Caf f eéiénéeéé25mg
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Diary No. Date of R& | & fee

Dy.No 30050 dated 069-2018 Rs.20,00006-09-2018

Pharmacological Group

Pyrazolone analgesic

Type of Form Form 5
Finished poduct Specifications Manufacturer specifications
Pack size & Demanded Price As per SRO

Approval status of product in Referen
Regulatory Authorities

Me-too statugstrength& dosage form)

Qutalidon Tablets of Genome Pharma. (Reg.# 064005)

GMP status

Firm has submitted copy of GMP inspection ref
conducted on 0¥3-2019 concluding satisfactory level ¢
GMP compliancé

Remarks of the Evaluatbr

International availability in reference regulatory authorit
of applied formulation could ndite confirmed.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities/agencies which were adopted by the Registration Board in its 278neeting.

b. Deferred cases
81. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.
Applicant

Brand Name +Dosage Form + Streng

Valpine 5/160 tablet

Composition

Each film coated tablet contains:
Aml odi pine (as besyl at e)
Val sartan é. 160mg

Diary No. Date of R& | & fee

Dy. No. 226508-12-2016; Rs.20,000(08-12-2016)

Pharmacological Group

Anti-hypertensive

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 70s; Rs1UD6/, RBOs2Z24Rs. 4

Approval status of product in Referen
Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Amlodine Tablet 5/160 of Pharr

(Reg.#081932)

M/s Jupiter

GMP status

Copy of cGMP panel inspection, dat&B-2018, 049-

2018 & 2211-2018 recommending as under:

iThe 0 b s e r v duririg otines inspeatidne de
di scussed at | ength with

advised to rectify the shortcomings and submit complig
report. o

Previous Remarks of the Evaluator.

T Master formul ation i ncl
whereas ref@ance product approved by USFDA
MHRA contains Valsartan in pure form onl
Clarification is required in this regard.

1 Upon communication of above observations firm
submitted revised master formulation contagn
Valsartan as base form only.

PreviousDecision

Registration board in its 288 meeting deferred fo
submission of fee for revision of formulation and
updated status of GMP of the firm from QA & LT Divisid
as inspection report submitted by firm does not conc
GMP compliant status.

Evaluation by PEC

Firm has submitted fee of Rs. 5,0006r revision of
formulation vide deposit slip# 0759250 dated(B32019.
Moreover firm has agaireferred to their inspection repg
dated 078-2018, 049-2018 & 2211-2018, wherein faif
level of complance, was concluded and also
resumption of production in the Liquid Injectable sect

(general) was recommended.

Decision: Approved.
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82. | Name and address of manufacture M/s Pharmedic Lab., 156 Km, Multan Road Lahore.

Applicant

Brand Name +Dogge Form + Strength| Valpine tablet

Composition Each film coated tablet contains:

Aml odi pine (as besyl at e)
Val sartan éé.. 60mg

Diary No. Date of R& | & fee Dy. No. 2259; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group Anti-hypertense

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 70s; Rs184668fk RSB.0OSZ50Rs. 5

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

Regulatory Authorities.

Me-too status Amlodine Tablet 10/160 of M/s Jupiter Pharn
(Req.#081933)

GMP status Copy of cGMP panel inspection, dated-@#2018, 04
09-2018 & 2211-2018 recommending as under:
AThe observations not ed
di scussed at | engt mtandittwas
advised to rectify the shortcomings and submit complia
report. o

Previous Remarks of the Evaluator. | Master formulation i ncl

whereas reference product approved by USFDA
MHRA contains Valsartan in pure form lgn
Clarification is required in this regard.

T Upon communication of above observations firm
submitted revised master formulation contain
Valsartan as base form only.

Previous Decision Registration board in its 288 meeting deferred fo
submissionof fee for revision of formulation and fq
updated status of GMP of the firm from QA & LT Divisi
as inspection report submitted by firm does not conc
GMP compliant status.

Evaluation by PEC Firm has submitted fee of Rs. 5,0006r revision of
formulation vide deposit slip# 0759249 dated(B32019.
Moreover firm has agaireferred to their inspection repg
dated 078-2018, 049-2018 & 2211-2018, wherein fair
level of compliance, was concluded and also
resumption of production in the Liquidhjectable sectior
(general) was recommended

Decision: Approved.

83. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng

Valpine 5/80 tablet

Composition

Each film coated tabt contains:
Aml odi pine (as besyl at e)
Val sartan éé. 8 0 mg

Diary No. Date of R& | & fee

Dy. No. 2261; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group

Anti-hypertensive

Type of Form Form 5

Finished product Specification USP

Packsize & Demanded Price 760s; - Rs1lPBY: RB.6sL:80Rs. 34
Approval status of product in Referen{ Approved by MHRA of UK

Regulatory Authorities.

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

(Reg.#081931)

GMP status

Copy of 6GMP panel inspection, dated -03-2018, 04
09-2018 & 2211-2018 recommending as under:
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AThe observations not ed
di scussed at | ength with
advised to rectify the shortcomings and submit complia
report. o

Previous Remarks of the Evaluator.

T Master formulation incl
whereas reference product approved by USFDA
MHRA contains Valsartan in pure form onl
Clarification is required in this regard.

T Upon communication of abovebservations firm ha
submitted revised master formulation contain
Valsartan as base form only.

Previous Decision

Registration board in its 288 meeting deferred fo
submission of fee for revision of formulation and
updated status of GMP ofaHirm from QA & LT Division
as inspection report submitted by firm does not conc
GMP compliant status.

Evaluation by PEC

Firm has submitted fee of Rs. 5,0006r revision of
formulation vide deposit slip# 0759255 dated(B32019.
Moreover firm hasagainreferred to their inspection repg
dated 078-2018, 049-2018 & 2211-2018, wherein fail
level of compliance, was concluded and also
resumption of production in the Liquid Injectable sect
(general) was recommended

Decision: Approved.

Following case of M/s Pharmedic Lab.,-16 Km, Multan Road Lahore were presented in'28@eting of

Regi stration
QA & LT Division as inspection report submitted by fir m d o e s

Boar d,

w h e r e fomupdatédestatis @feGMB of the firne form ¢
not conclude

Now the firm has again referred to their inspection report date82DA8, 049-2018 & 2211-2018,
wherein fair level of compliance, was concluded and also the resumption of production in the
Injectable sction (general) was recommended.

84. | Name and address of manufacture M/s Pharmedic Lab., 156 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng] Stevia taket 100mg

Composition Each film coated tablet contains:
Sitagliptin (as phosphat g

Diary No. Date of R& | & fee Dy. No. 2258; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group Anti-diabetic

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 106s; -Rs2 BOD: Rs4.6s6-0 0R/s . Z

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

Regulatory Authorities.

Me-too status Duvel 100mg Tablet of M/s Martin Dow Lt
(Req.#079616)

GMP status Copy of cGMP panel inspection dated-82018, 049-
2018 & 2211-2018 recommending as under:
AThe observations not ed
di scussed at l engt h with
advised to rectify theh®rtcomings and submit compliar
report. o

Remarks of the Evaluator.

Decision: Approved.

85. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng

SteviaM tablet 50/500mg

Composition

Each film coated tablet contains:
Sitagliptin (as phosphat €
Met formin hydrochl ori de §
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Diary No. Date of R& | & fee

Dy. No. 2257; 0812-2016; Rs.20,009(08-12-2016)

Pharmacological Group

Anti-diabetic

Type of Form Form 5
Finished product Specification Manufacturer specification
Pack size & Demanded Price 106s; - Rs20®bD:] Rs4.60s300R/s. 2

Approval status of product in Referen
Regulatory Authorities.

Approved by USFDA

Me-too status

Treviamet 50mg/500mg Tablets by M/s GETZ Phat
Pakistan (Reg# 055443)

GMP status

Copy of cGMP panel inspection, dated-@%2018, 0409
2018 & 2211-2018 recommending as under:

AThe observations not ed
discussed at length witlhhte f i r m6s man a
advised to rectify the shortcomings and submit compli
report. o

Remarks of the Evaluator.

1 In contrary to approved by reference agencies/ autho
wherein the applied formulation is contains Metforn
hydrochloride eqal to 500mg, while you have appli¢
for Metformin as hydrochloride equal to 500mg
Metformin. Clarification is required in this regard.

9 Upon communication of above observations firm
submitted revised master formulation contain
Metformin hydrochloide equal to 500mg

Decision: Approved.

86. | Name and address of manufacture M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng] Stevia tablet 25mg

Composition Each film coated tablet contains:
Sitaglipth  (as phosphate monoh

Diary No. Date of R& | & fee Dy. No. 2263; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group Anti-diabetic

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 100s 50-FRs2 Q06 s;, RsA.0s3FHFOORSs. 7

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

Regulatory Authorities.

Me-too status Duvel 25mg Tablet by M/s Martin Dow Ltd. Karac
(Reg# 079614)

GMP status Copy of cGMP panel inspection, tdd 78-2018, 49-2018
& 22-11-2018 recommending as under:
iAThe observations not ed
di scussed at I ength with
advised to rectify the shortcomings and submit complig
report. o

Remarks of the Evaator.

Decision: Approved.

87. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng

SteviaM tablet 50/2000mg

Composition

Each film coated tablet contains:
Sitagliptin(asposphat e monohydr a
Met formin hydrochl ori de §

Diary No. Date of R& | & fee

Dy. No. 2262; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group

Anti-diabetic

Type of Form Form 5
Finished product Specification Manufacturer spafication
Pack size & Demanded Price 100s; -Rs20®BD;: RA.0sF50Rs. 7
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Approval status of product in Referen
Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Tagipmet 50/1000 Tablets by M//s. Highnoon Laboratoi
(Reg.# 059787)

GMP status

Copy of cGMP panel inspection, dated-@%2018, 0409
2018 & 2211-2018 recommending as under:

AThe observations not ed
di scussed at l engt h with
advised to rectify theh®rtcomings and submit compliar
report. o

Remarks of the Evaluator.

T In contrary to approved by the referen
agencies/authorities wherein the applied formulatio
contains Metformin hydrochloride equal to 1000n
while you have applied for Metformirsdydrochloride
equal to 1000mg of Metformin. Clarification
required in this regard.

1 Upon communication of above observations firm
submitted revised master formulation contain
Metformin hydrochloride equal to 1000mg

Decision: Approved within n o v a t

oré6s specification.

88. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng] Stevia tablet 50mg

Composition Each film coated tablet contains:
Sitagliptin (as phosphate morhy dr at e) éé

Diary No. Date of R& | & fee Dy. No. 2260; 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group Anti-diabetic

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 106s; -Rs20&8B9DH Rs4.60s36 Rs. 2

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

Regulatory Authorities.

Me-too status Duvel 50mg Tablet by M/s Martin Dow Ltd. (Reg#0796]

GMP status Copy of cGMP panel inspection, dated-@%2018, 0409
2018 &22-11-2018 recommending as under:
iAThe observations not ed
di scussed at I ength with
advised to rectify the shortcomings and submit compli
report. o

Remarks of the Evaluator.

Decision: Approved.

89. | Name and address of manufacture| M/s Pharmedic Lab., 256 Km, Multan Road Lahore.

Applicant

Brand Name +Dosage Form + Streng

Moflox tablet 400mg

Composition

Each film coated tablet contains:
Moxi fl oxacin (as hydrochl

Diary No. Date of R& | & fee

Dy. No. 2264, 0812-2016; Rs.20,000(08-12-2016)

Pharmacological Group

Antibiotic

Type of Form Form 5
Finished product Specification Manufacturerds specificat
Pack size & Demanded Price 1 x 56s-; Rs. 475/

Approvalstatus of product in Referen
Regulatory Authorities.

Approved by MHRA of UK

Me-too status

Navelox Tablets 400mg by M/s Navegal Laborato
(R#068237)

GMP status Copy of cGMP panel inspection, dated@%2018, 0409
2018 & 2211-2018 recommendings under:
NnThe observations not ed
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di scussed at I ength with
advised to rectify the shortcomings and submit complig
report. o

Remarks of the Evaluator.

Decision: Approve

ecification h i nnovatorés sp

90.

Name and address of manufacture
Applicant

M/s AGP Limited B23-C S.I.T.E., Karachi °
Contract Manufactured by:M/s Seraph Pharmaceutice
Plot # 210, Industrial Triangle Kahuta, Road Islamabad

Brand Name +Dosage Form + Streng

Neogene g IV Injection

Composition

Each vial Contains:
Ceftriaxone (as Sodium)...2gm

Diary No. Date of R& | & fee

Dy. No. 18780: 23.05.201Bs. 50,0004 22.05.2018

Pharmacological Group

Third-generation cephalosporins

Type of Form Form 5
Finished prodat Specification USP
Pack size & Demanded Price 16s: as per PRC

Approval status of product in Referen
Regulatory Authorities.

Ceftriaxone 2 g powder for solution for injection/infusig
MHRA approved

Me-too status

Cefast 2g Injection .V. Reg. N82281

GMP status

AGP: GMP granted on the basis of inspection dz
16.10.2018.

Seraph PharmaGMP certificate issued othe basis of
inspection dated 11.06.2018

Remarks of the Evaluator.

1 The firm initially applied for contract manufacturing
UDL Pharmaceuticals. Later on, the firm updated F(
5 dated 1@6-2019, wherein the manufactured has b
changed to Seraph Pharmaceuticals.

T The firm M/s AGP Limited has submitted list of
products, out of which they have claimed 08 appro
already productand 01 product applied for conts
manufacturing by AGP Limited

1 The firm M/s AGP Limited submitted copy of contre
manufacturing agreement between the applicant
manufacturer.

Previous Decision

Registration Board in its 290 meeting deferred fo
submission of dossier on CTD format.

Evaluation by PEC

The firm has requested as under:

Al nitial regi strat i o0820t8ms
contact manufacture from UDL Pharma Karachi but
2018 UDL, stopped manufacturing & apply for t
cancelation of their DML, in this situation we request
change the status of contract manufacturing from M/s |
to M/s Seraph pharmaceuticals Islamabad.

In the | ight of Cdriediandrewssion
in submitted applications on form 5 / 5A 5D for
regi str at idaing the 291 Registrgti®r Boar(
Meeting, it is requested to please consider our case 0
base of submitted dossier on@22 0 1 8 . 0

Moreover firm has also submitted fee of Rs. 5,000de
deposit slip# 0781952 dated-R9-2019 forthe change in
manufacturer.

Decision: Registration Board deliberated that the decision 0291 Board Meeting regarding

fiCorrection / revision in submitted applications onForm 5/

5A |/ 5D for r

is not applicable for the cases wherein change of manufacturer is involved as variation. Hen
Board deferred the case for submission of application on ForsBF as firm has submitted

application after 7" March 2019.
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91. | Name and address of manufacturel M/s CrystolitePharmaceuticals, Islamabad

Applicant

Brand Name +Dosage Form + Streng| Troximate 2.5mg tablet

Composition Each tablet contains:
Methotrexate sodium eq. to 2.5mg of methotrexate

Diary No. Date of R& | & fee Dy. N0.25482; 2112-2017 ; Rs.20,000(21-12-2017)

Pharmacological Group Folic acid antagonist

Type of Form Form5

Finished product Specification USP

Pack size & Demanded Price 1006 s, As per SRO

Approval status of product in Refereni MHRA Approved

Regulatory Authorities.

Me-too status METHOTREXATE TABLET 2.5M by PAK CHINA
INTERNATIONAL KARACHI Reg# 066008

GMP status Last inspection report dateti2-11-2018 & 0201-2019
recommends renewal of DML

Remarks of the Evaluator.

Previous Decision Registration Board in its 2¥8neeting deferme the case fo
further deliberation regarding manufacturing facility
Cytotoxic drugs.

Evaluation by PEC The firm has referred to the Smpc of the reference prg
Maxtrex tablet approved by MHRA of UK where
Pharmacotherapeutic group for the metbdate 2.5mg
tablets has been classified as Immunosuppressive a
with- WHO ATC code as L0O4AX03. The Board h
restricted the requirement for separate section for Cytot
drugs falling in the ALO]J

Decision: Approved.

92. | Name and ad#ss of manufacturer | High-Q Pharmaceuticals, Karachi.

Applicant

Brand Name +Dosage Form + Streng] Vildomet 50mg+500mg Tablet

Composition Each film coated tablet contains:
Vildagliptin ééé50mg
Met formin HCI éé. 500mg

Diary No. Date of R& | & e

Dy.No.447, 1605-2013, Rs.60,000/

Pharmacological Group Anti-diabetic

Type of Form Form5D

Finished product Specification Manufacturer specifications
Pack size & Demanded Price As per PRC

Approval status of product in Referen
Regulatoy Authorities.

Approved by USFDA

Me-too status

Galamet by M/s CCL Pharmaceuticsals

GMP status

Firm has submitted copy of GMP inspection ref
conducted on 10/04/18 concluding that firm is operatin
an acceptable level of compliance.

Remarks othe Evaluator.

Previous Decision

Registration Board in its 262meeting decided as under:
ifRegi stration Board del i
formulation required submission of stability data as
guidelines approved by Registration Board in 25
meeting and product will remain deferred till submissior|
af orementi oned data. o

Evaluation by PEC

Now the firm has submitted Registration Board in
subsequent meetings has approved the applied formu
without requiring stability data hence thenfi may also be
granted registration.

Deci si on:

Approved

with innovatords specif
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CaseNo. 02 Registration Applications of Import Cases

a. Deferred Cases
I. Human
93. | Name and address of Applicant M/s Pharmatec Pakistan (Pvt.) Ltd.-8B/A, Mandopir

Road, S.I.T.E., Karachi5700, Pakistan

Detail of Drug Sale License

Address: M/s Pharmatec Pakistan (Pvt.) Ltd-8@GA,
Manghopir Road, S.I.T.E., Karaeib700, Pakistan
Validity: 22-06-2019

Status: License to sell d

Name and address of manufacturer

M/s CENEXI, 52, rue Marcel et Jacques Gaucher, 94
FontenaysousBois, France

Name and address of marketi

authorization holder

M/s Stragen Nordic A/S Helsingdrsgade 8C, Hiller(
Denmark

Name of exporting country

Germany

Type of Form

Form 5A

Diary No. & Date of R& |

Dy. No. 30408 Dated 109-2018

Fee including differential fee

Rs. 100,000/ Dated 1609-2018

Brand Name +Dosage Form + Streng]

Urapidil Stragen 1.V 50mg/10ml (Solution for Injection)

Composition

Each 10ml contains:

Urapidil éé. 50mg
Finished Product Specification USP
Pharmacological Group Alpha-adrenoceptor antagonist
Shelf life 18 months
Demanded Price Rs.8,000/per 50s
Pack size 5 ampoules
International availability Approved by ANSM of France
Me-too status N/A

Detail of certificates attached

9 Original Legalized CoPP

Certificate No: 2286/1

Certifying Authority: District Government of Cologn

Deaprtment 24, Zeughausstrad® 50667 Cologne. (Th

name of issuing authmity is included in the WHO list o

fiCompetent authorities o]

WHO certification scheme on the quality of pharmaceut

products moving in intern

https://www.who.int/medicines/areas/quality safety/regu

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

accessed on 182-2018)

Issue Date: 107-2018

Free sale in exporting cotm: Yes

Applicant of certificate: M/s Stragen Pharma Gml

Technologie Park Koln, eupener Strasse-138%, 50933

Cologne, Germany.

1 GMP: No

1 Applicant of certificate: M/s Stragen Pharma Gmi
technologie Park Koln, Eupener Strasse-133, 50933
Cologne,Germany

9 Original legalized GMP Certificate

Certificate no. HPF/FR/168/2017 valid upto-@22020

Manufacturer Address: M/s CENEXIFontenay Sous Boig

52, rue Marcel et Jacques Gaucher, 94120 Fontemay

Bois, France

Issued by French National Agency fdedicines and Healt

Products Safety
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Remarks of the Evaluator:

1 Firm has submitted an Original legalized statement from M/s Stragen Pharma SA, Switz
declaringM/s Stragen Nordic A/S DenmafRroduct License Holder) an affiliate of M/s Strag
Phama SA, Switzerland. The statement further grants the M/s Pharmatech Pakistan (Pv
right to register and to commercialize,
trademark.

T Copy of ALicense and Suppl yetwdeg the applieanttard MK
Stargen Pharma S.A., Switzerland.

91 Applicant for COPP is different from Product License Holder.

1 Only Long term stabilities data for three batches as per Zowedvnditions have been submitte
by applying bracketing principlenddml & 20 ml ampoule

Previous Decision: The above case was deferred in 288eeting for evaluation of bracketin

principle applied by the firm on #Along ter

presentation of complete details dwef the Board.

Evaluation by PEC: The firm hasnow submitted that due to out of specification results, for cer

guality tests, accelerated stability studies (2C4& 75%RH) were not completed for three batch

Now the firm has submitted long terrtability studies data of three batches (atG38& 65%RH) for

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

frequency:

Al ni t"manth,18m&@&nt h & 24 month. o

Upn seeking clarification of the above faotf has referred to following section of ICH Q1A (R?

guidelines:

fi2.2.8. Stability Commitment

When available long term stability data on primary batches do not cover the proposed shelf life
at the time of approval, a commitment should be madentinue the stability studies post approval
order to firmly establish the shelf life.

Where the submission includes long term stability data from three production batches cove
proposed shelf life, a post approval commitment is consideredcessary. Otherwise, one of t
following commitments should be made:

1. If the submission includes data from stability studies on at least three production bat
commitment should be made to continue the long term studies through the proposefi stralf the
accelerated studies for 6 months.

2. If the submission includes data from stability studies on fewer than three production bal
commitment should be made to continue the long term studies through the proposed shelf life
acceleragd studies for 6 months, and to place additional production batches, to a total of at lea
on long term stability studies through the proposed shelf life and on accelerated studies for 6 m
3. If the submission does not include stability damaproduction batches, a commitment should
made to place the first three production batches on long term stability studies through the g
shelf life and on accelerated studies for 6 months.

Referring to above firm has now requested as under:

fiOut of 3 batches, only one of our submitted batch (FO046/141155) data is not covering the tim
of 3, 6 & 9 months while initial 12, 18 & 24 months stability results are there. Real time St
results are satisfactory till 18 months and we havaesigd for the shelf life of 18 months.

With reference of ICH guideline Q1A (R2) under the heading of Stability Commitment for fin
product, we request you to please consider our application for registration with a commitr]
provide you real timetability data (covering all test point) for first commercial batch at Zbtfe, as
soon as completedl.

Decision: Registration Board after thorough deliberation decidedhat since firm has not
submitted accelerated stability studies data,hence scientific justification shall be
submitted to address the effect of short term excursions outside the label storag
condition, e.g., during shipping or handling as required by ICH QI E (evaluation for
Stability data) guidelines
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CaseNo. 03 Registration Applications of Drugs for which Stability Study Data is
Submitted.
a. Verification of Stability Study Data.

94. | Name and address of manufacturerl M/s Scilife Pharma Pvt Ltd. Plot # FB7/58A2, Korangi

Applicant Creek Industrial Park, Karachi

Brand Name +Dosadeéorm + Strength | Eflozin 10mg Tablet

Composition "Each Film Coated Tablet Contains:
EmpagliflozinéélOmg"

Diary No. Date of R& | & fee Dy. No 37402 dated 121-2018 Rs.50,00012-11-2018

Pharmacological Group Antidiabetic

Type of Form Form5D

Finished product Specifications Manufacturerds specificat

Pack size & Demanded Price As per PRC

Approval status of product in Refereng Approved by USFDA
Regulatory Authorities

Me-too statugstrength& dosage form)
GMP status Last GMP inspeton report dated24-04-2019 concluding
acceptable level of good compliance with GMP guideling

Remarks of the Evaluatbr

STABILITY STUDY DATA

Drug Eflozin 10mg Tablet

Name of Manufacturer M/s Scilife Pharma Pvt Ltd. Plot # FB7/58A2, Korangi Ceek Industrial Park
Karachi

Manufacturer of API Empagliflozin: M/s Zhejiang Hongyuan Pharmaceutical Co., Itd. Lin
Zheijiang, China.

API Lot No. 20180401

Description of Pack

(Container closure systen Alu-Alu blister with unit carton

Stability Sbrage Conditior] Real time : 30C + ZC / 75% + 5%RH
Accelerated: 4 + 2C / 75% + 5%RH

Time Period Real time: 6 months Accelerated: 6 months
Frequency Accelerated: 0,3,6 months Real Time: 0,3,6,9,128,24 months
Batch No. 121B18 122B18 123B18
Batch Size 4000 tablets 2000 tablets 2000 tablets
Manufacturing Date 04-07-2018 04-07-2018 04-07-2018
Date of Initiation 31-10-2018 31-10-2018 31-10-2018
No. of Batches 03
Date of Submission 08-07-2019 (Dy. No. 11121)
DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Documents To Be Provided Status

COA of API Yes

Approval of API by regulatory authority {The firm has provided copy of GMP certificd
country of origin or GMP certificate of AR (Certificate#2J20180032) issued by China Food & O
manufacturer issued by regulatory authority Administration for M/s Zhejiang Hongyuan Pharmaceut
country of oigin. Co., Ltd. Valid Up to 1493-2023.

Protocols followed for conduction of stabili

study and deails of tests. Yes

Data of 03 batches will be supported by atte

respective documents like chromatogra ves
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laboratory reports, data sheets etc.

Documents confirming import of API etc.

1 Copy of invoice (Invoice No. 30180190) for 1 Kg
Empaglifiozin has been submitted attested by Assis
Director DRAP, Karachi, dated 116-2018.

All provided documents will be attested (naf

sign and stamp) for ensuring authenticity Yes
data / documents.

Commitment to continue real time stabil Yes
study tll assigned shelf life of the product.

Commitment to follow Drug Specificatic Yes

Rules, 1978.

REMARKS OF EVALUATOR

{1 The frequency of testing for accelerated stability studies is not as per recommendatiorisnoé ey of
Registration Board i.€0,1,2,3,4 & 6 month.

95. | Name and address of manufacturen M/s Scilife Pharma Pvt Ltd. Plot # FB7/58A2, Korangi
Applicant Creek Industrial Park, Karachi
Brand Name +Dosage Form + Strengt| Eflozin 25mg Tablet
Composition "Each Film Coated Tabl&ontains:
Empaglifloziné25mg"
Diary No. Date of R& | & fee Dy. No 37403 dated 121-2018 Rs.50,00012-11-2018
Pharmacological Group Antidiabetic
Type of Form Form5D
Finished product Specifications Manufacturero6s specificat
Pack size & Bmanded Price As per PRC
Approval status of product in Refereng Approved by USFDA
Regulatory Authorities
Me-too statugstrength& dosage form)
GMP status Last GMP inspection report datet-04-2019 concluding
acceptable level of good complianei#h GMP guidelines
Remarks of the Evaluator
STABILITY STUDY DATA
Drug Eflozin 25mg Tablet
Name of Manufacturer M/s Scilife Pharma Pvt Ltd. Plot # FB7/58A2, Korangi Creek Industrial Par
Karachi
Manufacturer of API Empagliflozin: M/s Zhejiag Hongyuan Pharmaceutical Co., Itd. Link
Zheijiang, China.
API Lot No. 20180401
Description of Pack Alu-Alu blister with unit carton
(Container closure systen
Stability Storage Conditiol Real time : 30C + ZC / 75% + 5%RH
Accelerated: 4€C + ZC/ 75% + 5%RH
Time Period Real time: 6 months
Accelerated: 6 months
Frequency Accelerated: 0,3,6 months
Real Time: 0,3,6,9,12,18,24 months
Batch No. 124B18 125B18 126B18
Batch Size 5000 tablets 2500 tablets 2500 tablets
Manufacturing Dag 04-07-2018 04-07-2018 04-07-2018
Date of Initiation 31-10-2018 31-10-2018 31-10-2018
No. of Batches 03
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Date of Submission 08-07-2019 (Dy. No. 11122)

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Documents To Be Provided Status

COA of API Yes

Approval of API by regulatory authority ¢ The firm has provided copy of GMP certificg
country of origin or GMP certificate of AR (Certificate#2J20180032) issued by China Food & O
manufacturer issued by regulatory authority Administration for M/s Zhejiang Hongyuan Pharmaceut
country of origin. Co., Ltd. Valid Up to 14€3-2023.

Protocols followed for conduction of stabili

study and details of tests. Yes

Data of 03 batches will be supported by atte
respective documents like chromatogra Yes
laboratory reports, data sheets etc.

Documents confirming import of API etc. 1 Copy of invoice (Invoice No. 30180190) for 1 Kg
Empagliflozin has been submitted attested by Assi
Director DRAP, Karachi, dated 4d6-2018.

All provided documents wlilbe attested (nam|
sign and stamp) for ensuring authenticity Yes
data / documents.

Commitment to continue real time stabil

study till assigned shelf life of the product. ves

Commitment to follow Drug Specificatic

Rules, 1978. Yes

REMARKS OF EVALUATOR

1 The frequency of testing for accelerated stability studies is not as per recommendatiorfisnoé &gy of
Registration Board i.e., 0,1,2,3,4 & 6 month.

Report on Investigation of Authenticity / Genuineness of data submitted for registratiof Eflozin 10mg
& 25mg Tablets (Empagliflozin)) by M/s. Scilife Pharma (Pvt). Ltd., Karachi.

Reference No: F.1311/2017PEC (Pt) dated 28September, 2019.

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

Investigation Site: Factory premiss of M/s. Scilife Pharma (Pvt). Ltd., Korangi Creek, Industrial §
Karachi.

Background:

Chairman Registration Board considered the applications of M/s. Scilife Pharma (Pvt). Ltd., Korangi
Industrial State, Karachi for registration of EfloZimg & 25mg Tablets (Empagliflozin) and constitute
threemember panel to investigate the authenticity / genuineness of data (import of raw material and
data). Panel was advised to conduct inspection of the firm and to submit report fordorideration.

Composition of Panel:
1. Dr. Rafeeq Alam KhanDean Faculty of Pharmacy, Ziauddin University, Karachi. (Men
Registration Board).
2. Dr. Saif ur Rehman Khattak, Director, CDL, DRAP, Karachi.
3. Ms. Sanam Kauser, Assistant Director, CDL, DRKRBtachi.

Scope of investigation:
Investigation of the authenticity / genuineness of data (import of raw material and stability
manufacturing of stability batches and stability studies on these batches.

Tools for Investigation:

The investigation &s conducted by using a structured questionnaire of DRAP. For objective evidence
inspection of the facilities for manufacturing and quality control, material used and retained, pe
involved, ongoing studies, printed data and integrity ardirgg of data in respective databases were

Minutes of 292¢ Meeting of Registration Board I October, 2019) | 44



audited. The details of investigation may be summarized as under:

Q. No.

Question

Observation by panel

Do you have documents confirmin
the import of API?

Firm has imported 1.0 kg Empagliflozin from MZkejiang
Hongyuan Pharmaceutical Co. Ltd, China having Invoig
No 30180192 Dated: 2852018, Batch number 2018040
and material is cleared by ADC datedd82018

What was the rationale behi
selecting the particular manufactu
of API?

There is poper vendor evaluation form being implemer
by the firm. The parameters included in this form are, [
status, GMP certificate, Stability data, provision
reference standard of APl and impurities standards etg
firm has evaluated on this criterend has been select
accordingly.

Do you have documents confirmin
the import of reference standard a
impurity standards?

The firm has documents confirming the import of referg
standard and impurity standards (2 number).

Do you have certifiate of Analysis
of the API, reference standards :
impurity standards?

The firm has certificates of analysis of API, refere
standard and impurities standards.

Do you have any approval of API
GMP certificate of AP
manufacturer issued by regtdey
authority of country of origin?

Firm has valid GMP certificate of Zhejiang Hongyl
Pharmaceutical Co. Ltd, China issued by reguls
authority of

their respective country of origin.

Do you use APl manufactur
method of testing?

Firm has used ARmanufacturer's method of testing for
testing of API.

Do you have stability studies repa
on API?

Firm has stability studies reports of API as provided by
manufacturer.

If yes, whether the stability testil
has been performed as per §
method and degradation produg
have been quantified?

Stability testing has been performed as per Stability
Indicating Method (SIM) method and impurities/related
substances/degradation products quantified.

Do you have method for quantifyir
the impuritiesn the API?

The firm has APl manufacturer method for quantifying
impurities in the API.

10.

Do you have some remaini
quantities of the API, its referen
standard and impurities standards

The firm has remaining quantities of API, refere
standads of the API while impurities standards consumg

11.

Have you used pharmaceutical gr;
excipients?

The firm has used pharmaceutical grade excipients.

12.

Do you have documents confirmi
the import of the used excipients?

The firm has purchased dlhe excipients from the loc
market although they have certificate of analysis for al
excipients available with them.

13.

Do you have test reports and ot
records on the excipients used?

The firm has test reports and other records on the ert$
used.

14.

Do you have written and authorize
protocols for the development of tl
product?

The firm has written and authorized protocol for the
development of Eflozin (Empagliflozin) 10mg and 25mg
tablets

15.

Have you performed  Dru
excipients compdtility studies?

The firm has not performed Drwexcipients compatibilit
studies as their formulation is similar to that of
innovator formulation (Jardiance tabletsMfS. Boehringe
Pharma Germany
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16. |Have you performed comparati The firm has performed comparative dissolution studig
dissolution tudies? three media including pH 1.2, pH 4.5 and pH 6.8 bu
with Jardiance 10mg and 25mg tablets M/S. Boehri
Pharma Germany. Jardiance 10mg tablets batch nt
701430 and Jardiance 25mdlets batch number 6027(
The firmés product resul
Reference product which are given below,
Reference Produc Jardiance Tablets
Strength 10mg 25mg
Batch number 701430 602702
CDP Resultg
Obtained
Similarity  Factor
atpH 1.2 88.75 76.10
Similarity Factor
at pH 4.5 69.63 98.03
Similarity  Factor
at pH 6.8 95.23 86.81
Limit F2 O F2 O 1
Remarks Satisfactory | Satisfactory

17. |Do yo have product developmé|The firm has dedicated area for product developl
(R&D) section (R&D) section.

18. Do you have nec|The firm hasdedi cat ed manuf acHt
available in product developme product development section for development of ta
section for development ofthe|dosage form.
product?

19. |Are the equipments in prodyThe equipments in product development (Regtion arg
development section qualified? | qualified.

20. |Do you have proper maintenanc| The firm has proper maintenance / calibration /
calibration / requalification| qualification program for the equipment used in PD sec
program for the equipment used
PD section?

21. |Do you have qualified staff |The firm has trained and qualified staff in prod
product development section w|development section with proper knowledge and trainir
proper knowledge and training |product development Includin@3 Pharmacist, 04 Chem
product development? and 01 Bio technologist.

22. |Have you manufactured thr|The firm has manufactured three stability batches fo
stability batches for the stabili stability studies of Eflozin 10mg table&xd 25mg tablet
studies of the product as required|respectively. The details are given below, The tablets

acked in ALUALu blisters with pack size of 1 x 10s.
Sr.# | Eflozin 10mg tablets | Eflozin 25mg tablets
1 |121B184,000 tabs 124B18 | 5,000 tabs
2 [122B182,000 tabs 125B18 | 2,500 tabs
3 ]123B18[2,000 tabs 126B18 | 2,500 tabs

23. |Do you have any criteria for fixin The criteria for fixing the batch size of stability batches

the batch size of stability batches?informed by the firm, was based on the quantity require
stability sudy (i.e. number of tablets per testing freque
and number of testing frequencies / intervals) and mini
working
Capacity of the equipments.

24. |Do you have complete record |Firm has complete record of productionstdibility batches
production of stability batches?

25. |Do you have protocols for stabili Firm has detailed protocol for stability testing of stab

testing of stability batches?

batches.
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26. |Do you have developed alThe Firmhasdeveloped and performed detailed analyt
validated the method for testing | method validation studies for testing of stability batches
stability batches?

27. |Do you have method transfer studThe firm has not cafucted method transfer studi
in case when the method of test however, they have validated their method properly.
being used by your firm is given |
any other lab?

28. |Do you have documents confirmin The firm has propedocuments confirming the qualificati
the qualification of equipments / |of equipment / instruments being used in the test
instruments being used in the test| analysis of API and the finished drug.

and analysis of API and the finishg

drug?

29. | Do your method of analysis stabil| Method of analysis is stability indicating as supported b
indicating? force degadation stability studies.

30. |Do your HPLC software is 21CHThe HPLC software is 21CFR Compliant as per recof
compliant? the firm. Audit trail was active on all HPLC systems use

the method validation and stability study. Individual (
log in and IDs were available.

31. |Can you show Audit Trail reports ¢ Audit trail reports were available and randomly checked
product testing?

32. |Do you have some remaini|The firm has remaining quati¢s of stability batches.
quantities of degradation produ
and stability batches?

33. | Do you have stability batches keplFirm has completed the accelerated stability testing o
on stability testing? three stability batches of Eflozin 10mg tablets and Efl
25mg tablets respectively. However the realetistability
testing is in progress on all the stability batches. Currer
months study has been completed with satisfactory res

34. |Do you have valid calibration staf| Firm has valid caliation status for the equipment used i
for t he e g ui p |production and analysis of Eflozin (Empagliflozin) 10mg
production and analysis? tablets & 25mg Tablets.

35. |Do proper and  continuoi Continuous power supply and monitoring araitable for
monitoring and control are availak stability chambers.
for stability chamber?

36. |Do related manufacturing arfThe r el ated manufacturi ng
equi pment 6s, p e |utilities be rated as GMP compliant.
be rated as GMP compliant?

Conclusion and Recomrendations:
1. On the basis of riskased approach the genuineness / authenticity of stability data submitted by the
registration of Eflozin 10mg & 25mg Tablets (Empagliflozin) is verifiable to satisfactory level.

2. Registrationl ozfi nt Hdd mgr c&kd ux3mgAETabl et so i
manufacturer.
Deci si on: Registration Boar d d &ftozind Huohg tablets

(Empagliflozin 10mg) and Eflozin 25mg tablets (Empaglifiozin 25mg) by M/s. Scilife Pharma
(Pvt). Ltd., Korangi Creeck, Industrial State, Karachi. Manufacturer will place first three
production batches of both products on long term stability studies throughout proposed she
life and on accelerated studies for six months.
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Case M. 04 MiscellaneousCases

Following case was presented in $88eeting of Registration Board.

96. | Name and address of manufacturer] M/s International Pharma Labs. Raiwind Ro
Applicant Bhobtian Chowk, defence Road;KM Towards
Kahna, Lahore

Brand Name +DosageoFm + Strength | SPIROX10 Oral Powder

Composition Each 100gm contains:

Spiramycin. . é.10gm
Doxycycline HCI éé10gm
Bromhexine HCIé. 2gm

Diary No. Date of R& | & fee Diary N0:5138, 1208-2015 , Rs: 20,000/
Pharmacological Group Antibiotic

Type d Form Form5

Finished product Specifications Manufacturer specifications

Pack size & Demanded Price Decontrolled/

100gm, 500gm, 1kg, 2.5kg, 5kg, & 25 kg
Me-too status (with strength and dosaq --

form)
GMP status 16-10-2018 Firm was operatingt the fair level of
GMP Compliance.

Remarks of the Evaluatbr

Previous Decision: Registration Board in its 287meeting deferred fo
confirmation of metoo status.
Decisionof 289" meeting Appr oved with innovatoroés sp¢

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

erroneously mentioned as fAM/s I nternational
defence Road- KM Towards Kahna, Lahoredo wherasas act
Pharmaceuticals (Pvt) Ltd., 26m Lahor e Road, Mul tando and cas

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

now submitted for information of the Board.

Decision: Registration Board noted the information and approved the above case in the
name ofM/s. Ras Pharmaceuticals (Pvt.) Ltd., 28Km Lahore Road, Multan
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a. Deferred Cases
i Human

Agenda of Evaluator PEGIII .

Case No. 01 Registration applications of import cases

97.

Name ad address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran International, Plot No. JM 25/1 §
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/2019

Name andhddress of manufacturer

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Indu
Garden, Jining High & New Technology Industr
Development Zone, Jining, Shandong Province China
per CoPP)

Name and address of marketi

authorization holder

M/s CisenPharmaceutical Co., Ltd., Tongji Tech Indus
Garden, Jining High & New Technology Industr
Development Zone, Jining, Shandong Province China
per CoPP and Sole agency agreement)

Exporting agent for Pakistal
M/s Ninhua Group Co., Ltd., 21 Jiangxia 8lingbo, P.R.
China (as per sole agency agreement)

Name of exporting country

China

Brand Name +Dosage Form + Streng

CARBOPLATIN IV Injection 100mg
Freeze dried cake for solution for IV injection (Lyophiliz
Powder)

Composition Each vial contains
Carboplatinéé. 100mg

Finished Product Specification USP

Pharmacological Group Antineoplastic

Shelf life 2 years

Type of Form Form 5A

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

Fee including differential fee

Rs. 100,000/ Dated 15/03/2017

Demanded Price

As per SRO

Pack size

11 16s

International availability

Cannot be confirmed

Me-too status

Carboplatin for injection 100mg/vial by M/s Mehr;
International. (Imported from China) (Reg # 052270)
Carboplatin  for injeton 100mg/vial by PakChin
International (Imported from China)(Reg # 066006)

Detail of certificates attached

Original Legalized CoPP issued by Jining Food and [
Administration valid till 14/12/2017 confirms the free of t
product in exporting countr The facilities and operatio
conform to GMP as recommended by WHO.

Remarks of the Evaluator.

1 The firm has applied for registration with generic nan

1 Approval status of the product with strength 100mg/
cannot be confirmed. However product with Sfival,
150mg/vial and 450mg/vial are approved by USFDA

1 Firm has initially submitted redime stability datg
conducted at 25 +°2 and 65 + 5%RH, letter was issu
to submit stability study data conducted according tg
conditions of zone IVA. In respnse to the letter firn
has submitted stability data sheet specifying stal
conditions as 30 +°2 and 65 = 5%RH with sam
results at each time point.

Previous Decision(M274): The Registration Board deferred the cases for;
9 Submission of clarificatio regarding since the data/assay values in the stability studig
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unjustifiable/irrational as there is no difference in assay values of initially submitted st
data (at 25 £+ Z and 60 + 5%RH) and the stability data submitted after issuanceéeof(bt30
+ 2°c and 65 %= 5%RH). Since this ambiguity shows that the revised data (at°®@@ad265 H

5%RH) is not true

1 Evidence of approval status of the product in reference regulatory authorities in the

strength.

i Detail of diluent to be useor reconstitution.

Evaluation by PEC:

Shortcomings

Response by the firm

not true.

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

unjustifiable/irrational as there is no difference
assay values of initially sukitted stability data
(at 25 = 2c and 60 = 5%RH) and the stabili
data submitted after issuance of letter (at 30ct
and 65 + 5%RH). Since this ambiguity shows t
the revised data (at 30 £c2and 65 * 5%RH) is

Firm has submitted stabilitytiedy data sheet
duly signed by the authorized personnel
manufacturer of 3 batches conducted as pe|
conditions of zone IVA. The data submitted i
only for 6 months. The firm has NO
submitted any clarification regarding alrea
submitted stabilitydata sheets having sar
values at both conditions.

Detail of diluent to be used for reconstitution.

Firm has submitted details of preparation &
administration of the applied formulation.

strength.

Evidence of approval status of the product
reference regutary authorities in the applie

Firm has not submitted any reference

After the evaluation of the response, another letter of shortcoming NA/Z017/PECEDRAP(AD
PECGV) was issued by dated 23-2018. Now the response of the firm against fletter is also

received.

Shortcomings

Response by the firm

Clarifythe formulation whether Freeze dri
cake or lyophilized powder

Lyophilized powder

The certifying authority for CoPP is Jinnir
Food and Drug Administration which is not
state or prowcial certifying authority.

Firm has submitted th
of Shandong province food and dr
administration, shandong province food and d
administration authorize the city level food 4
drug administration to issue CoPP. Since
manufacturer M/s Cisen Pharmaceutical Co. Ltg
in Shandong province, therefore the city le
Jinning food and drug administration is authoriz
to issue CoPP. Firm has also submitted follow
link but it could not be accessed
http://www.sfda.gov.cn/art/2017/12/20/art_8045 |
2171.html

Evidence of approval of applied formulation
in reference regulatory authorities which we
approved by Registration Board in its 275th
meeting

Firm has submitted evidence of USFDA whi
could not be verified

Product is present in USP and specification
pH are more stringent in USP7while your
claimed specification are 585

Firm has submitted that their inner cont
standards (6:J.0) aremore stringent than USP.

Long term stability data of at least one yeatr
required for grant of 2 years shelf life where
you have provided data of 6 months with
results of related substances out of

specification.

Firm has submitted accelerated stapilistudy
stability data of 3 batches for one year insteac
long term stability study data till claimed shelf life

Decision of 289 meeting of Registratiol
Board

Deferred for following submissions:

9 Evidence of approval of applied formulation
reference regulatory authorities / agencies wh
were adopted by the Registration Board in
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275th meeting
1 Real time stability study data of 3 batches as
zone IVFA for the complete shelf life.

Evaluation by PEC

Firm has submitted following documents;
9 The firm has submitted real time stability study d
according to zone NA of 03 batches for 02 yea
signed by QC Director with following detail
Accelerated stability study data also submitted.
1 Batch number 170601
(Mfg. date: June 2017, Exp. Date: 8u2020)
1 Batch number 170603
(Mfg. date: June 2017, Exp. Date: June 2020)
i Batch number 170602
(Mfg. Date: June 2017, Exp. Date: June 2020)
91 The firm has provided USFDA reference whi
could not be verified.

Decision: Deferred for evidence of approval of gplied formulation in reference regulatory
authorities which were adopted by Registration Board in 275 meeting.

98.

Name and address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran International, Plot No. JM 25/1 S
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/2019

Name and address of manufacturer

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Indu
Garden, Jining High & New Technology Industr
Devdopment Zone, Jining, Shandong Province China
per CoPP)

Name and address of marketi

authorization holder

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Indu
Garden, Jining High & New Technology Industr
Development Zone, Jining, Shandong Wnoe China (As
per CoPP and Sole agency agreement)
Exporting agent for Pakistal
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, H
China (as per sole agency agreement)

Name of exporting country

China

Brand Name +Dosage Form + Streng

CARBOPLATIN IV Injection 200mg
Freeze dried cake for solution for IV injection (Lyophiliz
Powder)

Composition Each vial contains:

Carboplatinéé. 200mg
Finished Product Specification USP
Pharmacological Group Antineoplastic agent, Platinum Containing cytatox
Shelf life 3 years
Type of Form Form 5A

Diary No. & Date of R& |

Dy. No. 3562Dated 6/03/2017

Fee including differential fee

Rs. 100,000/ Dated 03/03/2017

Demanded Price

As per SRO

Pack size

11 16s

International availability

Evidene of approval in Reference Regulatory Authority.

Me-too status

Could not be confirmed

Detail of certificates attached

Original Legalized CoPP issued by Jining Food and [
Administration valid till 14/12/2017 confirms the free of t
product in expding country. The facilities and operatic
conform to GMP as recommended by WHO.

Remarks of the Evaluator.

1 The firm has applied for registration with generic nan
1 Detail of diluent to be used for reconstitution.
1 Agreement does not include the carboplati
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Evidence of in
Authority.

Stability data sheets of atleast 3 batches accordir
Zone IVA.

Valid drug sale license.

Credentials are not signed .

Certificate no is not mentioned on COPP.
Clarification of pharmacological gop.

Mention the type of container.

Product is present in USP while finished prod
specifications are not as per USP. Like pH in USRs
while you have provided 5.5.5.

URDU version label.

Site master file or signed credentials.

approval Reference Regulat

Evaluation by PEC:

received.

After the evaluation of the response, another letter of shortcoming Nd/2017/PEGDRAP(AD
PEGV) was issued by dated 23-2018. Now the response of the firm against that letter is

Shortcomings

Response by the firm

cake or lyophilized powder

Clarifythe formulaion whether Freeze drie

Lyophilized powder

state or provincial certifying authority.

The certifying authority for CoPP is Jinnir
Food and Drug Administration which is not

Firm has submitted th
of Shandong province food and dry
administration, shandong province food and d
administration authorize the city level food a
drug administration to issue CoPP. Since
manufacturer M/s Cisen Pharmaceutical Co. Ltc
in Shandong province, therefordet city level
Jinning food and drug administration is authori;
to issue CoPP. Firm has also submitted follow
link but it could not be accessed
http://www.sfda.gov.cn/art/20172120/art_8045 7
82171.html

Firm has submitted evidence of USFDA whi

Evidence of approval of applied formulatic
in reference regulatory authorities which wg¢
approved by Registration Board in its 274
meeting

could not be verified

Product is preserim USP and specification ¢
pH are more stringent in USR75while your
claimed specification are 585

Firm has submitted that their inner cont
standards (6:J.0) are more stringent than USP.

Long term stability data of at least one yeal
requred for grant of 2 years shelf Ilif
whereas you have provided data of 6 mor
with results of related substances out

specification.

Firm has submitted accelerated stability sti
stability data of 3 batches for one year insteag
long term stability sudy data till claimed shelf life

Decision of 289 meeting of Registratiol
Board

Deferred for following submissions:
9 Evidence of approval of applied formulation

1 Real time stability study data of 3 batches as

reference regulatory authorities / agencies wt
were adopted by the Registration Biban its
275th meeting

zone I\-A for the complete shelf life.

Evaluation by PEC

Firm has submitted following documents;
9 The firm has submitted real time and accelerg

following details; Accelerated stability study dg

stability study data according twone IV-A of 03
batches for 02 years signed by QC Director v
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also submitted.
1 Batch number 170604
(Mfg. date: June 2017, Exp. Date: June, 2020)
1 Batch number 170605
(Mfg. date: June 2017, Exp. Date: 8uz020)
9 Batch number 170606
(Mfg. Date: June 2017, Exp. Date: June 2020)
9 The firm has provided USFDA reference whi
could not be verified.

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities which wereadopted by Registration Board in 27% meeting.

99.

Name and address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran International, Plot No. JM 25/1 S
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/2019

Name and address of manufacturer

M/s Shanxi PUDE Pharmaceutical Co., Ltd., F
Pharmaceutical Zone, Economic & Development Zong
Datong, Shanxi, China

Name and address of marketi
authorization holder

M/s Shanxi PUDE Pharmaceutical Co., Ltd.,, F
Pharmaceutical Zone, Economic & Development Zong
Datong, Shanxi, China

Exporting agent for Pakistan:
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, P.R
China

Name of exporting country

China

Brand Name +Dosage Form + Streng

CALCIUM FOLINATE injection 100mg
Freeze dried cake for solution for IV injection (Lyophiliz

Powder)
Composition Each vial contains:

Calcium folinateé. 100 mg
Finished Product Specification BP

Pharmacological Group

Anti dot to folic acid antagonist/Detoxifying agent f
antineoplastic treatment

Shelf life

2 years

Type of Form

Form 5A

Diary No. & Date of R& |

Dy. No. 385  Dated 16/03/2017

Fee including differential fee

Rs. 100,000/ Dated 15/03/2017

Demanded Price

As per SRO

Pack size

11 16s

International availability

Calcium folinate powder for solution 100mg/vial by M
Mylan, ANSM France Approved

Me-too status

Calcium flogen 100mg injection by M/s Genetg
(IMPORTED from China) (Reg # 0569)

Detail of certificates attached

Original Legalized CoPP (certificate No. 20150008) iss
by Shanxi Food and Drug Administration valid 1
31/08/2017 confirms the free of the product in expor
country. The facilities and operation conform to GMP
recommended by WHO.

Remarks of the Evaluator.

1 The firm has applied for registration with generic nan

1 Firm has initially submitted redime stability datg
conducted at 25 +°2 and 65 + 5%RH, letter was issu
to submit stability study datonducted according to th
conditions of zone IVA. In response to the letter firf
has submitted stability data sheet specifying stal
conditions as 30 +°2 and 65 = 5%RH with sam
results at each time point.
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Previous Decision(M274): The Registratin Board deferred the cases for;
1 Submission of clarification regarding since the data/assay values in the stability stug
unjustifiable/irrational as there is no difference in assay values of initially submitted st

data (at 25 £ Z and 60 + %RH) and the stability data submitted after issuance of letter
+ 2°c and 65 + 5%RH). Since this ambiguity shows that the revised data (at’8@am265

5%RH) is not true.

9 Detail of diluent to be used for reconstitution.
1
strength/volume/dosage form.

9 Submission of original, legalized and valid CoPP.

Evidence of approval othe product in reference regulatory authorities in the g

Evaluation by PEC:

Shortcomings

Response by the firm

Submission of clarification regarding since
data/assay Vaes in the stability studies al
unjustifiable/irrational as there is no difference
assay values of initially submitted stability data (at
+ 2°c and 60 + 5%RH) and the stability data submif
after issuance of letter (at 30 #c2and 65 * 5%RH)
Since this ambiguity shows that the revised data (g
+ 2°c and 65 + 5%RH) is not true.

Firm has submitted stability study de
sheets duly signed by the authoriz
personnel of manufacturer of 3 batch
conducted as per the conditions of z(
IV-A. The dda submitted is only for {
months. The firm has NOT submitted a|
clarification regarding already submittq
stability data sheets having same value
both conditions.

Detail of diluent to be used for reconstitution.

Firm has submitted details of prepton
and administration of the applig
formulation.

Evidence of approval status of the product in referg
regulatory authorities in the applied strength.

Firm has not submitted any reference

Submission of original, legalized and valid CoPP

Firm hassubmitted new CoPP which

valid till 26-02-2020.

received.

After the evaluation of the response, another letter
PEGV) was issued by dated 23-2018. Now the response of the firm against that letter is

of shortcoming NA/Z017/PECDRAP(AD

Shortcomings

Response by the firm

Clarifythe formulation whether Freeze dril
cake or lyophilized powder

Lyophilized powder

The certifying authority for CoPP is Jinnin
Food and Drug Administration which is not
state or provincial certifying authority.

Firm has submitted th
of Shandong province food and dr
administration, shandong province food and d
administration authorize the city level food a
drug administration to issue CoPP. Since
manufacturer M/s Cisen Pharomatical Co. Ltd. is
in Shandong province, therefore the city le
Jinning food and drug administration is authorij
to issue CoPP. Firm has also submitted follow
link but it could not be accessed
http://www.sfda.gov.cn/art/2017/12/20/art_8045
82171.html

Evidence of approval of applied formulati
in reference regulatory authorities which we
approved by Registration Board in its 27!
meeting

Firm has submitted evidence &fSFDA which
could not be verified

Variation in address mentioned on DSL &
Form 5A. Clarify

Firm has submitted revised Form 5A

Long term stability data of at least one yea
required for grant of 2 years shelf life where
you have provided data of fonths with

Firm has submitted accelerated stability sti
stability data of 3 batches for one year insteac
long term stability study data till claimed shelf lif]

results of related substances out
specification.
Decision of 289 | Deferred for following submissions:
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meeting
Registration Board

of

9 Evidence of approval of applied formulation in reference reguls
authorities / agencies which were adopted by the Registration Board
275th meeting

1 Real time stability study data of 3 batches as pone IVA for the
complete shelf life.

Evaluation by PEC

Firm has submitted following documents;
1. The firm has submitted the evidience of approval of the product in A
but it could not be verified
Leucoverin Injection by M/s Wyeth Lederle Piver GMBH, Austria.
2. Real Time stability studies according to the conditions of zosfk it 2
years signed by Director QC of following batches; Accelerated stability s
data also submitted.
1 170501

(Mfg date; May, 2017 & Exp. Date: May, 2020)
1 170502

(Mfg date; May, 2017 & Exp. Date: May, 2020)
1 170503

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

Decision: Deferred for evidence of approval of applied formulation in reference regulatory
authorities which were adopted by Registration Board in 275 meeting.

100.

Name and address of Applicant M/s Mehran International , Pliva Avenue Hume Road N

World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran International, Plot No. JM 25/1 §
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/20D

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

Pharmaceutical Zone, Economic & Development Zong
Datong, Shanxi, China

Name and address of marketii M/s Shanxi PUDE Pharmaceutical Co., Ltd.,rsF
authorization holder

Pharmaceutical Zone, Economic & Development Zong
Datong, Shanxi, China

Exporting agent for Pakistal
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, H
China

Name of exporting country China

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

Freeze Dried cake for solution for IV injection (Lyophiliz

Powder)
Composition Each vial contains:

Cal cium folinateé. 300mg
Finished Product Specification BP
Pharmacological Group Anti dot to folic acid antagonist
Shelf life 3 years
Type of Form Form 5A
Diary No. & Date of R& | Dy. No. 387  Dated 16/03/2017
Fee including differential fee Rs. 100,000/ Dated 15/03/2017
Demanded Price As per SRO
Pack size 11 16s
International availability Could not be cdirmed

(Approved as lyophilized powder for injection 200mg/V|
& 350mg/Vial)

Me-too status

Could not be confirmed

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

by Shanxi Food and Drug Administration validll

15/09/2017 confirms the free of the product in expor
country. The facilities and operation conform to GMP
recommended by WHO.
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Remarks of the Evaluator. The firm has applied for registration with generic nan

Firm has initially submied realtime stability datg
conducted at 25 +°2 and 65 + 5%RH, letter was issu
to submit stability study data conducted according tg
conditions of zone IVA. In response to the letter firf
has submitted stability data sheet specifying stal
conditions as 30 + 2 and 65 = 5%RH with sam
results at each time point.
Decision: The Registration Board deferred the cases for;

1 Submission of clarification regarding since the data/assay values in the stability stuq
unjustifiable/irrational ashere is no difference in assay values of initially submitted stat
data (at 25 £+ Z and 60 + 5%RH) and the stability data submitted after issuance of letter
+ 2°c and 65 £ 5%RH). Since this ambiguity shows that the revised data (at®@@adb5 +
5%RH) is not true
Detail of diluent to be used for reconstitution.

Evidence of approval of the product in reference regulatory authorities in the
strength/volume/dosage form.

9 Submission of original legalized and valid CoPP.

Evaluation by PEC:
Shortcomings Response by the firm

Submission of clarification regarding since 1 Firm has submitted stability study data she

data/assay values in the stability studies | duly signed by the authiaed personnel o

unjustifiable/irrational as there is no difference| manufacturer of 3 batches conducted as

assay values of initially submitted stability data | the conditions of zone BPA. The dat

25 + 2¢c and 60+ 5%RH) and the stability dat submitted is only for 6 months. The firm h

submitted after issuance of letter (at 30°¢ @nd 65 NOT submitted any clarification regardir

+ 5%RH). Since this ambiguity shows that { already submitted stability data sheets hay

revised data (at 30 £@and 65 + 5%RH) is not trug same values at both rditions.

Detail of diluent to be used for reconstitution. Firm has submitted details of preparation 4
administration of the applied formulation.
Evidence of approval status of the product| Firm has not submitted any reference
reference regulatory authorities in the appl
strength.

Submission of original, legalized and valid CoPP | Firm has submitted new CoPP which is ve
till 26-02-2020.

After the evaluation of the response, another letter of shortcoming Nd/2017/PECDRAP (AD
PEGV) wasissued by dated 2B1-2018. Now the response of the firm against that letter is
received.

= =4

T
T

Shortcomings Response by the firm
Clarifythe formulation whether Freeze dri{ Lyophilized powder
cake or lyophilized powder
The certifying authority for CoPB Jinningl Fi rm has submitted th
Food and Drug Administration which is not of Shandong province food and dr
state or provincial certifying authority. administration, shandong province food and d
administration authorizehe city level food anc
drug administration to issue CoPP. Since
manufacturer M/s Cisen Pharmaceutical Co. Ltd
in Shandong province, therefore the city le
Jinning food and drug administration is authori:
to issue CoPP. Firm has also submittetiofving
link but it could not be accessed
http://www.sfda.gov.cn/art/2017/12/20/art_8045
82171 .html
Evidence of approval of applied formulati¢ Firm has submitted evidence of USFDA whi
in reference regulatory authods which were could not be verified
approved by Registration Board in its 271
meeting
Variation in address mentioned on DSL g Firm has submitted revised Form 5A
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Form 5A. Clarify

Long term stability data adt least one year |
required for grant of 2 years shelf life wherg
you have provided data of 6 months w

results of related substances

specification.

Firm has submitted accelerated stability st
stability data of 3 batches for one year indted
long term stability study data till claimed shelf lif¢
out

Decision of 289
meeting of
Registration Board

Deferred for following submissions:
1 Evidence of approval of applied formulation in reference regulg
authorities / agencies which were admpby the Registration Board in i
275th meeting
1 Real time stability study data of 3 batches as per zoré Idr the
complete shelf life.

Evaluation by PEC

but it

1 170504
1 170505

1 170506

Firm has submitted following documents;
1. The firm has submitted the evidence of approval efpitoduct in Austrig

Leucoverin Injection by M/s Wyeth Lederle Pharma GMBH, Austria.
2. Real Time stability studies according to the conditions of zonk i 2
years signed by Director QC of following batches; Accelerataullgy study
data also submitted.

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

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

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

could not be verified

Decision: Deferred for evidence of approval of applied formulton in reference regulatory
authorities which were adopted by Registration Board in 275 meeting.

101.

Name and address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran Internanal, Plot No. JM 25/1 S.T|
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/2019

Name and address of manufacturer

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Indu
Garden, Jining High & New Technology Industr
Development Zonelining, Shandong Province China

Name and address of marketi

authorization holder

M/s Cisen Pharmaceutical Co., Ltd., Tongji Tech Indu
Garden, Jining High & New Technology Industr
Development Zone, Jining, Shandong Province China
Exporting agent for Pakistan:
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, H
China

Name of exporting country

China

Brand Name +Dosage Form + Streng

Docetaxel injection 20mg
Freeze dried cake for solution for injection (Lyophiliz
powder)

Composition

Ead Vial (0.5ml) Contains:
Docetaxel éé. 20mg

Finished Product Specification

USP (Monograph is present for sterile solution)

Pharmacological Group

Antineoplastic

Shelf life

2 years

Type of Form

Form 5A

Diary No. & Date of R& |

Dy. No. 390 Dated6/03/2017

Fee including differential fee

Rs. 100,000/ Dated 15/03/2017

Demanded Price

As per SRO

Pack size

11 16s

International availability

DOCEFREZ lyophilized powder for injection (20mg/vial
1ml, 80mg/vial of 4ml) by Ms/ Sun Pharmaceutilcel. Ltd,
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USFDA Approved.

Me-too status

Docet
(IMPORTED) (Reg # 072507)

20mg/0.5ml injection by M/s Helix Pharrn

Detail of certificates attached

Original legalized CoPP (certificate No. 151100B0/622
issued by Jining Food and Drug Administratiom
14/12/2015 confirms the free sale of the product
exporting country. The facilities and operations conforn
GMP as recommended by WHO.

Remarks of the Evaluator.

T
T

The firm has applied for registration with geng
name.
The product is approved in UBR as powder for
injection in 1ml vial while the firm has applied wi
for powder for injection in 0.5ml vial. 1ml of th
solvent is required for reconstitution. (Ref USFD
and 2mg/0.5ml injection is approved in Health Can
as Solution for injection.

The firm has claimed USP specifications while t
product is not present in USP/BP.

Firm has initially submitted redime stability data
conducted at 25 +°2 and 65 + 5%RH, letter wa
issued to submit stability study data conduct
according to the condiins of zone IVA. In response
to the letter firm has submitted stability data shg
specifying stability conditions as 30 £c2and 65 +
5%RH with same results at each time point.

65 = 5%RH) is not true

strength/volume.

Previous Decision(M-274): The Registration Board deferred the cases for;
1 Submission of clarification regarding since the data/assay values in the stability stug
unjustifiable/irrational as there is no difference in assay values of initially submitted st

data (at 25 + T and 60 + 5%RH) and the stability data subexdi after issuance of letter
30 + 2C and 65 + 5%RH). Since this ambiguity shows that the revised data (at°@0ah@

9 Detail of diluent to be used for reconstitution.
1 Evidence of approval of the product in reference reguatmuthorities in the sam

Evaluation by PEC:

Shortcomings

Response by the firm

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

unjustifiable/irrational as there is no difference
assay vhues of initially submitted stability dat
(at 25 = 2c and 60 + 5%RH) and the stabili
data submitted after issuance of letter (at 30ct
and 65 + 5%RH). Since this ambiguity sho
that the revised data (at 30 £c2and 65 *
5%RH) is not true.

Firm has again submitted stability data wi
protocol having condition 30 + 20C and 65
5%RH and stability data with condition 25 + 2¢
and 60 * 5%RH. This data has be
verified/stamped by Cisen Pharmaceuticals. |
firm has NOT submitted any clarificatig
regading already submitted stability data she
having same values at both conditions.

Detail of diluent to be used for reconstitution.

Firm has submitted details of preparation :
administration of the applied formulation.

Evidence of approval of therguuct inreferencq Docetaxel Actavis 20mg/0.5ml concentr
regulatory authorities in the samsrength /| and solvent for solution for infusic
volume MHRA Approved.

received.

After the evaluation of the response, another letter of shortcoming=N1/2017/PEGDRAP(AD
PEGV) was issued by dated 23-2018. Now the response of the firm against that letter is

Shortcomings

Response by the firm

The protocols of stability mentions conditio| Firm has submitted long term stability of 3 batc
30 + 20C and 65 * 5%RH whereas { 1604051231,
stabiity data mentions the condition 25 * 2¢ batches were manufactured in April 2018 and

1604051232, 1604051233.
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and 60 + 5%RH. The data is same
submitted before

firm has submitted shdlity data till 36 months
which should have been completed in April 2C
but the stability data sheets contains values for
time points which are yet to come.

Food and Drug Administration which is not
state or provincial certifying authority.

Clarifythe formulation whether lyophilize| Concentrate
powder or concentrate
The certifyirg authority for CoPP is Jinninfn Fi r m has submitted tha

Shandong province food and drug administrat
shandong province food and drug admiirgtion
authorize the city level food and drug administrat
to issue CoPP. Since the manufacturer M/s C
Pharmaceutical Co. Ltd. is in Shandong provir
therefore the city level Jinning food and dr
administration is authorized to issue CoPP. Fiaa
also submitted following link but it could not K
accessed
http://www.sfda.gov.cn/art/2017/12/20/art_8045
2171 .html

Evidence of approval of applied formulatior
in referenceegulatory authorities which wer
approved by Registration Board in its 275th
meeting

Docetaxel Actavis 20mg/0.5ml concentrate
solvent  for  solution for infusionMHR
Approved.

Firm has claimed USP specification but
impurity and endatxin specification of USP
are more stringent than provided
specification.

Firm has submitted that their docetaxel injectior
according to CFDA standard, but the inr|
controlled parameter of impurity and endotoxin
more strict than USP standard. Tharmfihas alsd
compared USP standard limits with their in
controlled standards. "

Decision of 289
meeting of
Registration Board

Registration Board deferred the case for following submission:

9 Clarification of the stability study data sheets which dostéhe results of §
years stability study data for batches manufactured in April 2018.

9 Submission of original signed stability study data sheets along
complete results for long term stability of 3 batches 1604051
1604051232 and 1604051233 whigkre manufactured in April 2018.

Evaluation by PEC

period.

Firm has submitted following documents
i The firm has submitted that the stability of below mentioned batche
started from 1% April 2017, 13" April 2017 and 18 April 2017 of batch
numbers 16040581, 1604051232 and 164051233 respectively.
months study have been completed and submitted for considel
Remaining 12 months study data will be provided after completig

i The firm has submitted 24 months stability data signed by QC Dir
of following batches; Accelerated stability study data also submitted
U Batch Number 1604051231
(Mfg. Date: 16" April 2017, Exp. Date: 10April 2020)
U Batch Number 1604051232
(Mfg. Date: 12" April 2017, Exp. Date: 12April 2020)
U Batch Number 16041233
(Mfg. Date: 18 April 2017, Exp. Date: 15April 2020)

Decision: Registration Board approved the case as per policy for inspection of manufactur
abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus it
needs onsite verification and thuadvised the inspection panel to verify and report the submitteq

stability data for applied product.

102.

Name and address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detal of DSL

Address: Mehran International, Plot No. JM 25/1 §
Homes shop No. 4/A, Jamshed quarter, Karachi.
Validity: 16/01/2019
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Name and address of manufacturer

M/s Cisen Pharmaceutical Co. Ltd., Tongji TdoHustry
Garden, Jining High & New Techramy Ind. Developmen
Zone, Jining, Shandong Province, China.

Name and address of marketi

authorization holder

M/s Cisen Pharmaceutical Co. Ltd., Tongji TdnHustry
Garden, Jining High & New Technology Ind. Developm
Zone, Jining, Shandong Provindgghina. (as per CoPp ar
Sole agency agreement)
Exporting agent for Pakistal
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, R
China (as per sole agency agreement)

Name of exporting country

China

Brand Name +Dosage Form + Streng

Oxaliplatin for injections 50mg
Freeze dried cake for solution for IV injections (lyophilizg

Composition Each Vial Contains:
Oxaliplatine. 50 mg
Finished Product Specification In House
Pharmacological Group Antineoplastic
Shelf life 3 years
Type of Form Form 5A
Diary No. & Date of R& | Dy. No. 383 Dated 16/03/2017
Fee including differential fee Rs. 100,000/ Dated 15/03/2017
Demanded Price As per SRO
Pack size 11 16s (7ml glass vial)

International availability

ELOXATIN for injection (50mg 100mg) by M/s SANOFI
AVENTIS US, USFDA approved

Me-too status

Celdach 50 injection by Hakimsons (Reg # 72565) 64

Detail of certificates attached

Original Legalized CoPP (certificate No. 151100B@076)
issued by Jining Food and Drug Administratiom
16/09/2015 is attached which confirms the free sale of
product in exporting country. The facilities and operati
conform to GMP as recommended by WHO.

Remarks of the Evaluator.

9 The firm has claimed In House manufactur
specifications while theroduct is available in USP. A
per USP the product contains Oxaliplatin and Lacf
monohydrate while according to formulation provig
by the firm the product contains Oxaliplatin &
Mannitol.

1 Firm has initially submitted redime stability datg
conduted at 25 + & and 65 + 5%RH, letter was issu
to submit stability study data conducted according tg
conditions of zone IVA. In response to the letter, firi
has submitted stability data sheet specifying stab
conditions as 30 +°2 and 65 *+ 5%RHvith same resulty
at each time point.

Previous Decision(M274): The Registration Board deferred the cases for;
1 Submission of clarification regarding since the data/assay values in the stability stug
unjustifiable/irrational as there is no diffae in assay values of initially submitted stabi

data (at 25 £ Z and 60 + 5%RH) and the stability data submitted after issuance of letter

+ 2°c and 65 + 5%RH). Since this ambiguity shows that the revised data (at’8@am265 +

5%RH) is notirue.

= =

Mannitol.

Detail of diluent to be used for reconstitution.
Clarification regarding formulation since USP specifies the formulation containing Oxali
with Lactose monohydrate while submitted formulation by you contains Oxaliplatin

Evaluation by PEC:

Shortcomings

Response by the firm

Submission of clarification regarding sin

Firm has submitted stability study data sheets (
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the data/assay values in the stability stug
are unjustifiable/irrational as there is
difference in assay values of initial
submitted stability data (at 252fc and 60 +
5%RH) and the stability data submitted af
issuance of letter (at 30 ° and 65 =+
5%RH). Since this ambiguity shows that 1
revised data (at 30 *Q and 65 + 5%RH) i
not true.

signed ly the authorized personnel of manufactu
of 3 batches 170610, 170611, 170612 conducte
per the conditions of zone . The datd
submitted is only for 6 months. Additionally tf
impurities identified at various time points exce¢
the limit identifiedin acceptance criteria i.e. NM
0.2%. The firm has NOT submitted a
clarification regarding already submitted stabil
data sheets having same values at both conditio

Detail of diluent to be used for reconstitutio

Firm has submitted details ofrgparation anc
administration of the applied formulation.

Clarification regarding formulation since US
specifies  the  formulation  containin
Oxaliplatin with Lactose monohydrate whi
submitted formulation by you contair
Oxaliplatin and Mannitol

Firm ha submitted that their principl
manufacturer has informed that China FDA d
not approve lactose as excipient of lyophiliz
powder instead they accept mannitol becaus
provides more stability.

received.

After the evaluation of the response, another letteshortcoming No. FA/2017/PECDRAP(AD
PEGV) was issued by dated 23-2018. Now the response of the firm against that letter is

Shortcomings

Response by the firm

Clarifythe formulation whether Freeze dri
cake or lyophilized powder

Lyophilized powder

The certifying authority for CoPP is Jinnin
Food and Drug Administration which is not
state or provincial certifying authority.

Firm has submitted th
of Shandong province food and dr
administration, shanag province food and dru
administration authorize the city level food a
drug administration to issue CoPP. Since

manufacturer M/s Cisen Pharmaceutical Co. Ltg
in Shandong province, therefore the city le
Jinning food and drug administrationasthorized
to issue CoPP. Firm has also submitted follow
link but it could not be accessed
http://www.sfda.gov.cn/art/2017/12/20/art_8045 |
82171.html

Evidence of approval ofpplied formulation
in reference regulatory authorities which wg
approved by Registration Board in its 274
meeting

Eloxatin Injection 50mg by M/s Sanofi Aventis It
USA. (USFDA Approved)

According to the specification of relate
substances any individu impurity specs ir|
NMT 0.2%. However the results are gred
than 0.2% i.e. out of specs, clarification
required.

Firm has submitted specifications of oxaliplatin g
comparison of its specs with USP and inner cor
standards but the firm has NOT bsnoitted
justification of their results outside the accepta
criteria.

Long term stability data of at least one yea
required for grant of 2 years shelf life wherg
you have provided data of 6 months w
results of related substances out

specification.

Firm has submitted accelerated stability stt
stability data of 3 batches for one year insteac
long term stability study data till claimed shelf lif¢

Decision of 289
meeting of

Registration Board shelf life.

Deferred for following submissions:
1 Realtime stability study data of 3 batches as per zonA Ir the complete

1 Scientific justification for out of specification impurities (i.e. results gre
than 0.2%) while the acceptance criteria was NLT 0.2%.

Evaluation by PEC

submitted.
9 12021800201

Firm has subiitted following documents:
Real Time and accelerated stability study data according to the conditions
zone I\V-A for 2 years of following batches; Accelerated stability study data
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(Mfg date; June, 2017 & Exp. Date: June, 2020)
1 12021800202
(Mfg date; June, 2017 & Exp. Date: June, 2020)
1 12021800203
(Mfg date; June, 2017 & Exp. Date: June, 2020)
The data is of different batches than the previously submitted batches and
impurity results of these batches are within limits.

Dedsion: Registration Board approved the case as per policy for inspection of manufacture
abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus
needs onsite verification and thus advised the inspection panel to ifgrand report the submitted
stability data for applied product.

103.

Name and address of Applicant

M/s Mehran International , Pliva Avenue Hume Road N
World Map, Karachi, Pakistan

Detail of DSL

Address: Mehran International, Plot No. JM 25/1 §
Homesshop No. 4/4A, Jamshed quarter, Karachi.
Validity: 16/01/2019

Name and address of manufacturer

M/s Cisen Pharmaceutical Co. Ltd., Tongji TdnHustry
Garden, Jining High & New Technology Ind. Developm
Zone, Jining, Shandong Province, China.

Name and address of marketir

authorization holder

M/s Cisen Pharmaceutical Co. Ltd., Tongji TdoHustry
Garden, Jining High & New Technology Ind. Developm
Zone, Jining, Shandong Province, China. (as per CoPH
Sole agency agreement)

Exporting agent for Pakistan:
M/s Ninhua Group Co., Ltd., 21 Jiangxia St. Ningbo, H
China (as per Sole Agency Agreement)

Name of exporting country

China

Brand Name +Dosage Form + Streng

OXALIPLATIN for injections 100mg
Freeze dried cake for solution for IV injectiofhgophilized)

Composition Each Vial Contains:
Oxaliplatiné.. 100mg

Finished Product Specification In House

Pharmacological Group Antineoplastic

Shelf life 3 years

Type of Form Form 5A

Diary No. & Date of R& |

Dy. No. 398 Dated 16/03/2017

Fee including differential fee

Rs. 100,000/ Dated 15/03/2017

Demanded Price

As per SRO

Pack size

11 16s

International availability

ELOXATIN for injection (50mg 100mg) by M/s SANOFI
AVENTIS US, USFDA approved

Me-too status

Celdach 50 injectio by Hakimsons (Reg # 72564)

Detail of certificates attached

Original Legalized CoPP (certificate No. 151100B0/470
issued by Jining Food and Drug Administration
16/09/2015 is attached which confirms the free sale of
product in exporting countryThe facilities and operatior
conform to GMP as recommended by WHO.

Remarks of the Evaluator.

 The firm has claimed In House manufactur
specifications while the product is available in USP.
per USP the product contains Oxaliplatin and Lacl
mondydrate while according to formulation provid
by the firm the product contains Oxaliplatin a
Manitol.

1 Firm has initially submitted redime stability datg
conducted at 25 +°2 and 65 + 5%RH, letter was issu
to submit stability study data conductaectording to the
conditions of zone IVA. In response to the letter firi
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has submitted stability data sheet specifying stah
conditions as 30 £°% and 65 + 5%RH with sam
results at each time point.

1 Submission of clarification regarding

5%RH) is not true.

= =4

Mannitol.

Previous Decision(M274): The Registration Boardeferred the cases for;

since the data/assay values in the stability stug

unjustifiable/irrational as there is no difference in assay values of initially submitted st
data (at 25 +Z and 60 + 5%RH) andhé stability data submitted after issuance of letter (g
+ 2°%c and 65 + 5%RH). Since this ambiguity shows that the revised data (at’8@am265 +

Detail of diluent to be used for reconstitution.
Clarification regarding formulatiosince USP specifies the formulation containing Oxalipl
with Lactose monohydrate while submitted formulation by you contains Oxaliplatin

Evaluation by PEC:

Shortcomings

Response by the firm

Submission of clarification regarding sin
the data/assay values in the stability stug
are unjustifiable/irrational as there is
difference in assay values of initial
submitted stability data (at 25 £c2and 60 +
5%RH) and the stability data submitted af
issuance of letter (at 30 t°Q and 65 *
5%RH). Since this ambiguity shows that 1
revised data (at 30 *Q and 65 + 5%RH) is
not true.

Firm has submitted stability study data sheets

signed by the authorized personnel of manufact
of 3 batches 170613, 170614, 170615 conducte
per the conditions of zone #IX. The datd
submitted is only for 6 months. Additionally tk
impurities identified at various time points exceg
the limit identified in acceptance criteria i.e. N
0.2%. The firm has NOT submitted a
clarification regardig already submitted stabilit
data sheets having same values at both conditio

Detail of diluent to be used for reconstitutio

Firm has submitted details of preparation ¢
administration of the applied formulation.

Clarification regarding formutéon since USP
specifies the formulation containing
Oxaliplatin with Lactose monohydrate while
submitted formulation by you contains
Oxaliplatin and Mannitol

Firm has submitted that their princip
manufacturer has informed that China FDA d
not approvelactose as excipient of lyophilize
powder instead they accept mannitol becaus
provides more stability.

received.

After the evaluation of the response, another letter of shortcoming NA/Z017/PEEDRAP(AD
PEGV) was issued by dated 23-2018. Now the rgmnse of the firm against that letter is a|

Shortcomings

Response by the firm

Clarify the formulation whether Freeze dri
cake or lyophilized powder

Lyophilized powder

The certifying authority for CoPP is Jinnir
Food and Drug Administrain which is not g
state or provincial certifying authority.

Firm has submitted th
of Shandong province food and dr
administration, shandong province food and d
administration authorize the city level food 4
drug administraon to issue CoPP. Since t
manufacturer M/s Cisen Pharmaceutical Co.
is in Shandong province, therefore the city le
Jinning food and drug administration is authoriz
to issue CoPP. Firm has also submitted follow
link but it could not be acesed
http://www.sfda.gov.cn/art/2017/12/20/art_8044
782171 .html

Evidence of approval of applied formulation
reference regulatory authorities which wse
approved by RegistratioBoard in its 275th
meeting

Eloxatin Injection 100mg by M/s Sanofi Avent
Inc USA. (USFDA Approved)

According to the specification of relate
substances any individual impurity specs
NMT 0.2%. However the results are greg
than 0.2% i.e. out of speg clarification is

Firm has submitted specifications of oxalipla
and comparison of its specs with USP and ir]
control standards but the firm has NOT submit
justification of their results outside the accepta
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required.

criteria.

Long term stality data of at least one year
required for grant of 2 years shelf life where
you have provided data of 6 months w

results of related substances

specification.

Firm has submitted accelerated stability st
stability data of 3 batches for eryear instead @
long term stability study data till claimed shelf li
out

Decision of 289
meeting of

Registration Board shelf life.

Deferred for following submissions:
9 Real time stability study data of 3 batches as per zofk M the complete

9 Scientific justification for out of specification impurities (i.e. results great
than 0.2%) while the acceptance criteria was NLT 0.2%.

Evaluation by PEC

112021800204
1 12021800205

1 12021800206

Firm has submitted following documents:
Real Time stability studies according to the conditions oé2okA for 2 years
of following batches; Accelerated stability study data also submitted.

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

The data is of different batches than the previously submitted batches g
impurity results of these batches are within limits.

Decision: Registration Board approved the case as per policy for inspection of manufactur
abroad. Moroever the Board deliberated that as firm has submitted revised stability data thus i
needs onsite verification and thus advised the inspection panel to verify and report the submittg

stability data for applied product.

104.

Name and address of manufacturer |
Applicant

M/s Delta Pharma Pvt LtdPlot. No. 9, Nowshera Industrial
Estate, Risalpur, Kpk, Pakistan

Brand Name +Dosage Form +Streng

Excip 250mg/5ml Dry Powder Suspension

Composition

Each 5ml Contains:
Ci profl oxacin as Ciprofl o>

Diary No.Date of R& | & fee

Dy. No 39937: 0412-2018 PKR 20,000/: 04-12-2018

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished Product Specification

USP

Pack size & Demanded Price

60ml: As per SRO

Approval status of product in
Reference Rgulatory Authorities.

Ciproxin 250mg/5ml granules and solvent for oral suspen
by Bayer (MHRA Approved)

Me-too status

Novidat Dry Powder for Suspension by Sami Pharma

GMP status

Firm is granted additional sections Oral liquid (general)
dry sugension (general) section on the basis of inspeq
dated 1210-2018

Remarks of the Evaluator.

1 Justify the formulation containing ciprofloxacin
hydrochloride since the reference formulation approveq
MHRA contains ciprofloxacin base.

9 Provide source of granules of ciprofloxacin sing
granulation process is not mentioned in method
manufacturing.

Decision of 28" meeting of RB

Deferred for revision of formulation as per reference pro
along with submission of requisite fee for change
formulation

Evaluation by PEC

9 Source of pellets: Vision Pharmaceuticals

9 Firm has revised formulation as per reference product g
with submission of 5,000 fee dated-0Z-2019. The revise
formulation submitted by the firm is as:

Each 5ml Contains:
Ciprofloxa c i n

€250 mg
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Decision of 288 meeting of RB

Deferred for further deliberation upon the salt form of API
view of reference product.

Decision: Approved with following label claim:
Each 5ml after reconstitution Contains:

s 7z =z

eeeee.

sz

Ciprofloxacin

250 mg

105.

Name and address of manufacture
Applicant

M/s Delta Pharma Pvt LtdPlot. No. 9, Nowshera Industri
Estate, Risalpur, Kpk, Pakistan

Brand Name +Dosage Form +Streng

Excip 125mg/5ml Dry Powder

Composition

Each 5ml Contains:
Ciprofloxacin as Ciprofloa ci n HCLé 125 mg

Diary No. Date of R& | & fee

Dy. No 39934: 0412-2018 PKR 20,000/ 04-12-2018

Pharmacological Group

Antibiotic

Type of Form

Form5

Finished Product Specification

USP

Pack size & Demanded Price

60ml: As per SRO

Approval status of product in

Reference Regulatory Authorities.

Approved by Registration Board based on quantitg
composition mentioned in SmPC of 250mg dry suspensio

Me-too status

Nafcin 125mg Suspension by Global Pharma

GMP status

Firm is granted additionalestions Oral liquid (general) ar
dry suspension (general) section on the basis of inspe
dated 1210-2018

Remarks of the Evaluator.

1 Justify the formulation containing ciprofloxacin
hydrochloride since the reference formulation approve(
MHRA contains ciprofloxacin base.

9 Provide source of granules of ciprofloxacin sir
granulation process is not mentioned in method
manufacturing.

Decision of 287 meeting of RB

Deferred for revision of formulation as per reference pro
along with submigen of requisite fee for change
formulation

Evaluation by PEC

9 Source of pellets: Vision Pharmaceuticals

9 Firm has revised formulation as per reference product 3
with submission of 5,000 fee dated-0Z-2019. The revise
formulation submitted by thié&rm is as:

Each 5ml Contains:
Ciprofloxacin é125mg

Decision of 288 meeting of RB

Deferred for further deliberation upon the salt form of API
view of reference product.

Decision: Approved with following label claim
Each 5ml after reconstitution Contains:

s 7z z

eeeee.

sz

Ci profloxacin

250 mg

Case No. 02 Registration Applications of Drugs for which Stability Study Data is

Submitted
a. New Cases
Sr. | Name & Address of Brand Name Type of Form, International
No. Manufacturer / (Proprietary Name + Initial Diary & Date, Availability / Local
Applicant Dosage Form + Strength) Fee (including Availability
Compasition, differential fee),
Pharmacological Group, Demanded Price / | GMP Inspection Report
Finished Product Pack size Date & Remarks
Specification
106.|M/s Martin  Dow| Amlidy Tablet 25mg Form 5D Vemlidy  Tablet by
Limited, Plot No. 37| Each film coated tablet 03-09-2018 GileadSciences SFDA
Sector 19, Korang contains: PKR 50,000/ Approved)
Industrial Areg Tenofovir alfenamide (as (31-08-2018)
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Karachi.

fumar ate) é.
(Anti-viral)

é

29-01-2018. GMP rate
as GOOD.

Evaluation by PEC:

Registration Board.

Firm has submitted accelerated and real time stability data of 6 months as per the requirement (

STABILITY STUDY DATA

Drug

Amlidy Tablet 25mg

Name ofManufacturer

M/s Martin Dow Limited, Plot No. 37, Sector 19, Korangi Industrial A

Karachi.

Manufacturer of API

M/s. Shanghai Desano Chemical Pharmaceutical Co. Ltd. No. 417
Road, Laogang Town Pudong New Area Shanghai China.

API Lot No.

DBH251-B15A-180702

Description of Pack
(Container closure system)

Yellow color round biconvex film coated tablet plain on both sides in

Alu blister pack

Stability Storage Condition

Real time : 30C + ZC / 65% + 5%RH
Accelerated: 4@ + ZC / 75% + 5%RH

Time Period Real time: 6 months

Accelerated: 6 months
Frequency Accelerated: 0, 1, 2, 3, 4, 6 (Months)

Real Time: 0, 3, 6 (Months)
Batch No. NPD-T-374-P NPD-T-359-L NPD-T-388-P
Batch Size 2500 Tablet 2500 Tablet 2500 Tablet
Manufacturirg Date 2310-2018 12-10-2018 2510-2018
Date of Initiation 30-10-2018 30-10-2018 30-10-2018
No. of Batches 03

Date of Submission

Dy.# 6507 dated 205-2019

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Documents To Be Provided

Status

COA of API

Yes

Approval of API by regulatory authority
country of origin or GMP certificate of AR
manufacturer issued by regulatory authority
country of origin.

Firm has submitted copy of GMP certificate issue(
Shanghai Food and Drug Administration

Protocols followed for conduction of stabil

study and details of tests. ves
Data of 03 batches will be supported
attested respective documents Yes

chromatograms, laboratory reports, data sh
etc.

Documents confirming import of ARitc.

Firm has submitted ADC attested invoice which is

clear

All provided documents will be attested (naf

sign and stamp) for ensuring authenticity Yes
data / documents.

Commitment to continue real time stabil Yes
study till assigned shiglife of the product.

Commitment to follow Drug Specificatig Yes

Rules, 1978.
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REMARKS OF EVALUATOR

Shortcomings

Response by the firm

GMP certificate of the APl manufacturer issued
relevant (i.e. provincial or federal) regulatc
authority of China, since the submitted GMP h
been issued by Shanghai Food and D
Administration which is a district authority and dg
not have mandate to issue GMP certificate as

Chapter | General Provisions; Article 5
Regulations for Implementation ofthe Drug
Admi ni strati on Law of

China.

Firm has submitted GMP certificate N
SH20170046 issued by China Food and D
Administration which is valid till 03L2-2022.

Submit clear invoice attested by ADC in which {
date of clearate along with signature / stamp
readable, since the submitted invoice is not clear.

Firm has submitted copy of commercial invo
which is cleared by ADC on 18-2018 specifying
import of 0.47Kg tenofovir

Provide detailed method of testing / analysis
finished product.

Firm has submitted copy of testing method :
analysis of finished drug.

Justify the acceptance criteria of dissolution test
NLT 80% in 30 minutes without defining the tin
and value of Q0 since
defined between 75 to 80 in various guidal
documents of EDQM, FDA guidance documents |
USP and the overall acceptance criteria for level
i s set as Q+5. The F
Testing and Acceptance Criteria for Immedia
Release Solid Oral Dosageorm Drug Product:
Containing Hi gh Sol ul
specifies under the heading DISSOLUTIC
ACCEPTANCE CRITERIA that for immediate
release solid oral drug products containing a hi
solubility drug substance, the dissolution criterion

Q=80% in 30 minutes Furthermore, USFD#
chemistry review for t
Tabl et o speci fies t hat

dissolution test is NLT (Q+5) in 15 minutes.

Firm has submitted commitment to revise

specification to NLT 80% (Q=%5) in 15 minutes

Firm has further submitted that they have tested

product at ¥ month stability time point and th

results are satisfactory in 15 minutes.

1 The dissolution results as per revised specifica
(i.e. NLT 80% in 15 minutes) at"9month time
point cannot be applied on 6 months real time
accelerated stability study data as per prev
specifications i.e. NLT 80% in 30 minutes.

9 Firm has initiated stability studies on-2018 and
the letter of shortcoming for difference
specificatims was issued on 1®8-2019 (10
months after initiation of stability studies) and {
firm has in its reply dated 283-2019 submitteq
that they have tested dissolution &trlonth time
point.

Specify the exact storage conditions at which the
was ket after import in August 2018 till th
manufacturing of batches in October 2018.

Firm has submitted that the storage condit
recommended by its manufacturer 8 Begree anc
the firm has kept the material under the sg
conditions at MDL warehouse witltontinuous
temperature monitoring.

Decision: Deferred for following:

1 Scientific justification how the stability study data at 9th month conducted as per revised dissolutiq

specification [ i.e. NLT 80% in 15 minutes]

representative of whole 6 months stability conducted at accelerated and real time conditions w
dissolution specifications different from innovator product [i.e. NLT 80% in 30 minutes].

with values close to acceptance tefiia can be

Sr. | Name & Address of Brand Name Type of Form, International
No. Manufacturer / (Proprietary Name + Initial Diary & Date, Availability / Local
Applicant Dosage Form + Strength) Fee (including Availability
Composition, differential fee),
Pharmacological Group, Demanded Price / | GMP Inspection Report
Finished Product Pack size Date & Remarks
Specification
107.|M/s S.J & G. Fazu Berica Tablet 120mg Form 5D Acoxxel Tablet MHRA
Ellahie (Pvt) Ltd|Each film coated tablet Dy No. 6671 Approved)
E/46, _ S.I.T.E contalns._ _ ] 19-6-2017 GMP inspection repo
Karachi. Etoricoxib & PKR 50,000/ conducted on 204-2018
(Anti-viral) (19-06-2017)
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concluding
level of
compliance.

& 24-04-2018,

satisfactor
GMP

Evaluation by PEC:

Registration Board.

Firm has submitted accelerated and real time stability data of 6 months as per the requifé

STABILITY STUDY DATA

Drug Berica Tablet 120mg

Name of Manufacturer

M/s S.J & G. Fazul Ellahie (Pvt) Ltd. E/46, S.I.T.E Karachi.

Manufacturer of API Glenmark Pharmaceutical Ltd, India.

API Lot No. ACE00616

Description ofPack
(Container closure system)

Single unit carton containing tablets in Adlu blister pack

Real time : 30C + ZC / 65% + 5%RH
Accelerated: 4@ + ZC / 75% + 5%RH

Stability Storage Condition

Time Period Real time: 6 months

Accelerated6 months
Frequency Accelerated: 0, 3, 6 (Months)

Real Time: 0, 3, 6 (Months)
Batch No. TR-06517 TR-064-17 TR-063-17
Batch Size 1500 Tablet 1500 Tablet 1500 Tablet
Manufacturing Date 03-2017 032017 032017
Date of Initiation 154-2017 154-2017 154-2017
No. of Batches 03

Date of Submission Dy.# 7560 dated 205-2019

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

# Documents To Be Provided

Status

1. COA of API

Yes

Approval of API by regulatory authority
country of origin or GMP certificat®f API

country of origin.

Firm has submitted copy of GMP certificate issue(
Food and Drug Administration Gujrat State In
manufacturer issued by regulatory authority which is valid till 188-2019.

3. Protocols followed for conduction of stabyl

study and details of tests. ves
4, Data of 03 batches will be supported
attested respective documents v
es
chromatograms, laboratory reports, data sh
etc.
5. Documents confirming import of API etc. Firm has submitted ADC attested inv@idated 1&%-

2016 specifying import of 100 Kg etoricoxib

6. All provided documents will be attested (naf

sign and stamp) for ensuring authenticity Yes
data / documents.

7. Commitment to continue real time stabil Yes
study till assigned shelf lifefahe product.

8. Commitment to follow Drug Specificatig Yes
Rules, 1978.
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REMARKS OF EVALUATOR

Shortcomings

Response by the firm

Specify the manufacturer of API along with
address since the submitted GMP certificate i
Glenmark life scienes, while the COA and invoic
specify  Glenmark Pharmaceuticals. Furt
evidence is required for import of material frg
that particular source (along with address) since
submitted invoice do not contain address of 4
manufacturer.

Firm has submittethat the APl was manufactured
the site Plot No. 14143, 165165, 170172,
Chandramouli Sahakari Audyogik Vashat Marya
PuneHydrerabad Highway, Mohol District Solapu
Firm has submitted a letter from Glenmark stat
that Glenmark has rerganizeditself by creating ¢
wholly owned subsidiary for its APl business
Glenmark Life Sciences. The agreement for
transfer was executed on" QOctober 2018 an
effective date for transfer was! December 2018
The wholy owned subsidiary for APl busisess
now known as Glenmark Life Sciences Limitg
Glenmark Life Sciences will be the Al
manufactur er & Decanbdr 2028
place of Glenmark Pharmaceuticals. The A4
manufacturing sites at Ankleshwar, Dah
Kurkumbh and Mhol will be trasferred to Glenmar
Life Sciences.

The letter for reorganization of business was sign
on 3F' October 2018 and the -mrganization was
conducted from st December 2018. While the AF
was imported on 18-2016.

Provide scientific rational / justificath for assay o
finished product using UV method since {
reference / innovator product has used HR
method for assay of finished product.

Firm has submitted t had
testing as it was already available for our registe
productBerie Tabl et 60mg. Al
time point we have compared our results with HF
method and found satisfactory results. This HF
method will be validated and used befq
commercialization.

Justify the acceptance criteria of dissolution test
NLT 75% without defining the time and value
AQO since the value ¢
between 75 to 80 in various guidance documen{
EDQM, FDA guidance documents and USP and
overall acceptance criteria for level S1 is set
Q+5. The FDAgd ance fADi ssol
Acceptance Criteria for ImmediaRelease Solig
Oral Dosage Form Drug Products Containing H
Solubility Drug Subst
heading DISSOLUTION ACCEPTANCE

CRITERIA that for immediate release solid o
drug products containing a high solubility dry
substance, the dissolution criterion is Q=80% in
minutes.

Firm has submitted that this molecule belongs
BCS clasdl which have low solubility and hig
permeability therefore the limit of Q = 70% in 4
minutes was used (NLT 75%) which is Q+5. All g
dissolution results are far higher than accepte
criteria.

Decision: Deferred for following:

§ Clarification for the address of APl manufacturer since the submitted GMP certificate is o
Glenmark life sciences, while the COA and invoice specify Glenmark Pharmaceuticals.
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Sr. | Name & Address of Brand Name Type of Form, International
No. Manufacturer / (Proprietary Name + I nitial Diary & Date, Availability / Local
Applicant Dosage Form + Strength) Fee (including Availability
Composition, differential fee),
Pharmacological Group, Demanded Price / | GMP Inspection Report
Finished Product Pack size Date & Remarks
Specification
108.|M/s S.J & G. Fazu Berica Tablet 90mg Form 5D Acoxxel Tablet (MHRA
Ellahie (Pvt) Ltd|Eachfilm coated tablet Dy No. 6672: Approved)
E/46, S.I.T.H contains: 19-6-2017 GMP inspection repo
Karachi. Etoricoxib & PKR 50,000/ conducted on 204-2018
(Anti-viral) (19-06-2017) & 24-04-2018,
concluding  satisfactor
level of GMP
compliarce.
Evaluation by PEC: Firm has submitted accelerated and real time stability data of 6 months as
requirement of Registration Board.

STABILITY STUDY DATA

Drug Berica Tablet 90mg

Name of Manufacturer M/s S.J & G. Fazul Ellahie (Pvt) Lt&/46, S.I.T.E Karachi.
Manufacturer of API Glenmark Pharmaceutical Ltd, India.

API Lot No. ACEO00616

Description of Pack

) Single unit carton containing tablets in Aflu blister pack
(Container closure system)

Stability Storage Condition Real time 30C + ZC / 65% + 5%RH
Accelerated: 4@ + ZC / 75% + 5%RH

Time Period Real time: 6 months Accelerated: 6 months
Frequency Accelerated: 0, 3, 6 (Months)  Real Time: 0, 3, 6 (Months)
Batch No. TR-06217 TR-061-17 TR-060-17
Batch Size 1500 Tablet 1500 Tablet 1500 Tablet
Manufacturing Date 03-2017 032017 03-2017
Date of Initiation 154-2017 154-2017 154-2017
No. of Batches 03
Date of Submission Dy.# 7561 dated 205-2019
DOCUMENTS / DATA PROVIDED BY THE APPL ICANT

# Documents To Be Provided Status

1. COA of API Yes

Approval of APl by regulatory authority ¢ Firm has submitted copy of GMP ceit#te issued b
country of origin or GMP certificate of AfFood and Drug Administration Gujrat State In
manufacturer issued by regulatory authority which is valid till 188-2019.

country of origin.

3. Protocols followed for conduction of stabil Yes
study and details of tests.
4, Data of 03 batches will be supported
attested respective documents ike
Yes
chromatograms, laboratory reports, data sh
etc.
5. Documents confirming import of API etc. Firm has submitted ADC attested invoice dateebl

2016 specifying import of 100 Kg etoricoxib
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6. All provided documents will be attested (naf
sign and stamp) for ensuring authenticity Yes
data / documents.

7. Commitment to continue real time stabil Yes
study till assigned shelf life of the product.
8. Commitment to follow Drug Specificatig Yes

Rules, 1978.

REMARKS OF EVALUATOR

Shortcomings Response by the firm
Specify the manufacturer of API along with | Firm has submitted that the APl was manufacture
address since the submitted GMP certificate iy the site Plot No. 14143, 165165, 170172,
Glenmark life sciences, while the COA and invo| Chandramouli Sahakari Audyogik VaghMaryadit,
specify  Glenmark Pharmaceuticals. Furtl PuneHydrerabad Highway, Mohol District Solapu
evidence is required for import of matdrifrom | Firm has submitted a letter from Glenmark stat
that particular source (along with address) since that Glenmark has rerganized itself by creating
submitted invoice do not contain address of 4 wholly owned subsidiary for its API business
manufacturer. Glenmark Life Sciences. The agreement fbis
transfer was executed on" @ctober 2018 an
effective date for transfer was' December 2018
The wholy owned subsidiary for APl business
now known as Glenmark Life Sciences Limite
Glenmark Life Sciences will be the Al
manuf act ur £from 8 Deceanber 2028R
place of Glenmark Pharmaceuticals. The A4
manufacturing sites at Ankleshwar, Dah
Kurkumbh and Mhol will be transferred to Glenme
Life Sciences.

The letter for reorganization of business was sign
on 3F' October 2018 ah the reorganization was
conducted from % December 2018. While the AF
was imported on 18-2016.
Provide scientific rational / justification forassay| Fi rm has submitted t hi
finished product using UV method since { testing as it was already available for our registe
reference / innovator product has used HRpr oduct Berica Tabl et
method forassay of finished product. time point we have compared our results with HF
method and found satisfacy results. This HPL(
method will be validated and used bef
commercialization.

Justify the acceptance criteria of dissolution test| Firm has submitted that this molecule belongs
NLT 75% without defining the time and value | BCS clasdl which have low solubility and hig
AQO since the val ue (¢permeability therefore the limit of Q = 70% in 4
between 75 to 80 imarious guidance documents| minutes was used (NLT 75%) which is Q+5. All g
EDQM, FDA guidance documents and USP and| dissolution results are far higher than accepts
overall acceptance criteria for level S1 is sef| criteria.
Q+5. The FDA guidance
Acceptance Criteria for Immediakelease Solic
Oral Dosage Form Drug Products @ining High
Solubility Drug Subst
heading DISSOLUTION ACCEPTANCE
CRITERIA that for immediate release solid ol
drug products containing a high solubility dr
substance, the dissolution criterion is Q=80% in
minutes.

Decision: Deferred for following:
Y Clarification for the address of APl manufacturer since the submitted GMP certificate is o
Glenmark life sciences, while the COA and invoice specify Glenmark Pharmaceuticals.
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Sr. | Name & Address of Brand Name Type of Form, International Availability
No. Manufacturer / (Proprietary Name + Initial Diary & Date, / Local Availability
Applicant Dosage Form + Fee (including
Strength), Composition, differential fee), GMP Inspection Report
Pharmacological Group,| Demanded Price / Date & Remarks
Finished Product Pack size
Specification
109.| M/s CCL|Vemteno Tablet 25mg Form 5 Vemlidy Tablet by Gileac
Pharmaceuticals Each film coated tablet 27-02-2019 Sciences WSFDA
(Pvt) Ltd. 62 Quaid| contains: PKR 20,000/ Approved)
e-Azam Industria| Tenofovir alfenamide (as (27-02-2019) GMP inspection repo
Estate Kot Lakhpgf umar at e) ¢é conducted on 204-2018
Lahore. (Anti-viral) & 24-04-2018, concluding
satisfactory level of GMI
compliance.
Evaluation by PEC: Firm has submitted acceleratadd real time stability data of 6 months as pe
requirement of Registration Board.
STABILITY STUDY DATA
Drug Vemteno Tablet 25mg

Name of Manufacturer

Lakhpat Lahore.

M/s CCL Pharmaceuticals (Pvt) Ltd. 62 Quaidzam Industrial Estate K¢

Manufacturer of API

Cipla Ltd. at plot B22, MIDC Industrial Area Kurkumbh Village, Talu
Daund District Pune Mahrashtra India

API Lot No.

LDP170006

Description of Pack
(Container closure system)

board with leaflet

Pink round biconvex shape film coated tablet packed inAdluin bleach

Stability Storage Condition

Real time : 30C + ZC / 65% + 5%RH
Accelerated: 4@ + ZC / 75% *+ 5%RH

Time Period Real time: 6 months Accelerated: 6 months
Frequency Accelerated: 0, 3, 6 (Months  Real Time: 0, 3, 6 (Months)
Batch No. T2/17 T3/17 T4/17
Batch Size 1500 Tablet 1500 Tablet 1500 Tablet
Manufacturing Date 07-2017 082017 07-2017
Date of Initiation 08-2017 08-2017 08-2017
No. of Batches 03

Date of Submission

Dy.# 7194 deed 25052019

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

# Documents To Be Provided Status

COA of API Yes
Approval of API by regulatory authority (Firm has submitted copy of GMP certificate issuec
country of origin or GMP certificate of AR Government of Karnataka, Drugs Control Departn
manufacturer issued by regulatory authority dated 2102-2019.
courtry of origin.

3. Protocols followed for conduction of stabil Yes
study and details of tests.

4, Data of 03 batches will be spprted by
attested respective documents vy

es

chromatograms, laboratory reports, data sh
etc.
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5. Documents confirming import of API etc. Firm has submitted ADC attested invoice dated
02-2017 specifying import of 0.21Kg tenofo
alafenamide fmarate. The exact manufacturing ¢
of the API manufacturer is not mentioned in
submitted invoice.

6. All provided documents will be attested (nar

sign and stamp) for ensuring authenticity Yes
data / documents.

7. Commitment to continue reainte stability Yes

study till assigned shelf life of the product.

8. Commitment to follow Drug Specificatig Yes

Rules, 1978.
REMARKS OF EVALUATOR

Shortcomings

Response by the firm

Justify the acceptance criteria of dissolution test
NLT70% Qafte 30 mi nutes si
since the value of Q at level S1 is defined betw
75 to 80 in various guidance documents of ED(
FDA guidance documents and USP and the ov
acceptance criteria for level S1 is set as Q+5.
FDA gui dancton Teflings sand
Acceptance Criteria for ImmediaRelease Solig
Oral Dosage Form Drug Products Containing H
Solubility Drug Subst
heading DISSOLUTION ACCEPTANCE

CRITERIA that for immediate release solid orq
drug products comiining a high solubility drug
substance (as defined herein), the dissolu
criterion is Q=80% in 30 minutesk-urthermore,
USFDA chemistry review for the innovator prody
AVeml idy Tableto spec
criteria for dissolution test is NLTQ+5) in 15
minutes.

Firm has submitted that as per CDP performed t
results show more than 85% release in 15 minut¢
Acetate Buffer pH 4.5.

Initially we have used parameters taken fr
USFDA dissolution methods but after your good §
highlighted the document of chemistry revie
which suggests sampling time of 15 minutes. |
acknowledge & commit to revise product t
method with revised sampling time and Q va
which can be verified during esite inspection.

Dissolution Dissolution
Specifications of the | Specifications of
firm innovator product

NLT 70% (Q) after 30 NLT 80%(Q) after 15
minutes minutes

Firm has performed complete stability studies as
the specification which is different from innovat
product. Further the dissolution tieg during CDP
studies or at 9 month interval cannot be used
predict the product quality profile in terms

dissolution studies during 6 months accelerz
study as well as during real time studies.

Specify the exact storage conditions at which
APl was kept after ADC clearance in Febru
2017 till the manufacturing of batches in July g
August 2017.

Firm has submitted that they have kept the mats
at 28 degree which is the recommended stor
condition for this drug.

The submitted GMPagtificate is of Cipla Limited
Old Madras Road Virgonagar Post Bangalore (
NB-110/78), while as per certificate of analysis
manufacturing site of API is Cipla Ltd. Plot-22,
MIDC Industrial Area, Kurkumbh Village, Taluk
i Daund, District Pune, Mahshtra. Clarify the
exact manufacturing site and submit the G
certificate.

Firm has submitted that the exact manufacturing
is Cipla Ltd. at plot B22, MIDC Industrial Areg
Kurkumbh Village, Taluka Daund District Pui
Mahrashtra India. The GMP cditate of said siteg
can be verified during esite inspection.

The firm has not submitted GMP certificate of
the APl manufacturer.

Firm has performed 39 month testing of batch T417 on 1611-2017 which is 15 days earlier than

months period Firm has sbmitted that as per their
date.

protocols they can test the product within 1 month

Decision: Deferred for following:
T Scientific justification how the CDP studies or
revised dissolution specificatn [ i.e. NLT 80%

stability study data at 9 month conducted as pe
(Q) in 15 minutes] with values close to acceptan
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criteria can be representative of whole 6 months stability conducted at accelerated and real tir
conditions with dissolution specifications different from innovator product [i.e. NLT 70% (Q) after

30 minutes].

 Submission of valid GMP certificate from APl manufacturer.

Agenda of Evaluator PEGIV

Case M. 0 Registration Applications for L ocal Manufacturing of (Human) Drugs.

a. New cases
110.| Name and address of manufacturd M/s Bloom Pharmaceuticals Pvt LtBlot # 30, Phase | & I

Applicant Industrial Estate, Hattar, Pakistan

Brand Name +Dosage Form + Stren( Blucid-H Cream

Composition Each Gram Contains:
Fusidic Aci déé20mg
Hydrocorti sone Acetateé. é

Diary No. Date of R& | & Ee Dy.No. 17088 dated 0952018 Rs.20,00009-05-2018

Pharmacological Group Antibiotic, Corticosteroid

Type of Form Form 5

Finished product Specifications Manufacturerods specificat

Pack size & Demanded Price 5gram, 15grams; As per SRO

Approval status of product in Fucidin H Cream (UK MHRA Approved)

Reference Regulatory Authorities

Me-too status (with strength and Melas H Cream of M/s Atco Laboratories

dosage form)

GMP status ACeti ficate of Good ma n
inspection conducted on1¥-2 0 1 9 0

Remarks of the Evaluator Strength on form 5 Fusi
Hydrocortisone Acetateé. é
|l etter and challan form F
Hydrocorti soéhé&é éAe .85mg.t e é . é
Reply that sength on challan form & covering letter w
due to clerical mistake.
We undertake on stamp paper of Rs: 1@t challan form
Depositer Slip No. 0718283) will not be misused and will
used as registration fee of Bluditicream (Fusidic
Aci déé20mgydrocorti sone Ad

DecisionnApproved with innovatordés specificatio

111. | Name and address of manufacturg M/s Farm Aid Group.

Applicant

Plot # 3/2, Phase | & Il, Hattar Industrial Estate, Haripur

Brand Name +Dosage Form + Stren(

Orlis 120mg Capsule

Composition

Each Hard Gelatin Capsule Contains:
Orilstat I R Pellets Eq. t

Diary No. Date of R& | & fee

Dy.No. 17069 dated 6052018 Rs.20,00008-05-2018

Pharmacological Group

Lipase inhibitor

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 106s, 306s: As per SRO

Approval status of product in
Reference Regulatory Authorities

Beacita 120mg Capsule$ ( MHRA approved)

Me-too status

Orlisat 120mg Capsules by M/s Merck Sharp & Dhome,

GMP status

Last GMP inspection conducted on-092017 and repor
concludes that Overall the firm was working ung
satisfactory | evel of GMP

Remarks of the Evaluator

Source of pellets: Vision

Decision: The Registration Board deferred for further deliberation upon stability data

requirement for orlistat pellets.
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112. | Name and address of manufacture M/s Adamjee Pharmaceuticals Pvt LRlot 39, Sector 15
Applicant Korangi Industrial Area, Karachi
Contract manufactured byi/s Safe Pharmaceuticals F
Ltd. Plot No. C.{20, Sector @, Industrial Area, NortH
Karachi
Brand Name +Dosage Form + Stren¢ Arfacobol 500mcg Injection
Composition Each ml Contains:
Mecobal aminé500mcg
Diary No. Date of R& | & fee Dy.No. 17056 dated 6852018 Rs.50,00008-05-2018
Pharmacological Group Cao-enzymetype vitamin B12
Type of Form Form 5
Finished product Specification Manufactureds specificati
Pack size & Demanded Price 5ml xAsHérSRO
Approval status of product in PMDA approved
Reference Regulatory Authorities
Me-too status Wycomin 500 mcg Irgction by Whnsfeild Pharmaceutical,
GMP status Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report concludes that basec
the stated observations their current compliance lev¢
rated as Good. 0
&
Last GMP inspection of M/s Safe Pharmaceuti
conducted 31D7-2018.and report concludes thaterall the
firm was working under GOOD level of GMP compliance
Remarks of the Evaluator 1 Contract manufacturing agreement attached
1 Number of sedvns of applicant approved K
licensing Board: 08
T Number of products already registered/approve(
contract manufacturing in the name of applicant:(
DecisionnApproved with innovatords specificatio
113. | Name and address of manufacturg M/s Adamjee Pharmaceuticals Pvt Ltd.

Applicant

Plot 39, Sector 15, Korangi Industrial Area, Karachi
Contract manufactured by/s Safe Pharmaceuticals F
Ltd. Plot No. C.120, Sector @B, Industrial Area, North
Karachi

Brand Name +Dosage Form + Stren(

Ferobin 100mdml Injection

Composition

Each 5ml Contains:
Iron as Iron
comple éé. . 100 mg

(IMyhydroxide SUCros¢

Diary No. Date of R& | & fee

Dy.No. 17057 dated 6852018 Rs.50,00008-05-2018

Pharmacological Group

Iron replacement product

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 5ml xAsHérsRO ;

Approval status of product in
Reference Regulatory Authorities

Venofer 100mg/5ml Injection of MHRA approved

Me-too status

Bisleri 200mg/5ml Injectin of M/S Sami Pharma

GMP status

Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report concludes that basec
the stated observations their current compliance lev¢

rated as Good. 0
&
Last GMP inspection of M/s Safe Pharmaceuti

conducted 3D7-2018.and report concludes that Overall
firm was working under GOOD level of GMP compliance

Remarks of the Evaluator

I Contract manufacturing agreement attached

Minutes of 292¢ Meeting of Registration Board I October, 2019)

| 75



1 Number of sections of apphat approved by
licensing Board: 08

1 Number of products already registered/approvec
contract manufacturing in the name of applicant:(

Decision: Approved.

114. | Name and address of manufacture M/s Adamjee Pharmaceuticals Pvt Ltd.
Applicant Plot 39, Sedar 15, Korangi Industrial Area, Karachi
Contract manufactured byl/s Safe Pharmaceuticals F
Ltd. Plot No. C.t20, Sector @B, Industrial Area, North
Karachi
Brand Name +Dosage Form + Stren( Water For Injection 5ml Ampoule
Composition Each 5ml Cordins:
Water for I njectionéb5ml
Diary No. Date of R& | & fee Dy.No. 17058 dated 6852018 Rs.50,00008-05-2018
Pharmacological Group Diluent/Vehicle
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As pe SRO
Approval status of product in MHRA approved
Reference Regulatory Authorities
Me-too status AquaNor Injection by M/s Nortech Pharmaceuticals,
GMP status Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report ewludes that based ¢
the stated observations their current compliance lev¢
rated as Good. o
&
Last GMP inspection of M/s Safe Pharmaceutid
conducted 3D7-2018.and report concludes that Overall
firm was workirg under GOOD level of GMP compliance
Remarks of the Evaluator 1 Contract manufacturing agreement attached
1 Number of sections of applicant approved
licensing Board: 08
1 Number of products already registered/approve(
contract manufacturing in the namkapplicant:09
Decision: Approved.
115. | Name and address of manufacturg M/s Adamjee Pharmaceuticals Pvt Ltd.

Applicant

Plot 39, Sector 15, Korangi Industrial Area, Karachi
Contract manufactured byl/s Safe Pharmaceuticals F
Ltd. Plot No. C.t20, Seabr 6-B, Industrial Area, North
Karachi

Brand Name +Dosage Form + Stren(

Smaz 40mg Injection

Composition

Each Vial Contains:
Esomeprazole Sodium Eq. t

Diary No. Date of R& | & fee

Dy.No. 17053 dated 6852018 Rs.50,00008-05-2018

Pharmacological Group

Proton Pump Inhibitor

Type of Form

Form 5

Finished product Specification

Manufacturebs specificati

Pack size & Demanded Price

1 6 As per SRO

Approval status of product in
Reference Regulatory Authorities

Nexium IV injection of (USFDA approved)

Me-too status

Esold Injection of M/s Weather Folds Pharmaceutical

GMP status

Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report concludes that basec
the stated observationseth current compliance level

rated as Good. 0
&
Last GMP inspection of M/s Safe Pharmaceuti
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conducted 3D7-2018.and report concludes that Overall
firm was working under GOOD level of GMP compliance

Remarksf the Evaluator

1 Contract manufacturing agreement attached

1 Number of sections of applicant approved
licensing Board: 08

1 Number of products already registered/approve(
contract manufacturing in the name of applicant:(

Decision: Approved with innovat o r

6s specification.

116. | Name and address of manufacturg M/s Adamjee Pharmaceuticals Pvt Ltd.
Applicant Plot 39, Sector 15, Korangi Industrial Area, Karachi
Contract manufactured byl/s Safe Pharmaceuticals F
Ltd. Plot No. C.t20, Sector B, Industrid Area, North
Karachi
Brand Name +Dosage Form + Stren{ Adazone 2g/Vial Injection IV
Composition Each Vial of Dry Subsatnce Contains:
Ceftriaxone Sodium Eg. to
Diary No. Date of R& | & fee Dy.No. 17054 dated 0852018 Rs.50,00008-05-2018
Pharmacological Group Cephalosporin
Type of Form Form5
Finished product Specification USP
Pack size & Demanded Price 16s; As per SRO
Approval status of product in Ceftriaxone of MHRA approved
Reference Regulatory Authorities
Me-too status Triax 2gm Injection of M/s. Wilshire Laboratories
GMP status Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report concludes that basec
the stated observations their current compliance leve
ratedasGo d . 0
&
Last GMP inspection of M/s Safe Pharmaceuti
conducted 31D7-2018.and report concludes that Overall
firm was working under GOOD level of GMP compliance
Remarks of the Evaluator 1 Contract manufacturing aggment attached
1 Number of sections of applicant approved
licensing Board: 08
1 Number of products already registered/approve(
contract manufacturing in the name of applicant:(
Decision: Approved.
117. | Name and address of manufacturg M/s Adamjee Pharmaceuticals Pvt Ltd.

Applicant

Plot 39, Sector 15, Korangi Industrial Area, Karachi
Contract manufactured by/s Safe Pharmaceuticals F
Ltd. Plot No. C.120, Sector B, Industrial Area, North
Karachi

Brand Name +Dosage Form + Stren

Bonfit 5mg/ml hjection

Composition

Each ml Contains:
Chol ecalciferol ééé5mg

Diary No. Date of R& | & fee

Dy.No. 17055 dated 6852018 Rs.50,00008-05-2018

Pharmacological Group

Vitamin D analogue

Type of Form Form 5
Finished product Specification BPSpecds
Pack size & Demanded Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Vitamin D3 Good 200,000 IU / 1 ml IM solution for
injection of ( ANSM France approved)

Me-too status

Calciferol InjectionM/s Global Phamaceuticals

GMP status

Last GMP inspection M/s Adamjee Pharmaceuti
conducted on 208-2019 and report concludes that basec
the stated observations their current compliance lev¢
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rated as Good. o
&
Last GMP irspection of M/s Safe Pharmaceutic

conducted 3D7-2018.and report concludes that Overall
firm was working under GOOD level of GMP compliance

Remarks of the Evaluator

1 Contract manufacturing agreement attached

1 Number of sections of applicant appeolv by
licensing Board: 08

1 Number of products already registered/approve(
contract manufacturing in the name of applicant:(

Decision: Approved.

118. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte?3,
Applicant Korangi Industrial Area, Karachi
Brand Name +Dosage Form + Stren( Aslav 160mg/5mg Tablet
Composition Each Film Coated Tablet Contains:
Aml odi pine (as Besyl ate) é
Val sartanél60mg
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier; dated :3@-2014
Pharmacological Group Calcium antagonist/Angiotensin Il antagonist
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product in Exforge Of ( USFDA Approved)
Reference Regulatory Authorities
Me-too status Co-Valzaar 5mg/160mg Tablet by M/s Visi®harma
GMP status Last GMP inspection conducted on-@®2018 and repor
concludes that considered to be operating at an acce
level of compliance to the CGMP
Remarls of the Evaluator
Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of Registration Board.
119. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte?3,
Applicant Korangi Industrial Area, Karachi
Brand Name +Dosage Form + Stren( Aslav 160mg/10mg Tablet
Composition Each Film Coated Tablet Contains:
Aml odi pine (as Besyl ate) é
Val sartanél60mg
Diary No. Date of R& | & fee Dy.No. Dupicate Dossier; dated :3[P-2014
Pharmacological Group Calcium antagonist/Angiotensin 1l antagonist
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product in Exforge Of ( USFDA Approved)
Reference Reguiary Authorities
Me-too status Co-Valzaar 10mg/160mg Tablet by M/s Vision Pharma
GMP status Last GMP inspection conducted on-@®2018 and repor,
concludes that considered to be operating at an acce
level of compliance to the CGMP
Remarks of the Evaluator
Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of Registration Board.
120. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte23,

Applicant

Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren(

Valarb-Diu 80mg/12.5mg Tablet

Composition

Each Film Coated Tablet Contains:

Val sartanéé. 80mg
Hydrochl orothiazide éél2.
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Diary No. Date of R& | & fee

Dy.No. Duplicate Dossier; dated :3@-2014

Pharmacological Group

Thiazide Diuretic /Angiotensin Il antagonist

Type of Form

Form 5

Finished product Specification

USP

Pack size & Demanded Price

As per SRO

Approvalstatus of product in
Reference Regulatory Authorities

Co-Diovan Of ( MHRA Approved)

Me-too status

Co-Diovan Of M/S Novartis Pharma

GMP status

Last GMP inspection conducted on-@®2018 and repor
concludes that considered to be operating acaeptable
level of compliance to the CGMP

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of Registration Board.

121. | Name and address of madacturer /| M/s Noa Hemis PharmaceuticaBlot No. 154, Secte23,

Applicant Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren( Valarb-Diu 160mg/25mg Tablet

Composition Each Film Coated Tablet Contains:
Val sartanéé. 160mg
Hydrochlorohi azi de éé 25 mg

Diary No. Date of R& | & fee Dy.No. Duplicate Dossier; dated :3@-2014

Pharmacological Group Thiazide Diuretic /Angiotensin |l antagonist

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per SRO

Approval status of product in Co-Diovan Of ( MHRA Approved)

Reference Regulatory Authorities

Me-too status Co-Diovan Of M/S Novartis Pharma

GMP status Last GMP inspection conducted on-@®2018 and repor
concludes that considered be operating at an accepta
level of compliance to the CGMP

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be

done as per decision of 285meeting of Registration Board.

122. | Name and address of manufacture M/s Noa Hemis PharmaceuticaBlot No. 154, Secte23,

Applicant

Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren(

Aslav-D 5mg/12.5mg/160 Tablet

Composition

Each filmcoated tablet contains:
Amlodipine as (Besyl ate) (USP
Hydrochl orothiazide(USP) é

Val sartan(USP) éééééééé.

Diary No. Date of R& | & fee

Dy.No. Duplicate Dossier: dated :3@-2014

Pharmacological Group

Anti-hypertension

Type of Form Form5
Finished prduct Specification USP
Pack size & Demanded Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Exforge HCT 10/160/12.5 by Novartis (USFDA)

Me-too status

Exforge HCT By Novartis (Reg. No. 069548)

GMP status

Last GMP inspection conducted on-R3-2018 and repor
concludes that considered to be operating at an acce
level of compliance to the CGMP

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee chalan may be
done as per decision of 285meeting of Registration Board.
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123. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte23,

Applicant Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren{ Aslav-D 10mg/12.5mg/160 Tablet

Composition Each filmcoated tablet contains:

Aml odi pine as (Besyl at e)
Hydrochl orothiazide(USP) é
Val sartan(USP) eééeééeéé

Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :3@-2014

Pharmacological Group Anti-hypertension

Type of Form Form5

Finished product Specification USP

Pack size & Demanded Price As per SRO

Approval status of product in Exforge HCT 10/160/12.5 by Novartis (USFDA)

Reference Regulatory Authorities
Exforge HCT By Novartis (Reg. No. 069548)

Me-too status

GMP status Last GMP inspection conducted on-@®2018 and repor
concludes that considered to be operating at an acce
level of compliance to the CGMP

Remarks of the Evaluator

Decidon: Approved. Registration Board further decided that verification of fee challan may be

done as per decision of 285meeting of Registration Board.

124. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte?3,

Applicant Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren( Aslav-D 10mg/25mg/160 Tablet

Composition Each filmcoated tablet contains:

Aml odi pine as (Besyl at e)
Hydrochl orothiazide(USP) é
Val sartan(USP) ééeééeéeéé

Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :3@-2014

Pharmacological Group Anti-hypertension

Type of Form Form5

Finished product Specification USP

Pack size & Demanded Price As per SRO

Approval status of product in Exforge HCT 10/160/25 by Novartis (USFDA)

Refeence Regulatory Authorities

Me-too status Exforge HCT By Novartis (Reg. No. 069551)

GMP status Last GMP inspection conducted on-@®2018 and repor
concludes that considered to be operating at an adie
level of compliance to the CGMP

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be

done as per decision of 285meeting of Registration Board.

125. | Name and address of manufacturg M/s Noa Hemis PharmaceuticaBlot No. 154, Secte?3,

Applicant

Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren(

Aslav-D 10mg/25mg/320ablet

Composition

Each filmcoated tablet contains:
Aml odi pine as (Besyl ate)
Hydrochl orothi azibhg (USP) é

Val sartan(USP) ééééeéééé.

Diary No. Date of R& | & fee

Dy.No. Duplicate Dossier: dated :3@-2014

Pharmacological Group

Anti-hypertension

Type of Form Form5
Finished product Specification USP
Packsize & Demanded Price As per SRO

Approval status of product in

Reference Regulatory Authorities

Exforge HCT 10/160/25 by Novartis (USFDA)
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Me-too status

Exforge HCT By Novartis (Reg. No. 069552)

GMP status

Last GMP inspection conducted on@®2018 and repor,
concludes that considered to be operating at an acce
level of compliance to the CGMP

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decisionfi285" meeting of Registration Board.

126. | Name and address of manufacturg M/S Sigma Pharma International (Pvt) Ltd. Plot #@&
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dosage Form + Stren( Locame 4mg Tablet
Composiion Each film coated tablet contains:

Lornoxi camé4mg
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated 252017
Pharmacological Group NSAID
Type of Form Form 5
Finished product Specification Manufacturerb6s specificat
Pack sze & Demanded Price 1 x 106s, 1 xpe2SROs, 1 x 3
Approval status of product in Xefo 4 mg tablet (EMA approved)
Reference Regulatory Authorities
Me-too status Lorfix 4mg Tablet ofM/s AGP
GMP status Last GMP inspection condwxt on 1509-2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levadf GMP.
Remarks of the Evaluator
Decision: Approved with i nno\Registatiod Board furtheridécidedathat
verification of fee challan may be done as per decision of 28meeting of Registration Board.

127. | Name and address of manufacturg M/S Sigma Pharma International (Pvt) Ltd. Plot #@&
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dosage Form + Stren( Locame 8mg Tablet
Composition Each film coated tablet contains:

Lornoxé éaéméé .8mg
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :25-2017
Pharmacological Group NSAID
Type of Form Form 5
Finished product Specification Manufacturerods specificat
Pack size & Demanded Price 1 x 106s, 1 xpe2SRO s , 1 x 3
Approval status of product in Xefo 8 mg tablet (EMA approved)
Reference Regulatory Authorities
Me-too status Lorfix 8mg Tablet ofM/s AGP
GMP status Last GMP inspection conducted on-A%2017and repor
concludes On the basis of observation made by the pa
is concluded that firm haascceptable levedf GMP.
Remarks of the Evaluator
Decision: Approved wi t h i nnov aRapistraton Begrdefarthdr idecided ithatr
verification of fee challan may be done as per decision of 28feeting of Registration Board.
128. | Name and address of manufacture M/S Sigma Pharma International (Putyd. Plot # E50

Applicant

North Western Industrial Zone,Bin Qasim, Karachi

Brand Name +Dosage Form + Stren(

Amlove 5mg/160mg Tablet

Composition

Each Film Coated Tablet Contains:
Aml odi pine (as Besyl ate) é
Val sartanél60mg

Diary No. Date of R& | & fee

Dy.No. Duplicate Dossier; dated :081-2017

Pharmacological Group

Calcium antagonist/Angiotensin Il antagonist

Type of Form

Form 5

Finished product Specification USP
Pack size & Demanded Price 2 X 70s & prSRO 14606s: As
Approval stats of product in Exforge Of ( USFDA Approved)
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Reference Regulatory Authorities

Me-too status

Co-Valzaar 5mg/160mg Tablet by M/s Vision Pharma

GMP status

Last GMP inspection conducted on-0%2017and repor
concludes On the basis of observatinade by the panel
is concluded that firm hascceptable levadf GMP.

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of Registration Boad.

129. | Name and address of manufacturer 4 M/S Sigma Pharma International (Pvt) Ltd. Plot # E50

Applicant North Western Industrial Zone,Bin Qasim, Karachi,
Pakistan.

Brand Name +Dosage Form + Stren({ Paxtan CR 25mg Tablet

Composition Each enteric , fih coated Tablet Contains:
Paroxetine HCI eqg to Paro

Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated 252017

Pharmacological Group Selective serotonineuptake inhibitors

Type of Form Form 5

Finished product Specifation USP

Pack size & Demanded Price 3 X 10@sSRO: As

Approval status of product in PAXIL CR of (USFDA approved)

Reference Regulatory Authorities

Me-too status Panox CR Tablet 25 mg M/s Regal Pharmaceuticals,

GMP status Last GMP inpection conducted on 4®-2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levadf GMP.

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be

done as per decision of 285meeting of Registration Board.

130. | Name and address of manufacturg M/S Sigma Pharma International (Pvt) Ltd. Plot #E
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dogge Form + Strengtl Tryit 50mg Tablet
Composition Each film coated Tablet Contains:

ltopride as HCLé50mg
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :-B52017
Pharmacological Group Prokinetics
Type of Form Form 5
Finished poduct Specification Manufacturerb6s specificat
Pack size & Demanded Price 1 x 106s 1As per QRDO6 s 1 X
Approval status of product in Ganaton of M/s Abbott Laboratories (PMDA) Japan
Reference Regulatory Authorities Approved
Itop 50mg Tablet by M/s Nexus.
Me-too status
GMP status Last GMP inspection conducted on-A%2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levedf GMP.
Remarks of the Evaluator
Dedsion: Approved with i nno Registatiod Board furtheridécidedathai
verification of fee challan may be done as per decision of 28feeting of Registration Board.
131. | Name and address of manufacture M/S Sigma Pharma Internabhal (Pvt) Ltd. Plot # E50

Applicant

North Western Industrial Zone,Bin Qasim, Karachi

Brand Name +Dosage Form + Stren(

Quig XR 200mg Tablet

Composition

Each Extended release Film Coated Tablet Contains:

Queti apine Fumarate eq. t
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :08-2017
Pharmacological Group Antipsychotic Drugs
Type of Form Form 5
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Finished product Specification

USP

Pack size & Demanded Price

1 x 106s, petSRO 306s: As

Approval statusf product in
Reference Regulatory Authorities

SEROQUEL XR(of USFDA approved)

Me-too status

Pine XR Tablet ofM/s. Werrick Pharmaceuticals

GMP status

Last GMP inspection conducted on-A%2017and repor
concludes On the basis of obsdmwa made by the panel
is concluded that firm hascceptable levelf GMP.

Remarks of the Evaluator

Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of RegistrationBoard.

132. | Name and address of manufacturg M/S Sigma Pharma International (Pvt) Ltd. Plot #@&
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dosage Form + Stren¢ Linco 500mg Capsule
Composition Each Capsule contains:

Li ncomycin HCI eq to Lin
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :24-2016
Pharmacological Group Antibiotics
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price 1 x 1x2160s0,6 sl As per SRO
Approval status of product in Lincocine 500 mg Capsule by M/s Pfizer Holding France
Reference Regulatory Authorities. (ANSM approved)
Me-too status F-Linco 500mg capsule by M/s Fresh Pharmaceuticals
GMP status Last GMP inspeion conducted on 189-2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levadf GMP.
Remarks of the Evaluator
Decision: Approved. Registration Board further decided that verification of fee challan may be
done as per decision of 285meeting of Registration Board.

133. | Name and address of manufacture M/s Sigma Pharma International (Pvt) Ltd. Plot #&
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dosadeorm + Strength Fosil 3gm Sachet
Composition Each Sachet contains:

Fosfomycin Tromet amol eq
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :03-2017
Pharmacological Group Antibiotic
Type of Form Form 5
Finished product Specification Manufacturerb6s specificat
Pack size & Demanded Price 1 x 1psSRO As
Approval status of product in .
Rg?erence Regulatgry Authorities Monuril Sachet (MHRA Approved)
Me-too status Fosib 3gm Sachet by M/s Ciba Pimar (Reg.#081515)
GMP status Last GMP inspection conducted on-A%2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levadf GMP.
Remarks of the Evaluator
Decision: Approved with innov at or 6 s s pRegisiration Beatdifustimer decided that
verification of fee challan may be done as per decision of 28meeting of Registration Board.
134. | Name and address of manufacturg M/s Mediate Pharmaceutical Pvt Lt@lot No. 150151,

Applicant

Sector 24, Korangi Industrial Area, Karchi, Pakistan

Brand Name +Dosage Form + Stren(

Medivorxin 2.5mg Tablet

Composition

Each film coated Tablet Contains:
Ri varoxabanéé?2. 5mg

Diary No. Date of R& | & fee

Dy.No. 32240 dated 209-2018 Rs.20,00- 27-09-2018

Pharmacological Group

Anticoagulant
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Type of Form Form 5
Finished product Specification Manufacturer,s specification
Pack size & Demanded Price As per SRO

Approval status of product in
Reference Regulatory Authorities

Xarelto 2.5mg tablet Of ( USFDA Approved)

Me-too status

Xarelto 2.5mg Tablet OM/S Bayer

GMP status

Last GMP inspection conducted on-1%2017 and repor
concludes was considered to be operating at acceptable
of compliance with GMP guidelirse

Remarks of the Evaluator

DecisionrApproved with

i nnovatords specificatio

135. | Name and address of manufacturg M/s Mediate Pharmaceutical Pvt Ltélot No. 150151,
Applicant Sector 24, Korangi Industrial Area, Karchi, Pakistan
Brand Name +DosagForm + Strengtl Medivorxin 10mg Tablet
Composition Each film coated Tablet Contains:
Ri varoxabanéélOmg

Diary No. Date of R& | & fee Dy.No. 32241 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group Anticoagulant

Type of Form Form 5

Finished product Specification Manufacturer,s specification

Pack size & Demanded Price As per SRO

Approval status of product in Xarelto 10mg tablet Of ( USFDA Approved)

Reference Regulatory Authorities

Me-too status Xarelto 10mg Tablet OM/S Bayer

GMP status Last GMP inspection conducted on1%2017 and repor,
concludes was considered to be operating at acceptable
of compliance with GMP guidelines

Remarks of the Evaluator

DecisionApproved with innovatorés specificatio
136. | Name and address of manufacturg M/s Mediate Pharmaceutical Pvt Ltélot No. 150151,
Applicant Sector 24, Korangi Industrial Area, Karchi, Pakistan
Brand Name +Dosage Form + Stren( Medivorxin 15mg Tablet
Composition Each film coated Tabl&tontains:
Ri varoxabanéélb5mg

Diary No. Date of R& | & fee Dy.No. 32242 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group Anticoagulant

Type of Form Form 5

Finished product Specification Manufacturer,s specification

Pack size & Dmanded Price As per SRO

Approval status of product in Xarelto 15mg tablet Of ( USFDA Approved)

Reference Regulatory Authorities

Me-too status Xarelto 15mg Tablet OM/S Bayer

GMP status Last GMP inspection conducted on1%2017 and reprt
concludes was considered to be operating at acceptable
of compliance with GMP guidelines

Remarks of the Evaluator

DecisionnApproved with innovatordés specificatio

137. | Name and address of manufacturg M/s Mediate Pharmaceutical Ptd. Plot No. 150151,

Applicant

Sector 24, Korangi Industrial Area, Karchi, Pakistan

Brand Name +Dosage Form + Stren(

Medivorxin 20mg Tablet

Composition

Each film coated Tablet Contains:
Ri varoxabanéé?20mg

Diary No. Date of R& | & fee

Dy.No. 32243 dated7209-2018 Rs.20,00027-09-2018

Pharmacological Group

Anticoagulant

Type of Form

Form 5

Finished product Specification

Manufacturer,s specification
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Pack size & Demanded Price

As per SRO

Approval status of product in
Reference Regulatouthorities

Xarelto 20mg tablet Of ( USFDA Approved)

Me-too status

Xarelto 20mg Tablet OM/S Bayer

GMP status

Last GMP inspection conducted on1%2017 and repor,
concludes was considered to be operating at acceptable
of compliancenith GMP guidelines

Remarks of the Evaluator

DecisionApproved with

i nnovatorb6s specificatio

138. | Name and address of manufacturd M/s Mediate Pharmaceutical Pvt Lt€lot No. 150151,
Applicant Sector 24, Korangi Industrial Area, Karchi, Pakistan
Brand Name +Dosage Form + Stren{ Noxi-Med 4mg Tablet
Composition Each film coated Tablet Contains:
Lornoxi camééédqdmg

Diary No. Date of R& | & fee Dy.No. 32235 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group NSAID

Type of Form Form 5

Finished product Specification Manufacturerb6s specificat

Pack size & Demanded Price As per SRO

Approval status of product in Xefo 4 mg tablet (EMA approved)

Reference Regulatory Authorities

Me-too status Lorfix 4mg Tablet ofM/s AGP

GMP status Last GMP inspection conducted on1%2017 and repor,
concludes was considered to be operating at acceptable
of compliance with GMP guidelines

Remarks of the Evaluator

DecisonnApproved with innovatorbés specificatio
139. | Name and address of manufacture| M/s Mediate Pharmaceutical Pvt Ltélot No. 150151,
Applicant Sector 24, Korangi Industrial Area, Karchi, Pakistan
Brand Name +Dosage Form + Stren( Noxi-Med 8mg Tablet
Composition Each film coated Tablet Contains:
Lor noxi cameééé8mg

Diary No. Date of R& | & fee Dy.No. 32236 dated 209-2018 Rs.20,00027-09-2018

Pharmacological Group NSAID

Type of Form Form 5

Finished product Specification Manufacturerb6s specificat

Pack size & Demanded Price As perSRO

Approval status of product in Xefo 8 mg tablet (EMA approved)

Reference Regulatory Authorities

Me-too status Lorfix 8mg Tablet ofM/s AGP

GMP status Last GMP inspection conducted on1%2017 and repor,
concludes was considertalbe operating at acceptable le
of compliance with GMP guidelines

Remarks of the Evaluator

DecisionnApproved with innovatordés specificatio

140. | Name and address of manufacturg M/s Hudson Pharma Private Limite8ite-Plot No. D93,

Applicant

North Western Industrial Zone, Port Qasim Author
Karachi.

Brand Name +Dosage Form + Stren(

Xantra 500mg Injection

Composition

Each 5ml Contains:
Tranexamic Aci dé500mg

Diary No. Date of R& | & fee

Dy.No. 32067 dated 269-2018 Rs.20,00026-09-2018

Pharmacological Group Antifibrinolytic
Type of Form Form 5
Finished product Specification BP
Pack size & Demanded Price 5ml x 56s & 5ml x 1006s A
Approval status of product in TGA approved
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Reference Regulatory Authorities

Me-too status

Dravix 250mg/5ml Injection of Getz Pharma Karachi

GMP status

Last GMP inspection conducted on 11/12/17 and rg
concludes at the time of inspection found at acceptable |

Remarks of the Evaluator

Decision: Approved.

141. | Name andaddress of manufacturer| M/s High-Q Pharmaceuticals

Applicant Plot No. 224, Sector 23 Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren( Atasart 4mg Tablet

Composition Each tablet Contains:

Candesartan cilexetil é. eée4d

Diary No. Dae of R& | & fee Dy.No. 15717 dated 209-2017 Rs.20,00020-09-2017

Pharmacological Group Angiotensin Il Receptor Antagonist

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 1006 s, 1406s, As per6RG , 280s

Approval status of product in ATACAND of USFDA approved

Reference Regulatory Authorities

Me-too status Canex 4mg Tablets of Wellborne Pharmachem and
Biologicals,

GMP status Last GMP inspection conducted on 10/04/18 and re
condudes firm was considered to be operating at
acceptable level of compliance with good manufactu
practices for Pharma prod

Remarks of the Evaluator

Decision: Approved.

142. | Name and address of manufacturg M/s High-Q Pharmaceutids

Applicant Plot No. 224, Sector 23 Korangi Industrial Area, Karachi

Brand Name +Dosage Form + Stren( Atasart 8mg Tablet

Composition Each tablet Contains:

Candesartan cilexetil é8mg

Diary No. Date of R& | & fee Dy.No. Duplicate dossierRs.20,000/ Dated 2-9-2017
(Duplicate dossier)

Pharmacological Group Angiotensin Il Receptor Antagonist

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 106s, 146s, X perERG@, 2806s

Approval status of produchi ATACAND of USFDA approved

Reference Regulatory Authorities
Canex 8mg Tablets of Wellborne Pharmachem and

Me-too status . .

Biologicals,

GMP status Last GMP inspection conducted on 10/04/18 and re
concludes firmwas considered to be operatiag an
acceptable level of compliance with go
manufacturing practices

Remarks of the Evaluator

Decision: Approved.

143. | Name and address of manufacturg M/s High-Q Pharmaceuticals

Applicant

Plot No. 224, Sector 23 Korangi InduatrArea, Karachi.

Brand Name +Dosage Form + Stren(

Atasart Plus 16mg/12.5mg Tablet

Composition

Each tablet Contains:
Candesartan cilexetil é16m
Hydrochl orothiazideéé. 12

Diary No. Date of R& | & fee

Dy.No. 15755 dated 209-2017 Rs.20,00020-09-2017

Pharmacological Group

Antihypertensive drug

Type of Form

Form 5

Finished product Specification

USP
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Pack size & Demanded Price

106s, 146s, X perEBRG, 2806s

Approval status of product in
Reference Regulatory Authties

ATACAND HCT of USFDAapproved

Me-too status

ProsartarDu 16/12.5 of Helix Pharma

GMP status

Last GMP inspection conducted on 10/04/18 and re
concludes firmwas considered to be operating at
acceptable level of compliance with go
maruf act uri ng practices

Remarks of the Evaluator

Decision: Approved.

144. | Name and address of manufacturg M/s Weather Folds Pharmaceuticals.
Applicant Plot # 69, Phas#H, Industrial Estate, Hattar
Brand Name +Dosage Form + Strén¢ Monti-F 10mg Tablet
Composition Each Film Coated Tablet Contains:
Montel ukast as Sodi umélOm
Diary No. Date of R& | & fee Dy.No. 1069 dated 081-2018 Rs. 20,00008-01-2018
Pharmacological Group Anti-asthmatic
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product in Singulair Of (MHRA Approved)
Reference Regulatory Authorities
Me-too status Mecost 10mg Tablet M/s Sigma
GMP status Last GMP inspection condigdl on 1509-2017 and repor,
concludes firm was Overall the firm was GMP Complian
per DRAP Guidelines. 0
Remarks of the Evaluator
Decision: Approved.
145. | Name and address of manufacturg M/s Weather Folds Pharmaceuticals.
Applicant Plot # 69, Phas#H, Industrial Estate, Hattar
Brand Name +Dosage Form + Stren( Thiza 500mg Tablet
Composition Each Film Coated Tablet Contains:
Azithromycin as Dihydrate
Diary No. Date of R& | & fee Dy.No. 1064 dated 081-2018 Rs. 20,00008-01-2018
Pharmacological Group Antibiotic (Macrolide)
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO
Approval status of product in Azithromycin tabletof (MHRA approved)
Reference Regulatory Authorities
Me-too status Azic 500mg Tabletby M/s NabiQasim
GMP status Last GMP inspection conducted on-A%2017 and repor
concludes firm was Overall the firm was GMP Complian
per DRAP Guidelines. 0
Remarks of the Evaluator
Decision: Approved.
146. | Name and address of manufacturg M/s Weather Folds Pharmaceuticals.

Applicant

Plot # 69, Phas#H, Industrial Estate, Hattar

Brand Name +Dosage Form + Stren(

W-Bast 10mg Tablet

Composition

Each Film Coated Tablet Contains:
Ebastineél10mg

Diary No.Date of R& | & fee

Dy.No. 1066 dated 681-2018 Rs. 20,00008-01-2018

Pharmacological Group

Antihistamine

Type of Form Form 5
Finished product Specification JP
Pack size & Demanded Price As per SRO

Approval status of product in

EBASTINE ARROW 10 mg filmcoated tablets
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Refereme Regulatory Authorities

ANSM Approved

Me-too status

Atmos Tablets 10mg of M/s Scotmann Pharmaceuticals

GMP status

Last GMP inspection conducted ona%2017 and repor,
concludes firm was Overall the firmas GMP Compliant a
per DRAP Guidelines. 0

Remarks of the Evaluator

Decision: Approved.

147. | Name and address of manufacturg M/S Sigma Pharma International (Pvt) Ltd. Plot #@&
Applicant North Western Industrial Zone,Bin Qasim, Karachi
Brand Name +Dosage Form + Streng Erdes 225mg Sachet
Composition Each Sachet contains:

Erdosteinaé. 225mg
Diary No. Date of R& | & fee Dy.No. Duplicate Dossier: dated :25-2017
Pharmacological Group Mucolytic agent
Type of Form Form 5
Finished prodat Specification Manufactureros specificat
Pack size & Demanded Price 50 s perSRG
Approval status of product in AIFA | Italy approved
Reference Regulatory Authorities
Me-too status Dostin Sachets 225mg of M/s Brookes Pharmaceutical
GMP status Last GMP inspection conducted on-Q%2017and repor
concludes On the basis of observation made by the pa
is concluded that firm hascceptable levadf GMP.
Remarks of the Evaluator
Decision: Appr oved with i nn o \Regtstatod Board furgheridécided athiat
verification of fee challan may be done as per decision of 28fmeeting of Registration Board.
148. | Name and address of manufacturg M/s Hudson Pharm@Pvt) Ltd. Site-Plot No. D93, North
Applicant Western Industal Zone, Port Qasim Authorit)Karachi
Brand Name +Dosage Form + Stren( Xantra 250mg Injection
Composition Each 5ml Contains:
Tranexamic Aci déé250mg

Diary No. Date of R& | & fee Dy.No. 32066 dated 269-2018 Rs.20,00026-09-2018

Pharmacologial Group Antifibrinolytic

Type of Form Form5

Finished product Specification BP

Pack size & Demanded Price 5ml x 50s & 5ml x 106s : A

Approval status of product in PMDA approved

Reference Regulatory Authorities

Me-too status Dravix 250mg/5ml Injection of Getz Pharma Karachi

GMP status Last GMP inspection conducted on 11/12/17 and rg
concludes at the time of inspection found at acceptable |

Remarks of the Evaluator

Decision: Approved.

b. Deferred cases
149. | Name andaddress of manufacturer| M/s Pharmasol (Pvt) Ltd. Plot No. 549, Sundar
Applicant Industrial Estate, Raiwind Road, Lahore.

Brand Name +Dosage Form + Stren

Neurosol Injection

Composition

Each 3ml contains:
Thiamine Hydrochloride(USI
Pyridox i ne Hydrochl ori de(USP)

Cyanocobalamin (USP)éé100

Diary No. Date of R& | & fee

Diary No: 23918 dated 127-2018 Rs.20,000/
Dated10-07-2018

Pharmacological Group

B-complex vitamin

Type of Form

Formb5

Finished product Specifications

Manufacturer specifications
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Pack size & Demanded Price 16s, 256s | As per SRO
Approval status of product in Neurobion Injection by M/s Merck (Germany) Merck
Reference Regulatory Authorities KgaA,

Me-too statugstrength& dosage form)

Neurobion Ingction by Merck (Reg. No. 001485)

GMP status

Last GMP inspection conducted on-@82017, 3005
2017 & 1307-2017, 0304-2017 and report concludes tH
panel recommends the grant of drug manufacturing licen

Previous remarks of the Evaluator

Initially firm applied

Thiamine Hydrochl ori de(

Pyridoxine Hydrochlorid

Cyanocobalamin (USP)écél
Now firm correct the formulation

Thiamine Hydrochl ori de(

Pyridoxine Hydrochlorid

Cyanocobhkami n ( USP) €é 100 0 mq
With submission of fee Rs: 5000Challan No# 077895]
Dated: 2808-2019

Previous decision(s)

Deferred for following reasons:
Deferred for submission of fee for revision of
formulation.(M-291)

Evaluation by PEC

Firm suibmitted Reniag fee of RS: 15000/ through
Challan No: 0725177 dated: -P®-2019

DecisiontAppr oved

wi t h

i nnovatorb6s specificatio

Case no. 02 Registration applications of newly granted DML or New section (Human)

a. New DML
150.| Name and address of manufacturg M/s DewMax Pharmaceutical Pvt LtdPlot No.6, Street 4
Applicant SS4, National Industrial Zone, Rawat, Islamabad, Pakisi

Brand Name +Dosage Form + Streng

Hi-Gyl 200mg/5ml Oral Suspension

Composition

Each 5ml of Suspension Contains:
MetronidazoldBenzoat e Eq. t o Met

Diary No. Date of R& | & fee

Dy.No. 8934 dated 282-2019 Rs.50,00027-02-2019

Pharmacological Group

Antiprotozoal/Antiinfective/Antiamebic

Type of Form Form 5
Finished product Specification BP
Pack ste & Demanded Price 60ml, 90ml, 120ml: Asper SRO

Approval status of product in
Reference Regulatory Authorities

MHRA approved

Me-too status

Mogel 200mg Suspension of M/s Metro Pharmaceuticalg

GMP status

DML issued on 312-2018

Remarks oftie Evaluator

Decision: Approved.

Name and address of manufacturer
Applicant

M/s Dew-Max Pharmaceutical Pvt Ltd.
Plot No.6, Street # S8}, National Industrial Zone,
Rawat, Islamabad, Pakistan

Brand Name +Dosage Form + Streng

CO-Fylin Liquid Syrup

Composition

Each 5ml of Liquid Syrup Contains:
Acefylline Piperazineéd4dbm
Di phenhydrami ne HCLEéS8mg

Diary No. Date of R& | & fee

Dy.No 40558 dated 062-2018 Rs.20,00005-12-2018

Pharmacological Group

Antihistamine / xanthines

Type of Form Form5
Finished product Specification Innovators Specification
Pack size & Demanded Price As per SRO

Approval status of product in

Reference Regulatory Authorities

Could not be confirmed
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Acefyl cough Syrup by Nabigasim
Me-too status

GMP status DML issued on 312-2018

Remarks of the Evaluator Evidence in RRA

Previous Decision:Deferred for evidence of approval of applied formulation in reference regul
authorities/agencies which were adopted by the Registration Board in tav@¥&indM -287)
Response of firm:Ther firm has submitted for withdrawal of this application and in leiu of thal
reqguested to consider the -6hbbve@0pPpmgsBmet ¢
against the priority quota of new of DML
Decision:RegistrationBoardac ceded wi th fir mdés r ¢hq applgdtionafrn
ACO-Fy | i n Li q anddn leofrthatpconsidered thea p p| i ¢ at iGgl 200mgf5mi
Oral Suspensi ono

Case no. 03 Registration Applications of Categories tobe Considered onPriority .
a. Local manufacturing applications of priority categories defined by Registration Board
in its 257" meeting
151.| Name and address of manufacturg M/s Navegal Laboratories.

Applicant 41/1-A2, Phasel, Industrial Estate, Hattar
Brand Name +Dosage Form + Streng Evrilus 5mg Tablet
Composition Eact tablet contains:
Everoli musé. . 5mg
Diary No. Date of R& | & fee Dy.No. 41416 dated 072-2018 Rs.20,00007-12-2018
Pharmacological Group Anti-neoplastic agent
Type of Form Form5
Finished product Specification Manufacturerods specificat
Pack size & Demanded Price 5 x 1 @é&SRO As
Approval status of product in Afinitor 5mg Tablets of (USFDA approved)
Reference Regulatory Authorities
Me-too status Afinitor 5mg Tablets Of M/S Novartis Pharma
GMP status Last GMP inspection conducted on-Q32017 and repor|

concludes that of GMPwas satisfactory

Remarks of the Evaluator

DecisionApproved with innovatordés specificatio
152.| Name and address of manufaetu/| M/s Safe Pharmaceuticals Pvt Ltd.

Applicant Plot No. C.120, Sector @, Industrial Area, North Karachi

Brand Name +Dosage Form + Stren( Leluno 20mg Tablet

Composition Each film coated Tablet Contains:
Leflunomi deé 20 mg

Diary No. Date of R& & fee Dy.No. 41958 dated 072-2018 Rs.20,00007-12-2018

Pharmacological Group Immunosuppressant/ Sodium channel inactivator

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 3 x 1@&sRO As

Approvd status of product in Arava 20 mgof (MHRA approved)

Reference Regulatory Authorities

Me-too status Opus Tablets 20mg by M/s Scotmann Pharmaceutical

GMP status Last GMP inspection conducted on-@2-2018and repor
concludes that GOOD level of GMcompliance.

Remarks of the Evaluator The firm change formul at.
Afilm coatedd without sub

Decision:Deferred for submission of fee for revision of formulation

153.| Name and address of manufacturg M/s Safe Pharmaceuticals Pvt Ltd.

Applicant Plot No. C.120, Sector @, Industrial Area, North Karachi
Brand Name +Dosage Form + Stren¢ Raiba 400mg Capsule
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Composition

Each Capsule Contains:
Ri bavirinés400mg

Diary No. Date of R& | & fee

Dy.No. 41977 dated®12-2018 Rs.20,00007-12-2018

Pharmacological Group

Anti viral

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 1 x 10p&rsSRO As
Approval status of product in Not found

Reference Regulatory Authorities

Me-too status

Ribuvir 400mg Capsule of M/s Martin Dow

GMP status

Last GMP inspection conducted on-32-2018and repor
concludes that GOOD level of GMP compliance.

Remarks of the Evaluator

Evidence of approval of applied formulation in refece
regulatory authorities/agencies which W
declared/approved by the Registration Board in its"2
meeting.

Decision: Deferred for evidence of

approval of applied formulation in reference regulatory

authorities / agencies which were adopted by thRegistration Board in its 278" meeting.

154.

Name and address of manufacture
Applicant

M/s Medera Pharmaceuticals Pvt Ltélot #2, Street #4
National Industrial Zone, Rawat, islamabad

Brand Name +Dosage Form + Stren(

Rhomed 20mg Tablet

Composition

Each film coated Tablet Contains:
Leflunomi deé 20 mg

Diary No. Date of R& | & fee

Dy.No. 41444 dated 072-2018 Rs.20,00007-12-2018

Pharmacological Group Immunosuppressant

Type of Form Form 5

Finished product Specification USP

Pack size 8Demanded Price 3 x 10parsSRO As

Approval status of product in
Reference Regulatory Authorities

Arava 20 mgof (MHRA approved)

Me-too status

Opus Tablets 20mg by M/s Scotmann Pharmaceutical

GMP status

Last GMP inspection conducteon 0711-2018 and repor|
concludes thabverall GMP compliance is found Good
today.

Remarks of the Evaluator

Decision: Registration Board approved registration of product in general manufacturingareas
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.

a. Deferred Cases
i Human

Case no. 04 Registration Applications of Import Cases

155.

Name and address of Applicant

M/s Al-Qasim EnterprisesFlat# 4, Minhas Plaza, Seco
floor, Munawar Colony, Adiala Road Rawalpindi, (Pakistan

Head office: 55 Block B, Faisal town Lahore, Pakistan

Detail of Drug Sale License

Address Flat# 4, Minhas Plaza, Second floor, ulvawar
Colony, Adiala Road Rawalpindi, (Pakistan)

Validity : 19/01/2019

Status: to stock, sale and distribute drugs

Name and address of manufactur

M/s ERIOCHEM, S.A.
Ruta 12 Km 452
3107 Colonia Avellanedd&ntre Rios Argentina

Name andaddress of marketin
authorization holder

M/s TAARANG, S.A
Balmes, 844°7 22 08008 Barcelona
Espana/Spain
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Name of exporting country

Argentina (Spain)

Type of Form Form 5A
Diary No. & Date of R& | Dy No : 12534  Dated : 05/04/2018
Fee incliding differential fee Rs : 1,00,000 Dated : 04/05/2018

Brand Name +Dosage Form
Strength

Pemetrexed 500mg Powder for Concentrate for infu
(Presentation of 50ml vial)

Composition

Vial contains :

Active Ingredients
Pemetrexed
Other ingredients

s sz =z

Mannitol ééé. . . 500mg
Hydochl oric Acid Concentra
Sodium Hydroxide (5 2 4 ) é é é PH 7.2 (

Finished Product Specification

Inhouse Specifications

Pharmacological Group

Anticance, Antifolate agent

Shelf life 36 months
Demanded Price Rs; 69,000/ per Vial
Pack size 16s (50ml)

International availability

ALMITA of USFDA Approved

Me-too status

Alimta 500mg Injectable Of Eli Lilly

Detail of certificates attached

Valid and Leqgalized CoPP

Certificate No: 2017/03376

Certified by: AGNCIA ESPANOLA DEL MEDICAMENTO
Y PRODUCTOS SANITARIOS

C/ Campezohli edif 8

28022 Madrid

Espana/Spain

Issued on :21/12/2017

Free sale:Free sale of the product in exporting countio:
GMP certificate

GMP inspection conducted by Spainish agency e04t2016
GMP certificate No : ES/113HV/16

Signed dated: 207-2016

Valid for 3 years

Sole Contract Agreement

11-10-2017

Remarks of the Evaluator.

1 COPP show no free sale in license holding country.
1 Firm reply: There is an existing usage patent {
prevents Pemetrexed medicinal products from b
marketed in EU countries, however after the expiry
the pateent the product may be launched in the ma

Previous DecisionM-285)

Deferred for evidencefdree sale status.

Remarks of the Evaluator.

Applicant submitted new COPP from Argentina (manufact
of product).

Name mentioned in COPP is MARTEXEL Lyophiliz¢
powder for Injection and also written product will
marketed in Pakistan under the rewf Pemetrexed 500
powder for concentrate for solution for infusion.

At earlier COPP provided by spain shows license holder
M/s TAARANG, S.A

Balmes, 844°i 2% 08008 Barcelona

Espana/Spain

While now COPP from Argentina shows license holder
M/s EROCHEM, S.A.

Ruta 12 Km 452 (3107) Colonia Avellanedd®epartmentg
Parana Entre Rios Republic Argentina
COPP by Argentina (Manufacturer)
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Certificate No:

Certified by: INAME - Instituto Nacional de Medcamentos
National Institute of Drugs

Avenida Caserosib1

Ciudad autonoma de Buenos Air&epublica Argentina
Issued on :31/01/2019 (Valid for 12 months)

Free sale:Free sale of the product in Argentindes

Previous DecisiofM-291)

Deferr for further deliberatiofM-291)

Decision: Registration Board deferred the case for following:
I.  Sole Agency agreement with marketing authorization holder.
ii. Submission of Rs: 5000/fee for change of marketing authorization holder.

156.

Name and address of Applicant

M/s Al-Qasim EnterprisesFlat# 4, Minhas Plaza, Seco
floor, Munawar Colony, Adiala Road Rawalpindi, (Pakistan

Head office: 55 Block B, Faisal town Lahore, Pakistan

Detail of Drug Sale License

Address Flat# 4, Minhas Plaza, Second floor, Munay
Colony, Adiala Road Rawalpindi, (Pakistan)
Validity : 19/01/2019

Status: to stock, sale and distribute drugs

Name and address of manufactur

M/s ERIOCHEM, S.A.
Ruta 12 Km 452
3107 Colonia Avellanedd&ntre Rios Argentina

Name and address of marketi
authorization holder

M/s TAARANG, S.A
Balmes, 844°7 22 08008 Barcelona

Espana/Spain
Name of exporting country Argentina (Spain)
Type of Form Form 5A
Diary No. & Date of R& | Dy No : 12533  Dated : 05/04/2018
Fee including differential fee Rs : 1,00,000 Dated : 08/Q018

Brand Name +Dosage Form
Strength

Pemetrexed 100mg Powder for Concentrate for infu
(Presentation of 10ml vial)

Composition

Vial contains :
Active Ingredients

Pemetrexed (as disodium) éé
Other ingredients

Mannitol ééé. .. 100mg
Hydoc hl ori ¢ Acid Concentrate
Sodium Hydroxide (E5 2 4 ) é é é . PH 7.2 (

Finished Product Specification

Inhouse Specifications

Pharmacological Group

Anticance, Antifolate agent

Shelf life 36 months
Demanded Price Rs; 17,900/ pe Vial
Pack size 16s (10ml)

International availability

ALMITA of USFDA Approved

Me-too status

Alimta 100mg Injectable Of Eli Lilly

Detail of certificates attached

Valid and Leqgalized CoPP

Certificate No: 2017/03375

Certified by: AGNCIA ESPANOLA DEL MEDICAMENTO
Y PRODUCTOS SANITARIOS

C/ Campezohli edif 8

28022 Madrid

Espana/Spain

Issued on :21/12/2017

Free sale:Free sale of the product in exporting country.: NQ
GMP cetrtificate

GMP inspection conducted by Spainish agency 6042016
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GMP certificate No : ES/113HV/16

Signed dated: 207-2016

Valid for 3 years

Sole Contract Agreement

11-10-2017

Remarks of the Evaluator. 1 COPP shows no free sale in license holding country.

1 Firm reply: There is an existing usage patent that prey
Pemetrexed medicinal products from being markete(
EU countries, however after the expiry of the patent
product may be launched in the market.

Previous DecisiolfiM-285) Deferred for evidence of free sale status

Remarks of the Evaluator. Applicantsubmitted new COPP from Argentina (manufacty

of product).

Name mentioned in COPP is MARTEXEL Lyophilizg

powder for Injection and also written product will be marke

in Pakistan under the name of Pemetrexed 100mg powdg

concentrate for solutiorof infusion.

At earlier COPP provided by spain shows license holder

M/s TAARANG, S.A

Balmes, 844°i 2% 08008 Barcelona

Espana/Spain

While now COPP from Argentina shows license holder

M/s ERIOCHEM, S.A.

Ruta 12 Km 452 (3107) Colonia Avellaneddepartmento

Parana Entre Rios Republic Argentina

COPP by Argentina (Manufacturer)

Certificate No:

Certified by: INAME - Instituto Nacional de Medcamentos

National Institute of Drugs

Avenida Caseros 2161

Ciudad autonoma de Buenos Air&epublica Argentina

Issued on :31/01/2019 (Valid for 12 months)

Free sale:Free sale of the product in Argentinislo

M/s ERIOCHEM, S.A.

Ruta 12 Km 452

3107 Colonia Avellanedd&ntre Rios Argentina:

Informs that the reason why Pemetrexe 100mg is
commercialized in Argdima is because there is not medi
prescription for this strength, only pemetrexed 500mg is

for treatment in the territory.

Previous DecisiofM-291) Defer for further deliberatio(iM-291)

Decision: Registration Board deferred the case for follomg:
i.  Evidence of free sale status.
ii.  Sole Agency agreement with marketing authorization holder.
iii.  Submission of Rs: 5000/ee for change of marketing authorization holder.
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CaseNo. 05 Registration Applications of Drugs for which Stability Study Data is

Submitted.
a. Verification of stability study data
Sr. Name & Brand Name Type of Form, International Previous DRB
No. Address of (Proprietary Name + Initial Diary & | Availability / Local Decision /
Manufacturer / | Dosage Form + Strength)] Date, Fee Availability Remarks
Applicant Composition, (including (if any)
Pharmacological Group, | differential GMP Inspection
Finished Product fee), Report Date &
Specification Demanded Remarks
Price / Pack
size
157. | M/s. Scilife Umblica 7.1% Gel Form 5 Not available in
Pharma Private | Each 10gm tube of g(Dy.No. reference SRAs,
Limited. Plot # |contains: Duplicate However available ir
FDi 57/58 Chlorhexidine digluconat] Doassier WHO Model List of
2,Korang Creek|7.1%  w/w  eq. t¢ Rs 20000/ Essential Medicines
Industrial Park | Chlorhexidine (photocopy of |for  Children ang
(KCIP) Karachi.| é 4 % w challan) Nepal, Nigeria
Antiseptics an¢ 5, 10, 15, & Last inspectior
disinfectants 20g Collapsiblg conducted on 107-
tube 2018.and repol
(USP As per SRO |conclueges that GMH
specificationy compliance level i
rated as ¢
STABILITY STUDY DATA
Drug Umblica 7.1% Gel

Name of Manufacturer

M/s. Scilife Pharma Private Limited. Plot # AD57/58 2,Korangi Creek Industrig

Park (KCIP) Karachi

Manufacturer of API

Cadila pharmeeuticals Ltd Gujrat India

API Lot No.

17CG020

Description of Pack
(Container closure syster|

Aluminium Collasible tubes

Stability Storagg Real time : 30C + ZC / 75% + 5% RH
Condition Accelerated: 4@ + ZC / 75% + 5% RH
Time Period Real time: Gmonths

Accelerated: 6 months
Frequency Accelerated: 0, 3,,6 (month)

Real Time: 0,3 ,6, 9 (month)
Batch No. 084B18 085B18 086B18
Batch Size 150 Tubes 150 Tubes 150 Tubes
Manufacturing Date 24-05-2018 24-05-2018 24-05-2018
Date of Initiation 28-05- 2018 28-05- 2018 28-05- 2018
No. of Batches 3

Date of Submission

08-04-2019 (Dy. No. 2958)

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Sr.

Documents To Be Provided

Status

1. COA of API

Copy of COA by Cadila pharmaceuticals Ltd Guijrat In

Limited is submitted.
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Approval of API by regulatory authority ¢
country of origin or GMP certificate oAPI
manufacturer issued by regulat@ythority of
country of origin.

Copy of GMP Certificate No. 18101065 by Food
Drugs control Adminstration Guijrat state, India. Valid
18-10-2021..

Protocols followed for conduction atability Yes
study and details of tests.
Data of 03 batches will be supported Yes
attested respective documents I
chromatograms, laboratory reports, dstieets
etc.
5. Documents confirming impodf API etc. Copy of Commercial Invoice No CPL/BD/403f1B
Dated: 1311-2017 is submitted attested by AL
(Karachi) dated ;22.1-2017.
6. All provided documents will be attest Yes
(name, sign and stamp) for ensur
authenticity of data / documents.
7. Commitment to continue real time stabil Yes
study till assigned shelf life of the product.
8. Commitment to follow Drug Specificatig Yes

Rules, 1978.

REMARKS OF EVALUATOR

T Initial testing of all 3 batches has been conducted as per BP specifiadiiienfurther testing on othe
time points has been done as per USP specifications
1 The panel may be requested to verify initial testing of all three batches as per BP specification as

by the firm.

Report on Investigation of Authenticity / Genuineress of data submitted for registration of Umblica 7.19
Gel (Chlorhexidine digluconate) by M/s. Scilife Pharma (Pvt). Ltd., Karachi.

Reference No: F.3-11/2017PEC (Pt) dated 28August, 2019.

Investigation Date and Time: 19" September, 2019 (Morning).

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

Background:

Chairman Registration Board considered the applications of M/s. Scilife Pharma (Pvt). Ltd., |
Creeck, Industrial StateKarachi for registration of Umblica 7.1% Gel (Chlorhexidine digluconate)
constituted a thremmember panel to investigate the authenticity / genuineness of data (import of raw mate
stability data). Panel was advised to conduct inspection dirthend to submit report for further consideratiot

Composition of Panel:
1. Dr. Rafeeq Alam KharDean Faculty of Pharmacy, Ziauddin University, Karachi. (Member Regist
Board).
2. Dr. Saif ur Rehman Khattak, Director, CDL, DRAP, Karachi.
3. Ms. Sanam lduser, Assistant Director, CDL, DRAP, Karachi.

Scope of investigation:
Investigation of the authenticity / genuineness of data (import of raw material and stability
manufacturing of stability batches and stability studies on these batches.

Tools for Investigation:

The investigation was conducted by using a structured questionnaire of DRAP. For objective ¢
physical inspection of the facilities for manufacturing and quality control, material used and retained, p
involved, ongoing stués, printed data and integrity and security of data in respective databases were alsq
The details of investigation may be summarized as under:
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UMBLICA 7.1% GEL _

Q. No.

Question

Observation by panel

Do you have documents confirmi
the import ofAPI?

Firm imported Chlorhexidine gluconate solution 20% (W/V
Kg from M/s Cadila Pharmaceutical India, Taken approva
11-2017 Invoice No CPL/BD/403/1X8 having batch numb
Nn17CG0200

What was the rationale behi
selecting the particular manufacer
of API?

There is proper vendor evaluation form being implemente
the firm. The parameters included in this form are, DMF st
GMP certificate, Stability data, provision of reference stan
of API and impurities standards etc. The firm haduatad or|
this criteria and has been selected accordingly.

Do you have documents confirmi
the import of reference standard 3
impurity standards?

The firm has reference standard and impurity standard img
from the manufacturer.

Do you have céifficate of Analysis
of the API, reference standards ¢
impurity standards?

The firm has certificates of analysis of API, reference star
and impurity standards.

Do you have any approval of API
GMP certificate of AP
manufacturer issued by regtday
authority of country of origin?

Firm has valid GMP certificate of chlorhexidine glucor]
solution issued by regulatory authority of their respe
country of origin.

Do you use APl manufactur
method of testing?

The Firm has used compendial mad for API.

Do you have stability studies repg
on API?

Firm has stability studies reports on API provided by
manufacturer

If yes, whether the stability testi
has been performed as per §
method and degradation prody
have been quantified?

Stability testing has been performed as per SIM method
Related impurities have been quantified by the
manufacturer.

Do you have method for quantifyi
the impurities in the API?

The firm has method for quantifying the impurities in the AF

10.

Do you have some remaini
guantities of the API, its referen
standard and impurities standards

The firm has remaining quantities of API, reference stang
and impurities standards.

11.

Have you used pharmaceutical gr
excipients?

The firm has used pinmaceutical grade excipients.

12.

Do you have documents confirmi
the import of the used excipients?

The firm has purchased all the excipients from the local m
although they have certificate of analysis for all the excip
available with them.

13.

Do you have test reports and ot
records on the excipients used?

The firm has test reports and other records on the exci
used.

14.

Do you have written and authorize
protocols for the development of tk
product?

The firm has written and authorizedropocol for the
development of the product Chlorhexidine gluconate gel ]
w/w

15.

Have you performed  Dru
excipients compatibility studies?

The firm has not performed Drwgxcipients compatibilit
studies as their formulation is similar to that of the neriee
product formulation (Kawach Gel, Lomus pharmaceu
Nepal) WHO approved product.

16.

Have you performed comparati
studies?

Not performed

17.

Do you have product developmg
(R&D) section

The firm has well equipped exclusive product developr
(R&D) section.

18.

Do you have nec

The frmhasused some equi pment 6
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available in product developme
section for development of t
product?

area and some of commercial area for the production of st4
batches of thblica 7.1% Gel.

19.

Are the equipments in prody
development section qualified?

The equipment in both area are qualified.

20.

Do you have proper maintenanc
calibration / requalification progran
for the equipment used in R
section?

The firm has proper niatenance / calibration / 1gualification
program for the equipment used in PD section.

21.

Do you have qualified staff

product development section w
proper knowledge and training
product development?

The firm has a team of 3 pharmacists and 4 dsteni
biotechnologist with a machine operator in prog
development section with suitable knowledge and trainir]
product development.

22.

Have you manufactured thr
stability batches for the stabili
studies of the product as required?

The firm has maufactured three stability batches
Chlorhexidine Gluconate 7.1% with batch numbers, 084
085B18 and 086B18 each of 150 tubes. Product fille
aluminum collapsible tubes.

23.

Do you have any criteria for fixin
the batch size of stability batches?

The criteria for fixing the batch size of stability batches
informed by the firm, was based on the quantity require
stability study (i.e. number of tubes per testing frequency
number of testing frequencies / intervals) and minin
working

Capadty of the equipment.

24.

Do you have complete record
production of stability batches?

Firm has complete record of production of stability batches

25.

Do you have protocols for stabili
testing of stability batches?

The firm has detailed protocol for sty testing of stability
batches.

26.

Do you have developed a
validated the method for testing
stability batches?

The Firm has verified the compendial method (USP met
which has been used for stability testing from third months
onward.

27.

Do yau have method transfer stud
in case when the method of test
being used by your firm is given
any other lab?

Verification of Pharmacopoeial
perfomed.

method (USP) has |

28.

Do you have documents confirmi
the qualification of equipments
instruments being used in the t
and analysis of API and the finish
drug?

The firm has proper documents confirming the qualificatio
equipment / instruments being used in the test and analy
API and the finished drug.

29.

Do your method of analysis ity
indicating?

The firm has used BP method for initial (zero time) tes
while USP method for onward stability testing of the stab
batches. Both the methods are stability indicating howeve
firm has established stability indicating natupé the USF
method (forced degradation studies) only. Proper sp
studies have also been used to support the verification
method.

30.

Do your HPLC software is 21CH
compliant?

The HPLC software is 21CFR Compliant as per record 0
firm. Audit trail was active on all HPLC systems u
throughout stability study. Individual user log in and IDs W
available.

31.

Can you show Audit Trail reports
product testing?

Audit trail reports were available and randomly checked.

32.

Do you have some remaini

quantities of degradation produ

The firm has remaining quantities of stability batches.
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and stability batches?

33.

Do you have stability batches kg
on stability testing?

The firm has completed the accelerated stability testing o
three stability bathes however the real time stability testin
in progress on all the three stability batches. Currentl
months study has been completed. First three comm
batches will be kept on stability.

34.

Do you have valid calibration statf
for the equipmen 6 s u s
production and analysis?

The Firm has valid calibration status for the equipment us
production and analysis of the product.

35.

Do proper and continuo
monitoring and control are availak
for stability chamber?

Continuous power supply dnmonitoring are available f
stability chambers.

36.

Do related manufacturing arg
equi pment 6s, p e
be rated as GMP compliant?

The related manufacturi
utilities be rated as GMP compliant.

ng

37.

Any Remarks of PEC:

The panel may be requested
verify initial testing of all thre
batches has been conducted as
BP specification while furthe
testing on another time points |

been done as per USP specificatig

The firm has used BP method for initidefo time) testin
while USP method for onward stability testing of the stab
batches. Both the methods are stability indicating howeve
firm has established stability indicating nature of the
method (forced degradation studies) only. Proppikirsg
studies have also been used to support the verification
method.

Conclusion and Recommendations:

1. On the basis of riskased approach the genuineness / authenticity of stability data submitted by t
for registration of Umblica 7.1% Gé&Chlorhexidine digluconate) is verifiable to satisfactory level.

2. Registration of the product AUmblica 7.1% G

Decision: Registration Board decided to approve registration of Umblica 7.1% Gel with changs
brand name & with |l nnovator 6s speci ficat

Manufacturer will place first three production batches of the product on long term stability,
studies throughout proposed shelf life and on accelerated studies for sionths.

b. Exemption from onsite verification of stability data
158. |Name and address of manufacturen M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi
Applicant Industrial Area, Karachi

Brand Name +Dosage Form + Strength Agranil 60 mg

Each film coated tablet contains:
Ticagreloré 60 mg

Composition

Diary No. Date of R& | & fee Dy.No 8185 dated 126-2098 Rs. 50,000DuplicateDossier

Pharmacological Group Anti-coagulant

Type of Form Form 5

Finished product Specifications Manufacturers specification

Pack size & Demanded Price As per SRO

Approval status of product in
Reference Regulator Authorities

BRILINTA of Astrazenica USFDA Approved.

GMP status Last inspection was conducted on-a22018 for renewal
grant of GMP Certificate and the reporoncludesGood

compliance of GMP.

Remarks of the Evaluator
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STABILITY STUDY DATA

Drug

Agranil 60 mg tablet

Name of Manufacturer

M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi Industrial Area,Karag

Manufacturer of API

Nantong Chanyoo Pharmate€o., Ltd, China, address: No.2,
Tonghai Si Ro ad, Yangkou chemical industrial park, Rudong coastal
economic developme nt zone, Nantong Jiangsu province 226407, PR c

API Lot No.

RD-TG-201712111/RBrG-201806261

Description of Pack
(Container closursystem)

Alu-PVC blister

Stability Storage Condition

Real time : 3C+ 2C/65% + 5% RH
Accelerated: 4@ + 2C / 75% + 5% RH

Time Period Real time: 9 months
Accelerated:6 months

Frequency Accelerated: 0,1,2,3,4,6 ( month)
Real Time: 0,3,6,9 (month)

Batch No. PDO01/18 PDO02/18 PDO03/18

Batch Size 2252 Tablets 2252 Tablets 2252 Tablets

Manufacturing Date 05-2018 052018 05-2018

Date of Initiation 16-05-2018 16-05-2018 16-05-2018

No. of Batches 03

Date of Submission 01-04-2019 (2311)

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Sr. Documents To Be Provided Status
No.

1. COA of APLI. Copy of COA (Batch# REYG-201712111) from
M/S Nantong Chanyoo Pharmatech Co., IGHina
is submitted.

2. Approval of APl by regulatory authority afountry| Copy of GMP certificate issued to M/s Nantdg
of origin or GMP certificate of APImanufacture|Chanyoo Pharmatech Co., Ltd, China, addr
issued by regulatory authoriof country of origin. | No.2, Tonghai Si Road, Yangkou chemi

industrial park, Rudong coastal econol
development zone, Nantong Jiangsu prov
226407, PR china. Issued by Nantong Food
drug administration. Valid up to-3-2020.

3. Protocols followed for conduction of stabilistudy Yes
and details of tests.

A, Data of 03 batches will be supported &yested
respective  documents  like chromatogramg Yes
laboratory reports, datheets etc.

5. Documents confirming import of API etc. Copy of commercial invoice (invoice N
CY118070, dated: 083-2018) has beg
submitted, manufacturer is Nantong
Chanyoo Parmatech Co., Ltd, China, addre
No.2, Tonghai Si Road, Yangkou chemi
industrial park, Rudong coastal econol
development zone, Nantong Jiangsu province @
attested by ADC DRAP Karachi dated-@8-2018.

6. All provided documents will be attestéadame, sigr

and stamp) for ensurin@uthenticity of data

documents.

Yes
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7. Commitment to continue real time stabilitudy till Yes
assigned shelf life of the product.

8. Commitment to follow Drug SpecificatiofRules, Yes
1978.

REMARKS OF EVALUATOR

REQUEST OF EXEMPTION FROM ON SITE INSPECTION

The firm has requested for Exemption from-€te Investigation of their submitted stability data @nolvided thg
following documents in conjunction with the checklist approved by the Registration Basr@i8" Meeting:

Administrative Portion

Reference of last onsite pal
inspection forinstant dosage fori
conducted during last twgears.

Registration Board approved Basovir 400 mg talslet Vesof
400/100mg Tablets in its 279 & 284eeting.

bl Date of Inpection: 1602-2018 & 127-2018.
q The HPLC is 21CFR Compliant.
q Audit trail on the testing were available

Documents for the procurement
API with approval from DRAP (it
case of import).

The firm has submitted photocopies of ADC (Karachi) attested

6 dated 2@03-2018, Copy of commercial invoice (invoice N
CY118070, dated: 383-2018) has been submitted, manufactur
Nantong Chanyoo Pharmatech Co., Ltd, China, address:

Tonghai Si Road, Yangkou chemical industrial park, Rudong cq
econom¢ development zone, Nantong Jiangsu province (
attested by ADC DRAP Karachi dated-@8-2018.

Documents for the procurement

Firm have certificate of analysis of API, working standard,

issued by regulatoryauthority of
country of origin.

reference standard and impuril Impurities, allprovided by Nantong Chanyoo, China.

standards. The firm has clarified that the reference standard and imy
standards are provided free
and not separately by Nantong Chanyoo.

Approval of APl/ DML/GMP|The firm has submitted GMP of Midantong Chanyoo Pharmate

certificate of APl manufacturej Co, LtdChina issued by Nantong food aDdug AdminstrationThis

certificate is valid until 0709, 2020.

Mechanism for Vendor

gualification

e

The firm has submitted copy of vender evaluation guestionnai
vender pregualification along with filled questionnaire from bg
APIs manufacturers.

Certificate of analysis of the AR
reference standards and impuri
standards

Thefirm has submitted

COA of API: Batch No. RBrG-201712111

COA of Reference Standard: Batch No. WTERD9901
COA of Impurities:

TGE: Batch No. WTG0240901

TGD1: Batch No. WTG0340901

TGD2: Batch No. WTG0440901

TG-16: Batch No. WTG04.40901

De-ethoxyl of TG: Batch No. WTG06.409901

Acetyl TG: Batch No. WTG02409901

Documents for the procurement
excipients used in  produg
development?

The firm has submitted copy of vender evaluation questionnai
vender pregualification along with filled questimaire from botk
APIs manufacturers.

List of qualified staff involved it
product development with releval
experience.

The firm has submitted photocopy of List of qualified
staff involved in product development

Production Data

Authorized Protocols/SORor the
development & stability testing {
trial batches.

The firm has submitted photocopy of Developm&mbtocol for
manufacturing
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10.

Complete batch  manufacturi
record of three stability batches.

The firm has submitted copy of Trial
manufacturingecord.
Details are as under:

bat

Agranil 60 mg Tablet

Batch No. Bach size Mfg. Started
PD01/18 2252 tablets | 052018
PDO02/18 2252 tablets | 052018
PDO03/18 2252 tablets | 052018

11. Record of remaining quantities | The firm has submittedeconciliation sheementioning remainin
stability quantity of three trial batches.
batches. The detail is as under:

Batch No.Batch yeild Stability sampleg Qty used| Remaining Qty] Retain
in Chamber | sample

PD01/ | 2100 |4 01 14 ¢ 290 291 141400

18 Tablets | (560) (406)

PD02/ [ 2150 |4 01 14 ¢ 290 291 14 (1450

18 Tablets | (560) (406)

PD03/ | 2000 |4 01 14 ¢ 290 291 141300

18 tablets | (560) (406)

QA / QC DATA

12. Record of Digital data logger for temperatanmd Firm hassubmitted photocopies of data loggecord
humidity monitoring of stability chamber§eal|for Accelerated stability chamber froh®-05-2018 tq
time and accelerated) 16-11-2018 and for Real Timestability chambe

starting from 1605-2018 t016-05-2018

13. Method used for analysis of APl along WilOA. | The firm has submitteghotocopy of method used fq

analysis of APIs along with COA.

14, Method used for analysis of FPP & complThe firm has submitted photocopy of Finished Pro
record of testing of stability batches (|Specifications and Testing Method of Compl
chromatograms, lab reports, raw data shetty |record of testing of stability batches (

chromatograms, lab reports, raw data sheets etc
submitted with 06 & 09 months stability dq
Accelerated & Real Time respectively.

15. Reports of stability studsee of API from Ticagrelor: The firm has submitted copy

manufacturer. accelerated, 06 Monthg40°C + 2°C & 75+5%RH
& long term, 06 Months(30°C + 2°C & 60+5%RH
stability study reports of 03 batches.

16. Analysis reports for excipients used. The firm has sbmitted copy of COAs for th

excipients used in the applied formulation.

17. Drug-excipients compatibility studies. The firm has submitted Drugxcipients compatibilit

studies.

18. Record of comparative dissolution data. Firm has submitted Comparative diggan study o

their product with 1| nn
The details are as follows:
Feature Reference Product of
product High-Q
Brand name Brilinta 60mg Agranil 60mg
tablet tablet
Batch No. | PS06489 PDO01/18
Comparative dissolution studies legyeen performed
in following mediums:
1. Ph 1.2 HCI buffer
2. Ph 4.5 Acetate buffer
3. Ph 6.8 Phosphate buffer

-
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19.

Compliance Record of HPLC software
21CFR & audit trail reports on product
testing.

Submitted Audi trail could not be verified.

Remarks of Evaluator:

Deficiencies/Shortcomings

Reply by Firm

Which polymorphic form of ticagrelor i
used in stability batches.

The product manufactured by us according to the synt
route presented in the dossier is characterized
crystalline form Il

Submitt Canmercial invoices fo

excipients

Submitted

Authorized Protocols/SOP for the prodd
development

Submitted

As per documents product develop
from API batch no: RBEITG-201712111
having quanity of 1kg as per commerg
invoice. However batch no: RDG-
2018062 of API tested having quantity
3 kg as per commercial invoic
Furthermore API testing have be
performed after production of stabili
batches. Clarification is needed

COA of APl by High Q batch no: RIDG-201712111
submitted with testing date 48+-2018.

Stability studies of APl according to Zo
TIV-Ais required

6 month real time stability data submittdd per Stability
studies of API according to ZondV -A submitted, initial
testing done at july, 2018 whil€?3nonth testing done &
Feb, D19

Stament from Nantong Chanyoo Pharmatec co., Ltd
fiSince the stability study requires 3 batches of API ,
did not arrange the stability study immediately a
completion of the initial analysis of each batch. Afte
batches of API are collected anuktstability study plar
has been confirmed, the substances have been | int
stability study box. Before that, all the batches were st
in the warehouse in accordance with the stol
conditions. 0

Evidence of procurement of referen
product Briliant

Submitted

Submit complete auditrail for Assa
dissolution, comparati
dissolution & method validation
submitted auditrail could not be verified

~

d

Submitted Audi trail could not be verified.

1

Value of Q in disslution at 75 minute i

NLT 70%. Please justify

Stability report mentioning correct specifications
di ssolution as ANLT 80%

Decision: Registration Board deferred for clarification of following points:

Audit trail repo rts of the analysis performed e HPLC during stability studies.

Valid GMP certificate of the APl manufacturer i.e., M/s Nantong Chanyoo Pharmatech Co, Ltd
China, issued by relevant provincial or state regulatory authority

|
1

1 Clarification of applied dissolution limits, since reference productspecify the acceptance criteria g
di ssolution test as AShall comply with requiren
159. |Name and address of manufacturen M/s. High-Q Pharmaceuticals, Plot 224/23 Korangi

Applicant

Industrial Area, Karachi

Brand Name +Dosage Form + Strengt}

Agranil 90 mg

Composition

Each film coated tablet contains:
Ticagrelor é

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

Dy.No 8184 dated 126-2098 Rs. 50,000/
DuplicateDossier

Pharmacological Group

Anti-coagulant

Type of Form

Form 5

Finished product Specifications

Manufacturers specification

Pack size & Demanded Price

As per SRO

Approval status of product in
Reference Regulator Authorities

BRILINTA of Astrazenica USFDA Approved.

GMP status

Last inspection was condec on 1209-2018 for renewal
/ grant of GMP Certificate and the report concludes
Good compliance of GMP.

Remarks of the Evaluator

STABILITY STUDY DATA

Drug

Agranil 90 mg tablet

Name of Manufacturer

M/s. HighrQ Pharmaceuticals, Plot 224/23 Korangiustrial Area,Karachi

Manufacturer of API

Nantong Chanyoo Pharmatech Co., Ltd, China, address: Nanghai Si Rq
ad, Yangkou chemical industrial park, Rudong coastahomic developm
nt zone, Nantong Jiangsu province 226407, PR china

API Lot No.

RD-TG-201712111

Description of Pack
(Container closure system)

Alu-PVC blister

Stability Storage Condition

Real time : 3T+ 2 C/ 65% + 5% RH
Accelerated: 4@ + ZC / 75% + 5% RH

Time Period Real time: 9 months Accelerated:6months
Frequency Accelerated: 0,1,2,3,4,6 ( month)Real Time: 0,3,6,9 (month)
Batch No. PD01/18 PDO02/18 PDO03/18
Batch Size 1408 Tablets 1408 Tablets 1408 Tablets
Manufacturing Date 05-2018 052018 05-2018
Date of Initiation 23052018 23-05-2018 23-05-2018
No. of Batches 03

Date of Submission

01-04-2019 (2312)

DOCUMENTS / DATA PROVIDED BY THE APPLICANT

Sr# |Documents To Be Provided Status

1. COA of API.

Copy of COA (Batch# REYG-201712111) from
M/S Nantong Chanyoo Pharmatech Co., Ltd,
China is sibmitted.

2. Approval of APl by regulatory authority afountry| Copy of GMP certificate issued to M/s Nantdg
of origin or GMP certificate of APmanufacture| Chanyoo Pharmatech Co., Ltd, China, addr
issued by regulatory authoriof country of origin.

No.2, Tonghai Si Road, Yangkou chemi
industrial park, Rudong coastal econol
development zone, Nantong Jiangsu prov
226407, PR china. Issued by Nantong Food
drug administration. Valid up to-3-2020.

3. Protocols followed for conduction of stétyi study
. Yes
and details of tests.
A, Data of 03 batches will be supported bitestec
respective  documents like chromatogramg Yes

laboratory reports, datheets etc.
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Documents confirming import of API etc.

Copy of commercial invoice (invoice N
CY118070, dated: 083-2018) has beg
submitted, manufacturer is Nantong

Chanyoo Pharmatech Co., Ltd, China, add
No.2, Tonghai Si Road, Yangkou chemi
industrial park, Rudong coastal econol
development zone, Nantong Jiangsu province g
attested byADC DRAP Karachi dated 203-2018.

All provided documents will be attest¢dame, sigr

assigned shelf life of the product.

and stamp) for ensurinquthenticity of data |Yes
documents.
Commitment to continue real time stabilitudy till Yes

1978.

Commitment to follow Drug SpecificatiorRules,

Yes

REMARKS OF EVALUATOR

REQUEST OF EXEMPTION FROM ON SITE INSPECTION

The firm has requested for Exemption from-€ie Investigation of their submitted stability data @nolvided the
following documets in conjunction with the checklist approved by the Registration Boatsl 278" Meeting:

Administrative Portion

Reference of last onsite pal
inspection forinstant dosage fori
conducted during last twgears.

Registration Board approved Basovf0 mg tabletand Vesof
400/100mg Tablets in its 279 & 284eeting.

q Date of Inspection: 262-2018 & 1207-2018.
q The HPLC is 21CFR Compliant.
q Audit trail on the testing were available

Documents for the procurement
API with approval from DRAP (i
caseof import).

The firm has submitted photocopies of ADC (Karachi) attested
6 dated 2@03-2018, Copy of commercial invoice (invoice N
CY118070, dated: 083-2018) has been submitted, manufactur
Nantong Chanyoo Pharmatech Co., Ltd, China, addries2,
Tonghai Si Road, Yangkou chemical industrial park, Rudong cq
economic development zone, Nantong Jiangsu province
attested by ADC DRAP Karachi dated-@8-2018.

Documents for the procurement

Firm have certificate of analysis of API, working standard,

issued by regulatoryauthority of
country of origin.

reference standard and impurif Impurities, all provided by Nantong Chanyoo, China.

standards. The firm has clarified that the reference standard and imy
standards are provided free
and na separately by Nantong Chanyoo.

Approval of APIl/ DML/GMP|The firm has submitted GMP of Mantong Chanyoo Pharmate

certificate of APl manufacture Co, LtdChina issued by Nantong food aDdug Adminstration This

certificate is valid until 0709, 2020.

Mechanism for Vendor

gualification

[PF¢

The firm has submitted copy of vender evaluation questionnai
vender pregualification along with filled questionnaire from bg
APIs manufacturers.

Certificate of analysis of the AR
reference
standards and impurity standards

The firm has submitte@OA of API: Batch No. RBrGé-201712111
COA of Reference Standard: Batch No. WTGRID9901COA of
Impurities:

TGE: Batch No. WTG0A40901

TGD1: Batch No. WT®3-140901

TGD2: Batch No. WTG0440901

TG-16: Batch No. WTG04.40901

De-ethoxyl of TG: Batch No. WTGG&409901

Acetyl TG: Batch No. WTG02409901
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7. Documents for the procurement|The firm has submitted copy of vesrdevaluation questionnaire {
excipients used in  produgvender pregualification along with filled questionnaire from b
development? APIs manufacturers.

8. List of qualified staff involved il The firm has submitted photocopy of List of qualified
product development with releval staff involved in product development
experience.

Production Data

9. Authorized Protocols/SOP for t| The firm has submitted photocopy of Developm@&mbtocol for
development & stability testing { manufacturing’
trial batches.

10. Complete batch manufacturi| The firm has submitted copy of Trial batotanufacturing record
record d threestability batches. Details are as under:

Agranil 60 mg Tablet

Batch No. Bach size Mfg. Started
PDO01/18 1408 tablets | 052018
PDO02/18 1408 tablets | 052018
PDO03/18 1408 tablets | 052018

11. Record of remaining quantities | The firm has submitted reconciliation sheeéntioning remainin

stability batches. guantity of three trial batches.
The detail is as under:

Batch | Batch | Stability | Qty | Remaining | Retain

No. yeild samples | used Qty in sample
_ Chamber

PD01/ | 1295 |4 01 1|290 (291 14 (595

18 Tablets | (560) (406)

PDO2/ | 1267 [4 01 1[290 |291 14 (567

18 Tablets | (560) (406)

PD0O3/ (1338 [401 1[290 (291 14 (638

18 tablets | (560) (406)
QA /QC DATA

12. Record of Digital data logger fi{Firm has submitted photocopies of data loggeord for Accelerate
temperature  and humidity| stability chamber fron16-05-2018 to 1611-2018 and for Real Timg
monitoring of stability chambe|stability chamber starting from 1@-2018 t016-05-2018
(real time and accelerated)

13. Method used for analysis of A|The firm has submitted photocopy of method usedafmalysis o
along withCOA. APIs along with COA.

14. Method used for analysis of FPP| The firm has submitted photocopy of Finished Product Specificg
complete record of testing gand Testing Method of Complete record of testing of stal
stability batches (i.¢ batches (i.e. chromatograms, lab reports, raw data sheets ef
chromatograms, lab repsr raw submitted with 06 & 09 monthsatiility data Accelerated & Re
data sheetstc.) Time respectively.

15. Reports of stability studies of Al Ticagrelor: The firm has submitted copy atcelerated, 06 Month
from manufacturer. (40°C + 2°C & 75+5%RH) &long term, 06 Months(30°C + 2°C &

60+5%RH) stability stdy reports of 03 batches.

16. Analysis reports for excipients us¢ The firm has submitted copy of COAs for tegcipients used in th

applied formulation.

17. Drug-excipients compatibility The firm has submitted Drugxcipients compatibilitgtudies.
studies

18. Record of comparative dissoluti{ Firm has submitted Comparative dissolution studyheir

data.

product with Innovator és

The details are as follows:

Feature Reference product Product of High-Q
Brand name| Brilinta 90mg tablel Agranil 60mgtablet
Batch No. | PS01092 PD01/18 |

Minutes of 292¢ Meeting of Registration Board I October, 2019)

| 106



Comparative dissolution studies have been performeidllowing
mediums:

1. Ph 1.2 HCI buffer

2. Ph 4.5 Acetate buffer

3. Ph 6.8 Phosphate buffer

19. Compliance Record of HPL Submitted Audi trail could not be verified.
software 21CFR & audit trai
reports on produdesting.

Remarks of Evaluator:

S.no Deficiencies/Shortcomings Reply by Firm
1. Which polymorphic form of ticagrelor i| The product manufactured by us according to the synt
used in stability batches. route pesented in the dossier is characterized
crystalline form Il
2. Submitt Commercial invoices fq Submitted
excipients

3. Authorized Protocols/SOP for the prody Submitted.
development
4, As per documents product develog COA of API by High Q batch no: REG-201712111
from API batch no: RBETG-201712111 submitted with testing date 481-2018.

having quanity of 1kg as per commerc
invoice. However batch no: RDG-
2018062 of API tested having quantity
3 kg as per commercial invoic|
Furthermore API testing have be
performed after production of stabili
batches. Clarification is needed

5. Stability studies of APl according to Zolil 6 month real time stability data submittad per Stability
TIV-Ais required studies of API according to ZoridV-A submitted, initial
testing done at july, 2018 whilg?3nonth testing done ¢
Feb, 2019

Stament from Nantong Chanyoo Pharmatec co., Ltd

fiSince the stability study requires 3 batches of API ,
did not arrange the stability study immediately a
completion of tle initial analysis of each batch. After
batches of API are collected and the stability study
has been confirmed, the substances have been | int
stability study box. Before that, all the batches were st
in the warehouse in accordance withe thstorage
conditions. 0

6. Evidence of procurement of referen Submitted
product Briliant

7. Submit complete auditrail for Assa] Submitted aditrail could not be verified.
dissolution, comparatiy

dissolution & method validation &
submitted auditrail could not be verified

8. Value of Q in dissolution at 75 minute | Stability report mentioning correct specifications
NLT 70% . Please justify di ssolution as ANLT 80%

Decision: Registration Board deferred for clarification of following points:

i Audit trail reports of the analysis performed on HPLC during stability studies.

i Valid GMP certificate of the APl manufacturer i.e., M/s Nantong Chanyoo Pharmatech Co, Ltd

China, issued by relevant provincial or state regulatory autbrity.

1 Clarification of applied dissolution limits, since reference product specify the acceptance criteria

di ssolution test as AShall comply with requiren
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Agenda of Evaluator PEGV

CaseNo. 0T Registration Applications for Local Manufacturing of (Human) Drugs.

a. New Cases
160. | Name and address of manufacturg "M/s Maxitech Pharma Pvt Ltd.Plot No-F8, S.I.T.E.
Applicant Super Highway, Phase Il, Karachi"
Diary No. Date of R& | & fee Dy.No 22205dated 2606-2018 Rs.20,00026-06-2018
Brand Name +Dosage Form + Streng| Vascoval 5mg/160mg Tablet
Composition "Each film coated tablet contains:
Aml odi pine as Besil ateéb
Val sartanél60mg"
Pharmacological Group C09DBO01 Angiotensin Il receptor hikers (ARBS) and
calcium channel blockers
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per SRO, Propose pack size as per PRC.
Approval status of product in Referen| Exforge
Regulatory Authorities. USFDA Approved.
Me-too status 081932;:Amlodine Tablet 5/160
M/s Jupiter Pharma, Rawat Islamabad
GMP status 21-02-2019  Conclusion:
Based on above observations and keeping in view
attitude of the management of the firm towards cons
improvement their cuent GMP compliance level is rate
as Good.
Remarks of the Evaluator. 1 The master formulation mentions Amlodipine
besilate 6.95mg/Tablet whereas, the label clail
Aml odi pine (as Besil a
Decision: Deferred for revision of master formulation & per label claim i.e. Amlodipine (as
Besil ate) é5mg.
161. | Name and address of manufacturg "M/s Maxitech Pharma Pvt Ltd.Plot No-F8, S.I.T.E.
Applicant Super Highway, Phase Il, Karachi"

Diary No. Date of R& | & fee

Dy.No 22206 dated 266-2018 Rs.2@00 26-06-2018

Brand Name+Dosage Form+ Strength

Vascoval 10mg/160mg Tablet

Composition

"Each film coated tablet contains:
Aml odi pine as Besil
Val sartanél60mg"

ateél

Pharmacological Group

C09DB01 Angiotensin Il receptor blockers (ARBS) ¢
calciumchannel blockers

Type of Form Form 5
Finished product Specification USP

Pack size & Demanded Price As per SRO, Propose pack size as per PRC.
Approval status of product in Referen Exforge

Regulatory Authorities. USFDA Approved.

Me-too status

081933;Amlodine Tablet 10/160
M/s Jupiter Pharma, Rawat Islamabad

GMP status

21-02-2019  Conclusion:

Based on above observations and keeping in view
attitude of the management of the firm towards cons
improvement their current GMP compliancedeis rated
as Good.

Remarks of the Evaluator.

The master formulation mentions Amlodipine as besi
13.90 mg/Tablet whereas, the label claim is Amlodig
(as Besilate)él0 mg.

Decision: Deferred for revision of master formulation as per label claim.e. Amlodipine (as

Besil ate)él0mg.
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162. | Name and address of manufacture| "M/s Maxitech Pharma Pvt Ltd.Plot No-E8, S.I.T.E.
Applicant Super Highway, Phase I, Karachi"
Diary No. Date of R& | & fee Dy.No 22204 dated 266-2018 Rs.20,00026-6-2018
Brand Name+Dosage Form+ Strength | Vascoval 5mg/80mg Tablet
AMV
Baffle
Trammel
Composition "Each film coated tablet contains:
Aml odi pine as Besil ateé
Val sartané80mg"
Pharmacological Group C09DBO01 Angiotensin Il receptor blockers (ARBS) &
calcium dannel blockers
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per PRC.
Approval status of product in Referen Exforge MHRA Approved.
Regulatory Authorities.
Me-too status 081931 Amlodine Tablet
M/s Jupier Pharma, Rawat Islamabad
GMP status 21-02-2019  Conclusion:
Based on above observations and keeping in view
attitude of the management of the firm towards cons
improvement their current GMP compliance level
rated as Good.
Remarks of the Ealuator. 1 The master formulation mentions Amlodipine
besilate 6.95mg/Tablet whereas, the label cl
i s Amlodi pine (as Be
Decision: Deferred for revision of master formulation as per label claim i.e. Amlodipine (a
Besil ate) é5mg.
163. | Name andaddress of manufacturer| "M/s Maxitech Pharma Pvt Ltd.Plot No-F8, S.I.T.E.
Applicant Super Highway, Phase I, Karachi"

Diary No. Date of R& | & fee

Dy.No 22200 dated 266-2018 Rs.20,00026-06-2018

Brand Name+Dosage Form+ Strength

Maxzid 4mgTablet

Composition

"Each film coated tablet contains:

Tizani dine HCI eq to Tiz

Pharmacological Group

Muscle Relaxants, Centrally Acting Agents
M03BX02

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per PRC.
Approval status of product in Referen Zanaflex®
Regulatory Authorities. USFDA Approved.

Me-too status

080865;"Zinzan 4mg Tablet
"Wellborne Pharmachem and Biologicatgttar"

GMP status

21-02-2019  Conclusion:
Based on above obsetwms and keeping in view th
attitude of the management of the firm towards cons
improvement their current GMP compliance level is rg
as Good.

Remarks of the Evaluator.

1 Evidence of approval of applied formulation as fi
coated tablet in refereac regulatory authorities
agencies which were declared/approved by
Registration Board in its 2¥5meeting.

Decision: Deferred for evidence of approval of applied formulation as film coated tablet i
reference regulatory authorities/agencies which we declared/approved by the Registration
Board in its 275th meeting or revision of formulation from film coated tablet to uncoated table
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with submission of requisite fee.

164. | Name and address of manufacture "M/s Maxitech Pharma Pvt Ltd.Plot N&-178, S.I.T.E.

Applicant Super Highway, Phase Il, Karachi"

Diary No. Date of R& | & fee Dy.No 22199 dated 266-2018 Rs.20,00026-06-2018

Brand Name+Dosage Form+ Strengtl] Maxzid 2mg Tablet

Composition "Each film coated tablet contains:

TizanidineHCleq o Ti zani di neé 2 mg

Pharmacological Group Muscle Relaxants, Centrally Acting Agents

MO3BX02

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per PRC.

Approval status of product in Referen Zanaflex®

Regulatory Authorigs. USFDA Approved.

Me-too status 078514; Xinasia Tablets

Med Asia Pharmaceuticals (Pvt) Ltd., Risalpur

GMP status 21-02-2019  Conclusion:

Based on above observations and keeping in view
attitude of the management of the firm towardsstant
improvement their current GMP compliance level is rg
as Good.

Remarks of the Evaluator. 1 Evidence of approval of applied formulation as fi
coated tablet in reference regulatory authorit
agencies which were declared/approved by
Registation Board in its 2725meeting.

Decision: Deferred for evidence of approval of applied formulation as film coated tablet i

reference regulatory authorities/agencies which were declared/approved by the Registrati

Board in its 275th meeting or revisim of formulation from film coated tablet to uncoated tablet

with submission of requisite fee.

165. | Name and address of manufacturg "M/s Maxitech Pharma Pvt Ltd.Plot No-F8, S.I.T.E.

Applicant Super Highway, Phase Il, Karachi"

Diary No. Date of R& | &fee Dy.No 22195 dated 266-2018 Rs.20,00026-06-2018

Brand Name+Dosage Form+ Strengtl Maxizole 2% topical cream w/w

Composition "Each g contains:

Mi conazole Nitrateé?2%w/ w

Pharmacological Group Antifungals For Topical Use

DO01ACO02 Imidazole anttiazole derivatives

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 10g, As per SRO.

Approval status of product in Referen Miconazole 7

Regulatory Authorities. USFDA Approved

Me-too status 078895;"Bicrole Gream 2%

"M/s Searle IV Solutions (Pvt.) Ltd, Lahore

GMP status 21-02-2019  Conclusion:

Based on above observations and keeping in view
attitude of the management of the firm towards cons
improvement their current GMP compliance level is rg
asGood.

Remarks of the Evaluator.

Decision: Approved.
166. | Name and address of manufactureg "M/s Maxitech Pharma Pvt Ltd.Plot No-E8, S.I.T.E.

Applicant

Super Highway, Phase I, Karachi"

Diary No. Date of R& | & fee

Dy.No 22194 dated 266-2018 Rs.20,000/26-06-2018

Brand Name+Dosage Form+ Strength

Piro 2% Cream w/w
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Composition

"Each g of cream contains:

Mupirocin calcium eqg. to

Pharmacological Group

Antibiotics For Topical Use

DO6AX09
Type of Form Form 5
Finished poduct Specification USP
Pack size & Demanded Price 5g, 15¢g, as per PRC.
Approval status of product in Referen USFDA Approved.

Regulatory Authorities.

Me-too status

076451 Mupream 20mg Creai/s Sante Pvt. Karachi.

GMP status

21-02-2019  Conclwsion:

Based on above observations and keeping in view
attitude of the management of the firm towards cons
improvement their current GMP compliance level is rg
as Good.

Remarks of the Evaluator.

Decision: Approved.

167. | Name and address of mdacturer /| "M/s Searle IV Solutions Pvt Ltd.
Applicant 1.5 km, Manga Raiwind Road, Lahore"
Diary No. Date of R& | & fee Dy.No 24439 dated 206-2018 Rs.20,00021-06-2018
Brand Name+Dosage Form+ Strength Nolopred 0.5%) Eye Drops
Composition "Each5ml ophthalmic solution contains:
Loteprednol Et abonat eéO.
Pharmacological Group Anti-inflammatory Agents
S01BA14 Corticosteroids, plain
Type of Form Form 5
Finished product Specification Inhouse
Pack size & Demanded Price 5ml x16s, tilepAsper@ROt i ¢ bo
Approval status of product in Referen| Lotemax Ophthalmic Suspension
Regulatory Authorities. TGA Approved.
Me-too status 081636;Lotemax 0.5% eye drops
M/s Innvotek Pharmaceuticals (Pvt) Ltd, Islamabad
GMP status 27-02-2018. GMP Certificate issued on 4#-2018.
Remarks of the Evaluator. 1 Firm has eye drops section.

1 Evidence of approval of applied formulation
ophthalmic solution in reference regulatory authorit
agencies which were declaredpproved by the
Registration Bard in its 27% meeting.

9 Evidence of applied formulation/drug already appro
by DRAP (generic / m&o status) as ophthalm
solution along with registration number, brand ng
and name of firm.

Decision: Deferred for the following reasons:
Evidence of approval of applied formulation as ophthalmic solution in reference regulatory,
authorities / agencies which were declared/approved by the Registration Board in its 275
meeting.
Evidence of applied formulation/drug already approved by DRAP (generic / mtoo status) as
ophthalmic solution along with registration number, brand name and name of firm.

168. | Name and address of manufactureg "M/s Sante Pvt Ltd245/2Z, Block 6, PECHS, Karach

Applicant

75400"

Diary No. Date of R& | & fee

Dy.No 22189 date@6-06-2018 Rs.20,000/26-06-2018
Duplicate

Brand Name+Dosage Form+ Strengtk

Brinza Ophthalmic Suspension
"Brinzolamide 1%
Brimonidine Tartrate 0.2%

Composition

"Each ml contains:
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Brinzol ami deél0mg

Bri monidine Tartrate €é2m

Pharmacological Group

Anti-glaucoma Preparations and Miotics

Type of Form Form 5
Finished product Specification Manufacturer Specs.
Pack size & Demanded Price As per PRC.

Approval status of product in Referen
Regulatory Authorities.

S| MBRI NZAE (bri nzel aanrate
ophthalmic suspension) 1%/0.2%

USFDA Approved.
Me-too status 091907 Simbrinza by Novartis
GMP status 02-07-2019  Conclusion:

Based on the current practices and keeping in view
attitude of the management towards better complianc
GMP their overall compliance level for the said dos:
form is rated as Good.

Remarks of the Evaluator.

Firm has ophthalmic section.
1 The provided Me too couldnot be confirmed.

Decision: Registration Boarddeliberated that since the referred meoo producti Si mb r
was first approved in 268" meeting of Registration Board and Boardin 240" meeting has
already decided that stability studies data will be required for new formulation and its
subsequent generic, hence Boardeferred the case for submissiorof stability study data as per

the guidelines provided in 278th meeting
169. | Name and address of manufacture "M/s Sante Pvt Ltd.

Applicant 245/2Z, Block 6, PECHS, Karachi 75400"

Diary No. Date of R& & fee Dy.No 2218 dated 266-2018 Rs.20,000/26-06-2018
Duplicate

Brand Name +Dosage Form + Streng| XepatOD 0.7% Opthalmic Solution

Composition "Each ml contains:
Ol opatadine as Hydrochl o

Pharmacological Group Decongstants And Antiallergics

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price As per PRC

Approval status of product in Referen| PAZEO (olopatadine hydrochloride ophthalmic soluti

Regulatory Authorities. 0.7%For toptal ophthalmic administration.
USFDA Approved.

Me-too status Could not be confirmed in applied strength.

GMP status 02-07-2019  Conclusion:
Based on the current practices and keeping in view
attitude of the management towards better complianc
GMP their overall compliance level for the said dos
form is rated as Good.

Remarks of the Evaluator. Firm has ophthalmic section.
Firm has submitted that stability is under process.

Decision: Registration Board deferred the case for submission ofadiility study data as per the

guidelines provided in 278th meeting of Registration Board.

170. | Name and address of manufacturer M/s Briell Pharmaceuticals Pvt. LTD.

Applicant

538-C, Sundar Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

Clairient Drops 125mg/5ml

Composition

Each 5ml contains:
Clarithromycin taste mas

Diary No. Date of R& | & fee

Dy. N0.17967; 1210-2017; Rs.20,000{12-10-2017)

Pharmacological Group

Macrolide

Type of Form Form5
Finished prodat Specifications USP
Pack size & Demanded Price Amber Glass bottle, Dropper, 25 ml, As per SRO
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Approval status of product in Referen
Regulatory Authorities

MHRA Approved
AS granules for oral suspension.

Me-too status (with strength and doss
form)

Registration Number: 026262
Brand Name: Clara Drops Each 5ml Contains:
Manufacturer Name: §don Pharmaceutical Industries.

GMP status

24-05-2019  Conclusion:

The firm was evaluated for facilities like building, HVA
Sytem, quality control, qui#y assurance and productig
oerations.

The Briell Pharma found to be operating at satisfac
level of GMP compliance.

Remarks of the Evaluator

Firm has the relevant section.

Shortcomings:

9 Evidence of approval of applied formulation as drop
reference regulatory authorities/agencies which w
declared/approved by the Registration Board in itd"Z
meeting.

1 Clarify whether drops are oral suspension or solutio

1 Clarify the composition whether enteric coated pel
or immediate release.

Internationally it is approved as granules whereas, fi

have applied for pellets.

Decision: Deferred for submission of justification of master formulation as it does not mentio
all the requisite excipients for formulation of suspension as mentioned by innovatar revision

of master formulation.

171. | Name and address of manufacturer M/s Briell Pharmaceuticals Pvt. LTD.

Applicant 538-C, Sundar Industrial Estate, Lahore

Brand Name +Dosage Form + Streng Bril DS Suspension 200mg

Composition Each 5ml contains:
| buprof ené200mg

Diary No. Date of R& | & fee Dy. N0.17966; 1210-2017; Rs.20,000(12-10-2017)

Pharmacological Group NSAID

Type of Form Form5

Finished product Specifications UsPkP

Pack size & Demanded Price Glass bottle,120 ml , As per SRO

Approval status of product in Referen Pinofen Seven Plus 200 mg/5 ml Oral Suspension MH

Regulatory Authorities Approved

Me-too status (with strength and dosg Registration Number: 070851

form) Brand Name: Brufen Suspension DS
Manufacturer NameAbbott Laboratories, Karachi

GMP status 24-052019  Conclusion:
The firm was evaluated for facilities like building, HVA
Sytem, quality control, quality assurance and produd
oerations.
The Briell Pharma found to be operating at satisfac
level of GMP compliance.

Remarks of the Evaluator Firm has the relevant section.

Decision: Approved.

172. | Name and address of manufacturer M/s Briell Pharmaceuticals Pvt. LTD.

Applicant

538-C, Sundar Industrial Estate, Lahore

Brand Name +Dosage Form + &tgth

Cvox Dry Powder Suspension 125mg

Composition

Each 5ml contains:
Ciprofloxacin as HCI 125

Diary No. Date of R& | & fee

Dy. N0.17972; 1210-2017; Rs.20,000(12-10-2017)

Pharmacological Group Quinolones
Type of Form Form5
Finished prduct Specifications Innovator

Pack size & Demanded Price

Glass bottle, 60ml , As per SRO
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Approval status of product in Referen
Regulatory Authorities

Not available.

Me-too status (with strength and doss
form)

077456; "Ciproking 125 mg Dry powdeSuspension
"M/s Medicraft Pharmaceuticals (Pvt) Ltd., Peshawar

GMP status

24052019  Conclusion:

The firm was evaluated for facilities like building, HVA
Sytem, quality control, quality assurance and produd
oerations.

The Briell Pharma found toeboperating at satisfacto
level of GMP compliance.

Remarks of the Evaluator

M Firm has the relevant section.
1 Taste masked micropellets obtained from Vis
Pharmaceuticals.(ihouse specifications).
1 Box Warning for Quinolones.
Shortcomings:
1 Clarification regarding brand name wheth
CVOX or CIVOX.
1 The innovator product is marketed with a solv
containing following ingredients
0 Soya lecithin,
0 Medium chain triglycerides,
o Strawberry flavour,
0 Sucrose,
o Purified water.
1 .Registration Board Decision ({269).
Keeping in view the following statement written
Qualitative and guantit
suspension after reconstitution (1/2 measuring sp
contains 125 mg <ciproflag
for difficulties in dispensing 250mg/5ml suspims for
children under 2 years of age, Registration Board ded
to approve the formulation of ciprofloxacin 125mg/5
granules and solvent for oral suspension as per refe
product approved by USFDA and MHRA.

Decision: Deferred the following reasorns
T Clarification regarding brand name whether CVOX or CIVOX.
for mul
i s
1 Submission of details ofsolvent for oral suspension as per aference product as
approved by USFDA and MHRA.

of
on

f Revi si on
formul at.i

nnov al
hydr o

ation as per i
ACi profl oxacin as

173.

Name and address of manufacturer
Applicant

M/s Briell Pharmaceuticals Pvt. LTD.
538-C, Sundar Industrial Estate, Lahore

Brand Name +Dosage Form + Streng

Cvox Dry Powder Suspension 250mg

Composition

Each 5ml contains:
Ciprofloxacin as HCI é250

Diary No. Date of R& | & fee

Dy. N0.17973; 1210-2017; Rs.20,000(12-10-2017)

Pharmacological Group Quinolones

Type of Form Form5

Finished product Specifications Innovator

Pack size & Demandderice Glass bottle, 60ml , As per SRO
Approval status of product in Referent USFDA Approved

Regulatory Authorities

Ciprofloxacin Microcapsules

Me-too status (with strength and dosz
form)

077457; "Ciproking 250 mg Dry powder Suspension
"M/s Medicraft Pharmaceuticals (Pvt) Ltd., Peshawar."

GMP status

24052019  Conclusion:
The firm was evaluated for facilities like building, HVA
Sytem, quality control, quality assurance and produd
oerations.
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The Briell Pharma found to be operating at satisfey
level of GMP compliance.

Remarks of the Evaluator Firm has the relevant section.
Taste masked micropellets obtained from Vis
Pharmaceuticals.(ihouse specifications).
Box Warning for Quinolones.
Shortcomings:
1 Clarification regarding brand n#& whether
CVOX or CIVOX.
1 Evidence of approval of applied formulation
reference regulatory authorities/agencies wh
were declared/approved by the Registration B
in its 279" meeting.
1 Internationally the approved formulation
Ciprofloxacin wheres, the firm has applied fd
ciprofloxacin as hydrochloride.

Decision: Deferred the following reasons:
T Clarification regarding brand name whether CVOX or CIVOX.
T Revision of formul ati on as per i nnov al
formulati on i s ACi profl oxacin as hydrochl o
1 Submission of details ofsolvent for oral suspension as per reference product &
approved by USFDA and MHRA.

174. | Name and address of manufacturer M/s Briell Pharmaceuticals Pvt. LTD.

Applicant 538-C, Sundar Industl Estate, Lahore

Brand Name +Dosage Form + Streng Clarient XL Tablet 500mg

Composition Each film coated extended release tablet contains:
Clarithromycin é500mg

Diary No. Date of R& | & fee Dy. N0.17968; 1210-2017; Rs.20,000(12-10-2017)

Pharmacological Group Macrolide

Type of Form Form5

Finished product Specifications USP

Pack size & Demanded Price Alu-Alu, Alu-PVC, As per SRO

Approval status of product in Referen USFDA Approved

Regulatory Authorities

Me-too status (with semgth and dosag Registration Number: 061884

form) Brand Name: Rithmo XL 500mg Tablet
Manufacturer Name: Sami Pharmaceuticals (Pvt) Ltd

GMP status 24052019  Conclusion:
The firm was evaluated for facilities like building, HVA
Sytem, quality controlquality assurance and producti
oerations.
The Briell Pharma found to be operating at satisfac
level of GMP compliance.

Remarks of the Evaluator Firm has the relevant section.

Decision: Approved.

175. | Name and address of manufacturefM/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 &

Applicant Street No. 3, RCCI, National Industrial Zone, Rawv
Islamabad

Brand Name+Dosage Form + Strengf Fenolip Tablets 48mg

Composition Each film coated tablet contains:
Fenofi brateé. . 48mg

Diary No. Date of R& | & fee Dy.No 6392 dated 202-2018 Rs. 20,000Dated 1902-

2018, 2018 & Rs. 5,000Dated 1902-2018 (154-2019
revision of formulation from uncoated to film coated)

Pharmacological Group Fibrates
Type of Form Form5
Finished prodat Specification USP Specifications
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Pack size & Demanded Price 106s, 206s; As per SRO
Approval status of product in TRICOR film coated tablets

Reference Regulatory Authorities USFDA Approved

Me-too status 058479

Fenoget 48mg Tablet
M/s Getz PharméPvt.) Ltd, Karachi

GMP status

Last inspection report dated -28-2018 with following
recommendations:

AfAs the operations have
Evolution Pharmaceuticals, Rawat the GMP status
only be ascertained upon the start of ac
pharmaceutical; however, keeping in view the faci
inspected the firm has requisite manufacturing facility
manufacturing of Pharmaceuticals.

Remarks of the Evaluator

Decision: Approved.

176. | Name and address of manufacturefM/s Evoluton Pharmaceuticals (Pvt.) Ltd. Plot #: 25 &
Applicant Street No. S3, RCCI, National Industrial Zone, Rav
Islamabad
Brand Name +Dosage Form + Streng Fenolip Tablets 54mg
Composition Each film coated tablet contains:
Fenofibrateé. . 54mg
Diary No. Date 6R& | & fee Dy.No 6393 dated 202-2018 Rs. 20,000Dated 1902-
2018, Dated 182-2018 (1504-2019revision of
formulation from uncoated to film coated)
Pharmacological Group Fibrates
Type of Form Form5
Finished product Specification USP Speciftations
Pack size & Demanded Price 1006 s, 200 s ; As per SRO
Approval status of product in USFDA Approved.
Reference Regulatory Authorities
Me-too status 058696 Atcofibrate 54mg Tablet
Each film coated tablet contains:
Fenofibratedb54mb croni zed)
By Atco Laboratories Limited, Karachi
GMP status Last inspection report dated -25-2018 with following
recommendations:
AAs the operations have
Evolution Pharmaceuticals, Rawat the GMP status
only be asertained upon the start of acti
pharmaceutical; however,keeping in view the faci
inspected the firm has requisite manufacturing facility
manufacturing of Pharmaceuticals.
Remarks of the Evaluator
Decision: Approved.
177. | Name and address of maacturer / |M/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 &

Applicant

Street No. S, RCCI, National Industrial Zone, Raw
Islamabad

Brand Name +Dosage Form + Streng

Fenolip Tablets 145mg

Composition

Each tablet contains:
Fenofi h45mg e € .

Diary No. Date of R& | & fee

Dy.No 6394 dated 202-2018 Rs. 20,000Dated 1902-
2018

Pharmacological Group Fibrates
Type of Form Form5
Finished product Specification USP Specifications
Pack size & Demanded Price 106s, 2006s; As per SRO
Approval status of product in FENOFIBRATE BIOGARAN
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Reference Regulatory Authorities

Uncoated TablefANSM Approved

Me-too status

058480 Fenoget 145mg Tablet
M/s Getz Pharma (Pvt.) Ltd, Karachi

GMP status

Last inspection report dated -28-2018 wth following
recommendations:

AAs the operations have
Evolution Pharmaceuticals, Rawat the GMP status
only be ascertained upon the start of ac
pharmaceutical; however,keeping in view the faci
inspected the firm haquisite manufacturing facility fg
manufacturing of Pharmaceuticals.

Remarks of the Evaluator

FENOFIBRATE BIOGARAN contains 145 m
fenofibrate nanoparticles, whereas the firm has not ap
the formulation as nanoparticles.

Decision: Deferred for darification of applied formulation as the innovator product mentions

fenofibrate nanopatrticles.

178. | Name and address of manufacturefM/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 &

Applicant Street No. S3, RCCI, National Industrial Zone, Ray
Islamabad

Brand Name +Dosage Form + Streng Fenolip Tablets 160mg

Composition Each tablet contains:
Fenofi brateé. 160 mg

Diary No. Date of R& | & fee Dy.No 6395 dated 202-2018 Rs. 20,00019-02-2018

Pharmacological Group Fibrates

Type of Form Form5

Finished product Specification USP Specifications

Pack size & Demanded Price 106s, 2006s; As per SRO

Approval status of product in MHRA Approved

Reference Regulatory Authorities Uncoated tablets

Me-too status 058697; Atcofibrate 160mg &blet
Each film coated tablet contains:
Fenofibrate (Micronized)
M/s Atco Laboratories Limited, Karachi

GMP status Last inspection report dated -28-2018 with following
recommendations:
AAs the operations haWis
Evolution Pharmaceuticals, Rawat the GMP status
only be ascertained upon the start of ac
pharmaceutical; however,keeping in view the faci
inspected the firm has requisite manufacturing facility
manufacturing of Pharmaceuticals.

Remaks of the Evaluator

Decision: Approved.

179. | Name and address of manufacturefM/s Evolution Pharmaceuticals (Pvt.) Ltd. Plot #: 25 &

Applicant

Street No. 8, RCCI, National Industrial Zone, Raw
Islamabad

Brand Name +Dosage Form + Streng

Elisor Tablets 40mg

Composition

"Each tablet contains:
Pravastatin Sodi umé4d0mg"

Diary No. Date of R& | & fee

Dy.No 6384 dated 202-2018 Rs. 20,00019-02-2018

Pharmacological Group

Statin /HMG-CoA Reductase Inhibitor

Type of Form Form5

Finishedproduct Specification USP Specifications

Pack size & Demanded Price 1006 s, 200 s ; As per SRO
Approval status of product in USFDA approved.

Reference Regulatory Authorities

Me-too status

032049 Pralipi 40 Tablets
Pravast at i n M&dlitton BhardadPvinigd,
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GMP status

Last inspection report dated -28-2018 with following
recommendations:

fAs the operations have
Evolution Pharmaceuticals, Rawat the GMP status
only be ascertained upon the start of ac
pharnaceutical; however, keeping in view the facil
inspected the firm has requisite manufacturing facility
manufacturing of Pharmaceuticals.

Remarks of the Evaluator

Decision: Approved.

180. | Name and address of manufacture M/s Wellborne Barmachem and Biologicals, Plot

Applicant 51/1, 52/2, Phase | and Il Industrial Esfddattar.

Diary No. Date of R& | & fee Diary No:3056, 23/01/2018, Rs: 20,0002/01/2018

Brand Name +Dosage Form + Streng| Nebron Tablet 2.5mg

Composition Each film cated tablet contains:

Nebivol ol as HCI é. 2. 5mg

Pharmacological Group Beta blocking agents, selective€C07AB12)

Type of Form Form 5

Finished product Specification Manufacturer Spec.

Pack size & Demanded Price 2x706s , Alu Alu Blister,

Approval status of product in Referen Bystolic

Regulatory Authorities. USFDA Approved

Me-too status 061344 Nebil 2.5mg Tableof M/s Getz Karachi

GMP status 07-11-2018  Conclusion:

As per available manufacturing, quality control &
environmental dcilities  provided, documentatic
reviewed, technical/qualified personnel employed
observations made during inspection, the firm Wellbg
Hattar is considered to be operating under satisfag
level of Cgmp compliance and hence recommend fol
grart of Cgmp certificate.

Remarks of the Evaluator. Evidence of international availability as film coated tab
The Master formulation mentions the quantity of API
2.888mg.

Decision: Deferred for the following reasons:

Evidence of approval of appliedformulation as film coated tablet in reference regulatory

authorities/agencies which were declared/approved by the Registration Board in its 275

meeting or revision of formulation from film coated tablet to uncoated tablet with submissior

of requisite fee.

Revision of master formul ati on as per -1

master formulation mentions the quantity of API as 2.888mg.

181. | Name and address of manufacture M/s Wellborne Pharmachem and Biologicals,, Plot

Applicant

51/1,52/2, Phase | and |l Industrial Estate, Hattar

Diary No. Date of R& | & fee

Diary N0:3057, 23/01/2018, Rs: 20,0002/01/2018

Brand Name +Dosage Form + Streng

Nebron Tablet 5mg

Composition

Each film coated tablet contains:

Nebi vol ol gas HCI é. 5m
Pharmacological Group Beta blocking agents, selectif€07AB12)
Type of Form Form 5
Finished product Specification Manufacturer Spec.
Pack size & Demanded Price 2x706s Al u Alu Blister,
Approval status of product in Referen Bystolic
Reguldory Authorities. USFDA Approved
Me-too status 061345 Nebil 5mg Tablebf M/s Getz Karachi
GMP status 07-11-2018  Conclusion:
As per available manufacturing, quality control &
environmental facilities provided, documentat
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reviewed, tebnical/qualified personnel employed a
observations made during inspection, the firm Wellbc
Hattar is considered to be operating under satisfac
level of Cgmp compliance and hence recommend fol
grant of Cgmp certificate.

Remarks of the Evaluat. Evidence of international availability as film coated tab
The Master formulation mentions the quantity of API
5.722mg.

Decision: Deferred for the following reasons:

Evidence of approval of applied formulation as film coated tablet in referenceegulatory
authorities/agencies which were declared/approved by the Registration Board in its 275
meeting or revision of formulation from film coated tablet to uncoated tablet with submissior
of requisite fee.

Revision of master formulation as per labec | ai m i . e. ANebivol ol
formulation mentions the quantity of APl as 5.722mg.

182. | Name and address of manufacture M/s Wellborne Pharmachem and Biologicals,Plot
Applicant 51/1, 52/2, Phase | and Il Industrial Estate, Hattar
Diary No. Date of R& | & fee Diary N0:3058, 23/01/2018, Rs: 20,0002/01/2018
Brand Name +Dosage Form + Streng| Nebron Tablet 10mg
Composition Each film coated tablet contains:

Nebivol ol as HCI é. 10mg

Pharmacological Group Beta blocking agentsekective(C07AB12)

Type of Form Form 5

Finished product Specification Manufacturer Spec.

Pack size & Demanded Price 2x706s Al u Alu Blister,

Approval status of product in Referen Bystolic

Regulatory Authorities. USFDA Approved

Me-too status 061345 Nebil 5mg Tablebf M/s Getz Karachi

GMP status 07-11-2018  Conclusion:

As per available manufacturing, quality control &
environmental facilities  provided, documentat
reviewed, technical/qualified personnel employed
observatins made during inspection, the firm Wellbor
Hattar is considered to be operating under satisfaq
level of Cgmp compliance and hence recommend fol
grant of Cgmp certificate.

Remarks of the Evaluator. Evidence of international availability as filooated tablet
The Master formulation mentions the quantity of API
11.44mg.

Decision: Deferred for the following reasons:

Evidence of approval of applied formulation as film coated tablet in reference regulatory

authorities/agencies which were declad/approved by the Registration Board in its 275th

meeting or revision of formulation from film coated tablet to uncoated tablet with submissior|
of requisite fee.

Revision of master formulation as per | ab

formulation mentions the quantity of APl as 11.44mg.

183. | Name and address of manufacture "M/s Medisave Pharmaceuticals.,Plot 58, Sunda

Applicant Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee Dy.No 26712| dated 0308-2018 R<20,000f 03-8-2018

Brand Name +Dosage Form + Streng| Vidamet 50mg+1000mg Tablet

Composition "Each Film Coated Tablet Contains:
Vidagliptiné50mg
Met formin as HCI é1000mg"

Pharmacological Group Combinations of oral blood glucose lowering drugs
A10BDO08

Type of Form Form 5

Finished product Specification Manufacturer Specs.
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Pack size & Demanded Price

3x106s, As per SRO.

Approval status of product in Referen
Regulatory Authorities.

TGA Approved.

Me-too status

081907 Galmet 50mg/1000mg Tablet
M/s Vision Pharmaceuticals, Kahuta Road, Islamabad

GMP status

11-12-2017 & 1601-2018.
GMP Certificate issued on 4#3-2018.

Remarks of the Evaluator.

is Metformin as
wher eas,

1 The applied formulation
HCI €é1000 mg
approved as Metfonin HCI.

Decision: Registration Board approved the formulation as "Each Film Coated Tablet

Contains: Vidagliptiné50mg, Metformin HCI
184. | Name and address of manufacturg "M/s Medisave Pharmaceuticals.,Plot 58, Sunda
Applicant Industrial Esate, Lahore, Pakistan"
Diary No. Date of R& | & fee Dy.No 26712l dated 0308-2018 Rs.20,00003-8-2018
Brand Name +Dosage Form + Streng| Vidamet 50mg+850mg Tablet
Composition "Each Film Coated Tablet Contains:
Vidagliptiné50mg
Met f or mi 850mg' HCI é
Pharmacological Group Combinations of oral blood glucose lowering drugs
A10BDO08
Type of Form Form 5
Finished product Specification Inhouse
Pack size & Demanded Price 3x1006s, As per SRO.
Approval status of product in Referenl GALVUMET\
Regulatory Athorities. TGA Approved
Me-too status 081906 Galmet 50mg/850mg Tablet
M/s Vision Pharmaceuticals, Kahuta Road, Islamabad
GMP status 11-12-2017 & 1601-2018.
GMP Certificate issued on 45-2018.
Remarks of the Evaluator. The applied fomulation isMet f or mi n as
whereas, internationally it is approved as Metformin H
Decision: Registration Board approved the formulation as "Each Film Coated Tablet
Contains: Vidagliptiné50mg, Metformin HCI
185. | Name and address of manuizer /| "M/s Medisave Pharmaceuticals.,Plot &8, Sunda
Applicant Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee

Dy.No 26712B dated 0308-2018 Rs.20,00003-8-2018

Brand Name +Dosage Form + Streng

Terbimed 125mg Tablet

Composition "Each Film Coated Tablet Contains:
Terbinafine HCI eq. to T
Pharmacological Group Antifungals for systemic use
D01BA02
Type of Form Form 5
Finished product Specification USP/BP
Pack size & Demanded Price 1006 s, as per PRC

Approval status of product in Referen
Regulatory Authorities.

LAMISIL terbinafine 125mg (uncoated tablets)
TGA Approved.

Me-too status

070118 "Terbizine Tablebf M/s Candid Pharma

GMP status

11-12-2017 & 1601-2018.
GMP Certificate issued orbi03-2018.

Remarks of the Evaluator.

Firm has applied for film coated tablet where
internationally it is available as uncoated tablet.

Decision: Deferred for revision of formulation from film coated tablet to uncoated tablet with

submission of requsite fee.
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186. | Name and address of manufacturg "M/s Medisave Pharmaceuticals.,Plot 58, Sunda

Applicant Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee Dy.No 26712C dated 0308-2018 Rs.20,00003-8-2018

Brand Name +Dosadeorm + Strength| Terbimed 250mg Tablet

Composition "Each film coated tablet Contains:

Terbinafine as HCLé250mg

Pharmacological Group Antifungals for systemic use

D01BA02

Type of Form Form 5

Finished product Specification USP/BP

Pack size & Demated Price As per SRO.

Approval status of product in Referen LAMISIL terbinafine 250mg

Regulatory Authorities. TGA Approved.

Me-too status 081184 Cutis 250mg Tablet

Tabros Pharma Karachi.

GMP status 11-12-2017 & 1001-2018.

GMP Certificate issad on 1503-2018.

Remarks of the Evaluator. Firm has applied for film coated tablet where

internationally it is available as uncoated tablet.

Decision: Deferred for revision of formulation from film coated tablet to uncoated tablet with

submission @ requisite fee.

187. | Name and address of manufacturg "M/s Medisave Pharmaceuticals.,Plot 58, Sunda

Applicant Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee Dy.No 26712J dated 0398-2018 Rs.20,0008-08-2018

Brand Name +Dasge Form + Strength Ondasave 8mg Tablet

Composition "Each Film Coated Tablet Contains:

Ondansetron HCI Di hydr at

Pharmacological Group Antiemetics And Antinauseants

A04AAO01 Serotonin (5HT3) antagonists

Type of Form Form 5

Finished product Specification USP.

Pack size & Demanded Price 1x1006s, As per SRO.

Approval status of product in Referenl ZOFRAN Tablets, 8 mg (ondansetron HCI dihydr

Regulatory Authorities. equivalent to 8 mg of ondansetron),

USFDA Approved.
Me-too status 081451;0ndonx Tablebf M/s Genix Pharma Karachi.
GMP status 11-12-2017 & 1001-2018.

GMP Certificate issued on 4#3-2018.

Remarks of the Evaluator. 1 The master formulation mention®ndansetror
HCI Di hydr at e € 8 mg
mentims Ondansetron HCI Dihydrate eq.
ondansetroné8mg"

Decision: Approved.

188. | Name and address of manufacture "M/s Medisave Pharmaceuticals.,Plot 58, Sunda

Applicant

Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee

Dy.No 26712G dated 0308-2018 Rs.20,0008-08-2018

Brand Name +Dosage Form + Streng

Ondasave 8mg/4ml Injection

Composition

"Each 4ml Contains:

Ondansteron HCI Di hydr at

Pharmacological Group

Antiemetics And Antinauseants
A04AAOQ01 Serotonin (5HT3) antagats

Type of Form

Form 5

Finished product Specification

USP/BP

Pack size & Demanded Price

4 ml glass ampoule, As per SRO.
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Approval status of product in Referen
Regulatory Authorities.

Firm has submitted Germany approved.

Me-too status

081892 Doston 8mg Injection

Each ampoule of 4ml contaiR@ndansetror
hydrochl oride equival ent
M/s Vision Pharmaceuticals, Kahuta Road, Islamabad

GMP status

11-12-2017 & 1601-2018.
GMP Certificate issued on 4®-2018.

Remarks of th Evaluator.

Liquid Injectable section is present.

1 Internationally it is approved as Each ampoule of
contains:Ondansetron hydrochloride equivalent
Ondansetron whereas, you have applied
Ondansteron HCI Dihydrate.

DecisionRegistration boardapp r ov e d
hydrochl ori de

contains-Ondansetron

the applied formul at.
equi val ent

189. | Name and address of manufacture "M/s Medisave Pharmaceuticals.,Plot 88, Sunda
Applicant Industrial Estate, LahoreaRistan”
Diary No. Date of R& | & fee Dy.No 26712E dated 03)8-2018 Rs.20,0008-08-2018
Brand Name +Dosage Form + Streng Ondasave 4mg/5ml Syrup
Composition "Each 5ml of Syrup Contains:
Ondansetron HCI eq. to O
PharmacologicaGroup Antiemetics And Antinauseants
A04AA01 Serotonin (5HT3) antagonists
Type of Form Form 5
Finished product Specification Not provided.
Pack size & Demanded Price 60ml, 120ml, As per SRO.
Approval status of product in Referen| Not provided.
Regulatory Authoties.
Me-too status Couldnot be confirmed
GMP status 11-12-2017 & 1601-2018.
GMP Certificate issued on 4#-2018.
Remarks of the Evaluator. 9 Oral Liquid section is present.

9 Evidence of approval of applied formulation
reference regjatory authorities/agencies which we
declared/approved by the Registration Board in
275th meeting.

1 Evidence of applied formulation/drug already appro
by DRAP (generic / m&oo status) along with
registration number, brand name and name of firm.

Decision: Deferred for the following reasons:
1 Evidence of applied formulation/drug already approved by DRAP (generic / m&oo status)
along with registration number, brand name and name of firm.
1 Evidence of approval of applied formulation in reference reglatory authorities/agencies
which were adopted by the Registration Board.
190. | Name and address of manufacturg "M/s Medisave Pharmaceduticals.,Plot 58, Sunda

Applicant

Industrial Estate, Lahore, Pakistan"

Diary No. Date of R& | & fee

Dy.No 26712A dated 0308-2018 Rs.20,0008-08-2018

Brand Name +Dosage Form + Streng

Amisave 100mg/2ml Injection(IM/1V)

Composition

"Each 2ml Contains:

Ami kacin Sulphateél00mg"
Pharmacological Group JO1GBO06

Other aminoglycosides
Type of Form Form 5

Finished product Specification

Present in USP.

Pack size & Demanded Price

2ml type | glass ampoule, As per SRO.
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Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed.

Me-too status

081056 Ekasin 100mg Injectionf M/s Egharm Karachi

GMP status

11-12-2017 & 1601-2018.
GMP Certificate issued on 4®3-2018.

Remarks of the Evaluator.

1 International availability of applied formulatio
coul dndét be confirmed

Decision: Deferred for evidence of approval of applied formuldion in reference regulatory
authorities/agencies which were adopted by the Registration Board.

191. | Name and address of manufacture "M/s Medisave Pharmaceuticals.,Plot 88, Sunda
Applicant Industrial Estate, Lahore, Pakistan"
Diary No. Date of R& & fee Dy.No 26712H dated 0308-2018 Rs.20,00003-8-2018
Brand Name +Dosage Form + Streng Dingo 0.5mg/ml Syrup
Composition "Each 5ml of syrup contains:
Desl oratadineé?2. 5mg
Pharmacological Group ROBAX27
Other antihistamines for systemic use
Type of Form Form 5
Finished product Specification Manufacturer Specs.
Pack size & Demanded Price 120ml, As per SRO.
Approval status of product in Referen MHRA Approved
Regulatory Authorities. Oral Solution.
Me-too status 081671 Mdisin 2.5mgSyrup
M/s Metro Pharmaceuticals, Islamabad
GMP status 11-12-2017 & 1001-2018.
GMP Certificate issued on 4#-2018.
Remarks of the Evaluator. Firm has oral liquid section.
Decision: Deferred for the clarification of applied formulation as internaionally it is approved
as oral solution whereas, the applied formulation is syrup.
192. | Name and address of manufacturg "M/s Medisave Pharmaceuticals.,Plot 58, Sunda
Applicant Industrial Estate, Lahore, Pakistan"
Diary No. Date of R& | & fee Dy.No 26712D dated 0308-2018 Rs.20,00003-8-2018
Brand Name +Dosage Form + Streng Medistil 20ml Injection
Composition "Each Ampoule Contains:
Water for InjectionélOml
Pharmacological Group Diluent
Type of Form Form 5
Finished product Specifition BP
Pack size & Demanded Price 100s, 500s, 10cc glass ampoule.
Approval status of product in Referent MHRA Approved.
Regulatory Authorities.
Me-too status 076482 Water for Injection 10mBy Healthtek Kar.
GMP status 11-12-2017 & 1001-2018
GMP Certificate issued on 4#-2018.
Remarks of the Evaluator. Firm has SVP infusion section.
Deci sion: Approved with innovatoroés speci
193. | Name and address of manufacturg "M/s AGP Limited.B23, S.I.T.E. Karachi"
Applicant

Diary No. Dateof R& | & fee

Dy.No 26444 dated 008-2018 Rs.20,00081-7-2018

Brand Name +Dosage Form + Streng

Vilzamet 50/850 mg Tablet

Composition

"Each film coated tablet Contains:
Vil dagliptiné50mg
Met formin Hydrochl ori deé

Pharmacological Group

Drugs Used In Diabetes
A10BD08
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Type of Form Form 5

Finished product Specification In-house

Pack size & Demanded Price Rs . 1082.66 for 1408s.
Approval status of product in Referent GALVUMET\

Regulatory Authorities. TGA Approved

Me-too status

081906 Galmet 50mg/850mg Tablet
M/s Vision Pharmaceuticals, Islamabad.

GMP status

13052019  Conclusion:

Keeping in view the overall GMP standards in the fi
based on the fact of above observations their ov
compliance level was noted good.

Remarks 6the Evaluator.

Decision: Approve

d with innovatords speci

194. | Name and address of manufacture "M/s AGP Limited.B23, S.I.T.E. Karachi"
Applicant
Diary No. Date of R& | & fee Dy.No 26443 dated 008-2018 Rs.20,00081-07-2018
Brand NametrDosage Form + Strengtl Vilzamet 50/500 mg Tablet
Composition "Each film coated Tablet Contains:
Vil dagliptiné50mg
Met formin Hydrochl ori deé
Pharmacological Group Drugs Used In Diabetes
A10BDO08
Type of Form Form 5
Finished product Specifidan Inhouse
Pack size & Demanded Price Rs. 107H4f or 146s.
Approval status of product in Referen GALVUMET\
Regulatory Authorities. TGA Approved
Me-too status 081905 Galmet 50mg/500mg Tablet
M/s Vision Pharmaceuticals, Islamabad.
GMP status 13052019  Conclusion:
Keeping in view the overall GMP standards in the fi
based on the fact of above observations their ov
compliance level was noted good.
Remarks of the Evaluator.
Decision: Approved with innovatords speci
195. | Name andaddress of manufacturer| "M/s AGP Limited.B23, S.I.T.E. Karachi"

Applicant

Diary No. Date of R& | & fee

Dy.No 26604 dated 0@28-2018 Rs.20,00002-08-2018

Brand Name +Dosage Form + Streng

Delirep 500ug Tablet

Composition

"Each Tablet Contains

Roflumilasté500 Og "

Pharmacological Group

R0O3DX07
Other systemic drugs for obstructive airway diseases

Type of Form

Form 5

Finished product Specification

Manufacture Specs.

Pack size & Demanded Price 1006s for. Rs. 174. 00/
Approval status oproduct in Referenc( Daliresp Tablets

Regulatory Authorities. USFDA Approved.

Me-too status NA

GMP status 13052019 Conclusion:

Keeping in view the overall GMP standards in the fi
based on the fact of above observations their ov
compliancdevel was noted good.

Remarks of the Evaluator.

Submission of stability studies data as per Requirem
of Registration Board decision of Z5Meeting and 278
meeting.
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Decision: Registration Board deferred

guidelines provided in 278 meeting of Registration Board.

the case for submission of stability studglata as per the

196. | Name and address of manufacturg "M/s Kaizen Pharmaceuticals Pvt LtH:127-129, North
Applicant Western Industrial Zone, Bin Qasim, Karachi"
Diary No. Date of R& | & fee Dy.No 26607 dated 0@8-2018 Rs.20,00081-07-2018
Brand Name +Dosage Form + Streng Lurasid 60mg Tablet
Composition "Each Film Coated Tablet Contains:
Lurasidone HCI é60mg"
Pharmacological Group Antipsychotics
NO5AEO5 Indole derivatives
Type of Form Form 5
Finished product Specification Innovator Specs.
Pack size & Demanded Price 106s, 206s, 3006s, As per
Approval status of product in Referen| Latuda
Regulatory Authorities. USFDA Approved
Me-too status NA
GMP status 02-07-2019  Corxlusion:
The building, facilities and procedures demonstrated a
time of inspection found at satisfactory level of GN
compliance. Moreover, firm should focus on ab
mentioned observations and comply with them on prid
basis.
Remarks of the Evahtor. 1 Submission of stability studies data and relg
documents as per Decision of 378eeting of
Registration board as the applied formulatior
subsequent new drug generic version.
Decision: Registration Board deferred the case for submission otability study data as per the
guidelines provided in 278 meeting of Registration Board.
197. | Name and address of manufacturg "M/s Kaizen Pharmaceuticals Pvt LtdE-127-129, North

Applicant

Western Industrial Zone, Bin Qasim, Karachi"

Diary No. Date 6R& | & fee

Dy.No 26606 dated 0@8-2018 Rs.20,00081-07-2018

Brand Name +Dosage Form + Streng

Lurasid 20mg Tablet

Composition "Each Film Coated Tablet Contains:
Lurasidone HCI é20mg"
Pharmacological Group Antipsychotics
NO5AEOS5 Indole derivaties
Type of Form Form 5
Finished product Specification Innovator Specs.
Pack size & Demanded Price 106s, 206s, 3006s, As per
Approval status of product in Referen| Latuda
Regulatory Authorities. USFDA Approved
Me-too status NA
GMP status 02-07-2019  Conclusion:

The building, facilities and procedures demonstrated a
time of inspection found at satisfactory level of GN
compliance. Moreover, firm should focus on abg
mentioned observations and comply with them on prid
basis.

Remaks of the Evaluator.

1 Submission of stability studies data and rele
documents as per Decision of 37feeting of
Registration board as the applied formulatior
subsequent new drug generic version.

Decision: Registration Board deferred

guidelines provided in 278 meeting of Registration Board.

the case fosubmission of stability study data as per the
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198. | Name and address of manufacture "M/s Lisko Pakistan Pvt LtdL-10-D, Block 21, Shahee
Applicant Rashid Minhas Road, F.B. Industrial Area, Kdniac
Diary No. Date of R& | & fee Dy.No 26700 dated 088-2018 Rs.20,00003-08-2018
Brand Name +Dosage Form + Streng Peroxa CR 12.5 mg Tablet
Composition "Each enteric, film coated, controlled release ta

Contains:
Paroxetine HydrochloridEqg. t o Par oxet
Pharmacological Group Anti-depressants
NOB6ABO5 Selective serotonin reuptake inhibitors
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 100s, 200 s, 280s, 304s,9
10006s Rs. 500/tablet.
Approval status of product in Referen| Paxil CR USFDA Approved.
Regulatory Authorities. Warning: Suicidal Thoughts And Behaviors
Me-too status 081953 Panox CR Tablet 12.5 mg
M/s Regal Pharmaceuticalslamabad
GMP status 24-04-2018  Conclusion:
AfBased on current i nspec
noted that firm is currently working under satisfact
level of cGMP compliance.
(Show cause notice revoked on@¥%2 01 8) 0
Remarks of the Evaluato
Decision: Approved.

199. | Name and address of manufacture "M/s Lisko Pakistan Pvt LtdL-10-D, Block 21, Shahee
Applicant Rashid Minhas Road, F.B. Industrial Area, Karachi"
Diary No. Date of R& | & fee Dy.No 26701 dated 088-2018 Rs.20,00003-08-2018
Brand Name +Dosage Form + Streng Peroxa CR 25 mg Tablet
Composition "Each enteric, film coated, controlled release ta

Contains:
Paroxetine Hydrochl oride
Pharmacological Group Anti-depressants
NO6ABO5 Selectiveserotonin reuptake inhibitors
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 1006 s, 200 s, 280s, 300 s,
1006 s Rs.1000/tablet.
Approval status of product in Refe@n Paxil CR USFDA Approved with boxwarning.
Regulatory Authorities. Warning: Suicidal Thoughts And Behaviors
Me-too status 081955 Panox CR Tablet 25 mg
M/s Regal Pharmaceuticalslamabad
GMP status 24-04-2018  Conclusion:
iBased on donrdocentents révieveeq ie ved
noted that firm is currently working under satisfact
level of cGMP compliance.
(Show cause notice revoked on@¥%2 01 8 ) 0
Remarks of the Evaluator.
Decision: Approved.
200. | Name and address of manufacturg "M/s High-Q Pharmaceutical8-64, KDA, Scheme No

Applicant

1, Main Karsaz Road, Karachi, Pakistan"

Diary No. Date of R& | & fee

Dy.No 26820 dated 068-2018 Rs.20,00006-08-2018

Brand Name +Dosage Form + Streng

Ebak 20mg Tablet

Composition

"Each Film Mated Tablet Contains:
Ebastineé20mg"
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Pharmacological Group ROBAX22
Other antihistamines for systemic use
Type of Form Form 5
Finished product Specification JP Specs.
Pack size & Demanded Price 10s, 146s, As per SRO. As
Approvalstatus of product in Referen( Kestine

Regulatory Authorities.

Netherland Approved.

Me-too status

080844;"Lobastin Tablet 20mg
"M/s Lowitt Pharmaceutical (Pvt) Ltd®@eshawar."

GMP status

High-Q Pharmaceuticals Karachi. ~ 10/04/18
Conclusion:

fi B as etthe aceas inspected, the people met and
documents reviewed, and considering the finding
inspection, including the observations & advises m
M/s High-Q Pharma is located at plot no.224, sector
Karachi was considered to be operating at anpdabée
level of compliance with good manufacturing practices
Pharma products. o

Remarks of the Evaluator.

Decision: Approved.

201. | Name and address of manufacturg "M/s High-Q Pharmaceutical$-64, KDA, Scheme No

Applicant 1, Main Karsaz Road, Kachi, Pakistan"

Diary No. Date of R& | & fee Dy.No 26819 dated 068-2018 Rs.20,00006-08-2018

Brand Name +Dosage Form + Streng Dayline 2g IV Injection

Composition "Each Vial Contains:
Ceftriaxone Sodium Eq. t

Pharmacologial Group JO01DDO04
Third-generation cephalosporins

Type of Form Form 5

Finished product Specification USP

Pack size & Demanded Price 16s, As per PRC.

Approval status of product in Referen Rocephin 2 g powder for solution fimfusion

Regulatory Authorities. EMA Approved.

Me-too status 041429 "SPORCERF2gm Injection
"M/s Lowit Pharma (Pvt) Ltd Peshawar,"

GMP status High-Q Pharmaceuticals Karachi.  10/04/18

Conclusion:

AfBased on the areas 1ins
documents reviewed, dnconsidering the finding @
inspection, including the observations & advises m
M/s High-Q Pharma is located at plot no.224, sector
Karachi was considered to be operating at an accep
level of compliance with good manufacturing practices|
Pmer ma products. 0

Remarks of the Evaluator.

Decision: Approved.

202. | Name and address of manufacturg "M/s High-Q Pharmaceutical$-64, KDA, Scheme No

Applicant

1, Main Karsaz Road, Karachi, Pakistan"

Diary No. Date of R& | & fee

Dy.No 26821 dated®08-2018 Rs.50,00006-08-2018

Brand Name +Dosage Form + Streng

Dayfort 2g IM/IV Injection

Composition

"Each Vial Contains:

Ceftazidi me as Pentahydr
Pharmacological Group J01DD02

Third-generation cephalosporin
Type of Form Form 5
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Finished product Specification

UspP

Pack size & Demanded Price

168, As per PRC

Approval status of product in Referen
Regulatory Authorities.

Fortum® 2 g powder for solution for injection or infusi
IV (MHRA Approved

Me-too status

Could not be confimed.

GMP status

10/04/18 Conclusion:

AfBased on the areas 1ins
documents reviewed, and considering the finding
inspection, including the observations & advises mi
M/s High-Q Pharma is located at plot no.224, sector
Karachi was considered to be operating at an accep
level of compliance with good manufacturing practices
Phar ma products. 0

Remarks of the Evaluator.

1 IM could not be confirmed in the applied strengtf
I Me too in applied strength could not be camied.

Deferred for following reasons:

1 Evidence of applied formulation/drug already approved by DRAP (generic / m&oo status)
along with registration number, brand name and name of firm.

1 Evidence of approval of applied formulation in reference regulatoryauthorities/agencies
which were adopted by the Registration Board.

203. | Name and address of manufacturg M/s Novamed Pharmaceuticals (Pvt) Ltd., 28 K

Applicant Ferozepur Road, Lahore.

Brand Name +Dosage Form + Streng| Fortexone Injection 250mg IM
Cefamed
Cefnome

Composition Each Vial Contains:
Ceftriaxone Sodium Eqg. t

Diary No. Date of R& | & fee Dy.No 26707 dated 088-2018 Rs.20,00003-08-2018

Pharmacological Group JO1DDO04
Third-generation cephalosporins

Type of Form Form-5

Finished product Specification USP Specs.

Pack size & Demanded Price 16s |/ As per SRO.

Approval status of product in Referent EMA Approved.

Regulatory Authorities.

Me-too status 073207 "Trize Injection 250mg IM.
M/s Lawari International, Swat (contract manufacturin
from M/s. Fassgen Pharmaceuticals)"

GMP status 22-01-2019  Conclusion:
Based on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s NovaMed Lahore. is consideretb be
operating at Good level of compliance of GN
requirements.

Remarks of the Evaluator.

Decision: Approved.

204. | Name and address of manufacturg M/s Novamed Pharmaceuticals (Pvt) Ltd., 28 K

Applicant

Ferozepur Road, Lahore.

Brand Name +Dosadeorm + Strength

Fortexone Injection 500mg IM

Cefomed
Cefnome
Composition Each Vial Contains:
Ceftriaxone Sodium Eq. t

Diary No. Date of R& | & fee

Dy.No 26708 dated 088-2018 Rs.20,00003-08-2018

Pharmacological Group

JO1DDO04
Third-generation cephalosporins

Type of Form

Form5
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Finished product Specification

USP Specs.

Pack size & Demanded Price

16s / As per SRO.

Approval status of product in Referen
Regulatory Authorities.

Rocephin IM 500 mg
Powder and Solvent for &dion for Injection
MHRA Approved.

Me-too status

073208; "Trize Injection 500mg IM.
M/s Lawari International, Saidu Sharif Swat (contr
manufacturing from M/s. Fassgen Pharmaceuticals)"

GMP status

22-01-2019  Conclusion:

Based on the areas inspet, the people met and t
documents reviewed, and considering the findings of
inspection M/s NovaMed Lahore. is considered to
operating at Good level of compliance of GN
requirements.

Remarks of the Evaluator.

Decision: Approved.

205. | Name ad address of manufacturer| M/s Novamed Pharmaceuticals (Pvt) Ltd., 28 K

Applicant Ferozepur Road, Lahore.

Brand Name +Dosage Form + Streng| Fortexone Injection 1g IM
Cefomed
Cefnome

Composition Each Vial Contains:
Sterile Ceftriaxone SodiumEq.@e f t r i ax o n ¢

Diary No. Date of R& | & fee Dy.No 26709 dated 0688-2018 Rs.20,00003-08-2018

Pharmacological Group 39Generation Antibiotic

Type of Form Form5

Finished product Specification USP Specs.

Pack size & Demanded Price 16s pérSRG

Approval status of product in Referen EMA Approved.

Regulatory Authorities.

Me-too status 073209; Trize Injection 1g IM.
"M/s Lawari International, ,Saidu Sharif Swétontract
manufacturing from M/s. Fassgen Pharmaceuticals)"

GMP stats 22-01-2019  Conclusion:
Based on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s NovaMed Lahore. is considered to
operating at Good level of compliance of GN
requirements.

Remarksf the Evaluator.

Decision: Approved.

206. | Name and address of manufacturg "M/s Getz Pharma Pvt Ltd.

Applicant

29-30/27, Korangi Industrial Area, Karachi." \

Diary No. Date of R& | & fee

Dy.No 26702 dated 088-2018 Rs.20,00003-08-2018

Brand Name +Dosage Form + Strengt

Lisino-H 20mg + 12.5mg Tablet

Composition

"Each Tablet Contains:
Lisinopril Di hydrate eq.
Hydrochl orothiazideél?2.5

Pharmacological Group

C09BA03
ACE inhibitors and diuretics

Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price As per PRC

Approval status of product in Referen
Regulatory Authorities.

Zestoretic uncoated tablets.
USFDA Approved with box warning.

Me-too status

081496 Co-Zairl 20mg Tablebf M/s PPPKarachi.
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GMP status

01-07-2019  Conclusion:

Based on the areas inspected, the people met an
documents reviewed, and considering the findings of
inspection M/s Getz Pharma Karachi is considered t
operating at an acceptable level of complian€ecMP
requirements.

Remarks of the Evaluator.

Decision: Approved.

207. | Name and address of manufacture M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Indust
Applicant Triangle, Kahuta Road, Islamabad
Diary No. Date of R& | & fee Diary No:411%, 06/12/2018, Rs: 20,00@6/12/2018
Brand Name +Dosage Form + Streng| Rivas 6mg Capsule
Composition Each Capsule Contains:
Rivastigmine as Hydrogen Tartrate Eqg.
Ri vasti gmi neé6mg
Pharmacological Group Anti-Dementia Drugs
Anticholinesterases (MIDAO03)
Type of Form Form 5
Finished product Specification USP
Pack size & Demanded Price 106s, 286s, 6006s, As per
Approval status of product in Referen Rivastigmine Mylan 6mg hard capsules
Regulatory Authorities. MHRA Approved
Me-too statis 079954 Riveme 6mg Capsulef M/s Genix Karachi.
GMP status 19-09-2018, Grant of additional sections.
Remarks of the Evaluator.
Decision: Approved.
b. Deferred cases
208. | Name and address of manufacturg M/s Rotex Pharma Pvt Ltd.,RI®No. 206 & 207. Industria
Applicant Triangle, Kahuta Road, Islamabad
Diary No. Date of R& | & fee Diary N0:41508, 07/12/2018, Rs: 20,00Dated 07/12/201¢
Brand Name +Dosage Form + Stren¢ Volden Forte 50mg Capsule
Composition Each Capsule Contains:
Diclof enac Sodium as Enteric
Pharmacological Group Acetic acid derivatives and related substances
MO1ABO5
Type of Form Form 5
Finished product Specification Inhouse
Pack size & Demanded Price 2006s, 300s, As per SRO.
Approvd status of product iy DIFENE
Reference Regulatory Authorities. Ireland Approved.
Me-too status 071688 Hegen50 Capsuledl/s Healers Pharma, Peshaw:
GMP status 19-09-2018, Grant of additional sections.
Remarks of the Evaluator. 1 Source of pellet Vision Pharma
1 Signature of applicant missing on Form 5.
Previous Decision (M287): Deferred for gynatures of of applicant on Forl
Evaluation by PEC:
Firm has submitted signed Form 5.
Decision: Approved.
209. | Name and address of manufacturg M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Indust

Applicant

Triangle, Kahuta Road, Islamabad

Diary No. Date of R& | & fee

Diary N0:41509, 07/12/2018, Rs: 20,00Dated 07/12/201§

Brand Name +Dosage Form + Stren

Volden Forte SR 100mg Capsule

Composition

Each Capsule Contains:

Diclofenac  Sodium as Sustained Release Pe
32%...100mg"
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Pharmacological Group

Acetic acid derivatives and related substances
MO1ABO0O5

Type of Form Form 5

Finished product Specification BP

Pack size & DemandediPe 2006s, 300s, As per SRO.
Approval status of product il Rhumalgan XL100 mg ModifieiRelease Capsules
Reference Regulatory Authorities. MHRA Approved

Me-too status 069771

Med-Diclo Capsules
Meditech Pharmaceuticals
15-D Industrial Estate, Jamrud Ro, Peshawar

GMP status

19-09-2018, Grant of additional sections.

Remarks of the Evaluator.

1 Source of pellets: Vision Pharma
9 Signature of applicant missing on Form 5.

Previous Decision (M287): Deferred for gynatures of of applicant on Forin

Evaluation by PEC:
Firm has submitted signed Form 5.

Decision: Approved.

210. | Name and address of manufacturg M/s Rotex Pharma Pvt Ltd.,Plot No. 206 & 207. Indust
Applicant Triangle, Kahuta Road, Islamabad
Diary No. Date of R& | & fee Diary N0:4153807/12/2018, Rs: 20,00Dated 07/12/201¢
Brand Name +Dosage Form + Stren{ Mebetex SR Capsule 200mg
Composition Each Capsule Contains:
Mebeverine HCL(SR Pell ets
Pharmacological Group Synthetic anticholinergic, esters with tertiary amgroup
AO03AA04
Type of Form Form 5
Finished product Specification In-house
Pack size & Demanded Price 106s, 206s, 3006s, As per
Approval status of product i Colofac MR
Reference Regulatory Authorities. MHRA Approved.
Me-too status 080547 Mebrest200 Capsule
M/s Aurik Pharmaceuticals, Islamabad
GMP status 19-09-2018, Grant of additional sections.
Remarks of the Evaluator. 1 Source : Vision Pharma.
9 Signature of applicant missing on form 5.
Previous Decision (M287): Deferred for sgnatures of of applicant on Form5.
Evaluation by PEC:
Firm has submitted signed Form 5.
Decision: Approved.
211. | Name and address of manufacturg M/s. Lisko Pakistan (R.) Ltd.L-10-D, Block# 21, Shahee(

Applicant

Rashi d Mi nhas Ro a dlAre& Kaaehi

Brand Name +Dosage Form + Stren(

Voltrex Plus tablet 75mg+200mcg

Composition

Each enteric coated tablet contains:
Diclofenac sodi umé.
Mi soprostol ééé0. 2mg

75 mg

Diary No. Date of R& | & fee

Dy. No. 7982, 0©07-2017, Rs.20,000/(07-07-2017)

Pharmacological Group

NSAID/Prostaglandin

Type of Form Form5

Finished product Specification USP

Pack size & Demanded Price 1006 s, 1406s, 2060 s, 280s, A
Approval status of product i USFDA Approved

Reference Regulatory Authorities.

Me-too status

Registration Number: 024014
Brand Name: Cytopaid5 Tablets
Manufacturer Namewl/s Getz Pharma (Pvt) Ltd, Karachi

GMP status
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