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270" meeting of Registration Board was held &25"May, 2017in the Committee
Room, Drug Regulatory Authority of Pakistan;9&!, Islamabad. The meeting was chaired
by Mr. Ghulam Rasool Dutani, Director, Pharmaceutical Evaluatiétegistration Division,
DRAP. The meeting started with recitation of the Holy Verses. The meeting was attended by

the following:

1. Maj.Gen.Dr. Tahir Mukhtar Syed Member
Commandant AFIRM / Head Department of Medici
Army Medical College

2. Prof.Dr.Ghulam Sarwar, Dean, Member
Faculty of Pharmacy, Jinnah Women University, Karachi
3. Mr.Aslam Shah Member

Senior Manager, Pharmacy and Purchase,
Indus Hospital, Karachi

4. Dr.Amanullah Khan Member
Director, Drugs Testing Laboratory, Quetta
Governmeniof Baluchistan

5. Dr. Muhammad Shoaib Akhter Member
Director, Drugs Testing Laboratory, Rawalpindi
Gowvernmentof Punjab.

6. Mr. Abdul Sattar Soomro Member
Director, Drugs Testing Laboratory, Karachi
Gowvernmentof Sindh.

7. Mr. MuhammadAslam Member
Assistant Draftsmadi, Ministry of Law & Justice

8. Mr.Ghulam Mujtaba Member
Representative IPO

9. Dr.Noorus-Saba Member
Director, Biological Drugs Division, DRAP

10. | Dr.Abdur Rasheednd Dr.Fakhaud-Din Amir Member
Additional Director, QA&LT Division, DRAP

11. | Dr.Obaidullah, Additional DirectorRE&R) Secretary

Mr. Ghulam Mujtaba attended meeting dn(@.2017.
The officers of relevant sections assisted tBaiectors with agenda and deliberation

during the meeting.

Mr.Shamim AhmadDr.Riaz Asim Rashid MureedantNadeem Hussain Alamgeer

attended the meeting as observer on behalf of PPMA and Pharma Beauru respectively
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ltem No.l: Confirmation of M inutes of 269" Registration Board Meeting.

269" meeting of Registration Board was held on-28" April, 2017. The draft
minutes were circulated among the members of meeting BiMa§, 2017 with the request
to forward their comments (if any) within five daylsut no comments were received.

Accordingly draft minutes have been approved by Chairman, Registration Board.

Decision: Registration Board approved minutes for 59" meeting.
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Item No. II: Pharmacy Services Division.

Case N0.01: A Multicenter PostMarketing Observational Study (PMOS) To Assess
Efficacy and Safety (Incidence of Sedation) In Patients Taking Different
Dosage Forms of Tizanidine (Tablet 2mg, Tablet 4mg & Capsule 6mg)
for Painful Muscul ar Spasmo.
M/s Martin Dow Ltd Karachi, has subitted the application to conduct subject post

marketing observational study at various centers in Pakistan. The Investigational Drug

ATi zanidined is a registered product of t he
Musidin 2mg and 4mg in tablet dosagerm and Musidin 6mg Sustained Release Capsules as
revealed by the copies of registration letters provided by the firm. Tizanidine hydrochloride is

a centrally acting skeletal muscle relaxant (alpa@d2nergic agonist) indicated for painful

muscle spasm.

A maximum of 2650 patients will be screened for eligibility and approximately up to
125 Investigating Physicians practicing in primary care clinics have been identified to
participate in the study. Each physician shall enroll up to 30 patients oveod pef to 8
months.

As per protocol the study does not involve any laboratory investigation. The primary
endpoint of the study is to evaluate the safety and incidence of sedation in patients taking the
investigational drug for painful muscle spasm, loa basis of Epworth Scale. The secondary
endpoint of the study is to evaluate the efficacy in alleviating the symptoms of investigational
drug taken by patients on the basis of Modified Ashworth scale score.

The subject case was discussed by the RegstrBbard in its 26 Meeting held on
29" and 38" November, 2016. In the light of discussion and deliberation, the Board decided
as under;

Decision of the Registration Board in 26 Meeting:

i) The firm may be asked to provide the justification for cotidgcthe study in
Pakistan and also to furnish the information regarding similar observational studies on
the drug molecule, conducted in other countries.

i) To refer the matter along with the response of the firm for technical opinion to the
following expers;

1. Prof. Dr. Rafeeq Alam Khan
Faculty of Pharmacy, University of Karachi

2. Prof. Dr. Muzammil Hussain Najmi,
Chairman Deptt. of Pharmacology/Associate Dean Basic Sciences Division,
Foundation University Medical College, Rawalpindi.

3. Prof. Dr. Fareed&lam
Karachi Medical & Dental College, Karachi

In the light of above decision, the firm was asked to provide the information as

directed by the Board. In response, the firm has submitted the following data/information;
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The experts have provided theirimpn as under;

Prof. Dr. Rafeeq Alam Khan
Faculty of Pharmacy, University
of Karachi

Prof. Dr. Muzammil Hussain Najmi,
Foundation University Medical
College, Rawalpindi.

Prof. Dr. Fareeda Islam
Karachi Medical & Dental
College, Karachi

1. The period of use fo
Tizanidine in each patient
not specified.

2. The use of Tizanidine in th
dose of 6mg for long perio
increases the risk of :

i) Liver injury, monitor liver
function every 2 months
i) Impaired renal functior
particularly in elderly,
monitar renal function on
monthly basis.

The study should be conduct

strictly following inclusion and

exclusion criteria.

1. The title of the project needs to be

phrased. Following amendment
suggested.
AMul ticenter Po

Observational Study téssess Efficacy
and Safety of Tizanidine in Patier
Taking Different Doses of Tizanidine fq
Pai nf ul Muscl e Spé
2. Efficacy of the study drug is close
related to and affected by the NSAIL
which are prescribed along with it. Ho
this factor will be addressed to fin
efficacy of Tizanidine separately has 1
been mentioned.
3. Safety of the study drug has bg
limited to sedation only. Other adver
effects may also be recorded, if th
occur in any patient.

4. The study drug is a registered prod
of M/S Martin DowLtd who are also th
sponsors of the study. This entg
conflict of interest.
5.The Principal Investigator is 4
employee of the company marketi
Musidin in Pakistan. This also refleg
conflict of interest.

6. Since it is a multcener trial,
approval from the National Bioethig
Committee should be sought.

7. Sufficient measures to remove t
conflicts of interest and eliminaf
possible bias must be taken bef

approval of this project.

| recommend this study &
there is limited datand few
studies in the local populatig

on the slow releas
formulations of Tizanidine. I
all the side effects o

Tizanidine are not reporte
then it will appear to be
promotional study of the
company rather than
research.

Observations were conveyéo the firm which in turn submitted the following response;

Justification/Clarification

Issue

Clarification

Sr #and
Reference

The period of use o
Tizanidine in  each
patient is not specified.

Excerpt from Research Protocol:
AnPatient
physiciands

wi | &ny di the tpreeedssage ifobmes as

di s c r-Etdays based anrseveti
Patient will be followed up after-2 week of treatment. The expec
duration of participation of each participant would be frorl&
dayso.

Reference: MUST TRIAL Research Protocol; MIMU-01-2016;
Version 1.0; Anticipated Duration of Trial; Page 10

1
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Excerpt from Research Protocol:
AiThere wil/ be three types o
on physician discretion keeping in mind theeverity and
requirements of the patients. Patient will be prescribed Te
Musidin 2mg, tablet Musidin 4mg and Musidin capsule 6mg SR
periodof 12 weeks 0.

Reference: MUST TRIAL Research Protocol; MIMU-01-2016;
Version 1.0; 3.1.0 A description dhe type/design of trial to b
conducted, procedures, CRFs etc.; Page 10

The use of Tizanidine i
the dose of 6mg for lon
period increases the rig
of liver injury, monitor
liver function for 2
months.

The duration of treatment with Tizanidine feach patient with will be
from 7 to 14 days in MUST Trial. Clinical trials on tizanidine
longer duration use (>8 weeks) have shown changes
aminotransferase levels. Short term (2 weeks) duration
antispasmodic agents has been recommended by Amekizdemy|
of Family Physicians. So,-2 weeks treat ment
will be given in MUST trial. Additionally, patients with underlyir]
Renal and Hepatic impairment will be excluded from study and
not be enrolled in MUST trial.

Statements ad References:

Patient will be prescribed Tablet Musidin 2mg, tablet Musidin 4
and Musidin capsule 6mg SR for a period e veek. Patients wit
underlying hepatic impairment will be excluded from study and
not be enrolled in MUST trial.

Reference: MUST TRIAL Research Protocol; MRU-01-2016;
Version 1.0

The American Academy of Family Physicians recomme
antispasmodic agents to be used for short term (2 weeks) for acu
back pain (Evidence rating C).

Reference:See S. Ginzburg R. Choosingslkeletal muscle relaxan
Am Fam Physician. 2008;78(3):3&x0

Clinical trials that included longer duration of treatment (>8 we
showed liver enzyme elevations but it returned to normal
stopping of treatment. (ReferenceSee ClinicalClinical stulies
showing liver enzyme abnormality).

The use of Tizanidine i
the dose of 6mg for lon
period increases the rig
of: impaired  rena
function particularly in
elderly, monitor rena
function on monthly
basis.

In MUST trial, Tizanidine émgwillbg i ven on doct
a period of 714 days. In our research, clinical trials did not sh
worsening of creatinine clearance on tizanidine use, howeve
patients with underlying renal insufficiency the clearance of tizani
has been reducednd dose should be carefully given especially
elderly. Patients with underlying renal insufficiency will not
included in MUST trial. Urinary symptoms (UTI, urinary frequen
have been reported in one clinical study of 13 weeks duré
however, inMUST trial, tizanidine will be given only for-2 weeks.
Statements and References:

Patient will be prescribed Tablet Musidin 2mg, tablet Musidin 4
and Musidin capsule 6mg SR for a period € Wveels. Patients with
underlying renal impairment will bexeluded from study and will ng
be enrolled in MUST trial.

Reference: MUST TRIAL Research Protwml; MD-MU-01-2016;
Version 1.0

UTI and Urinary frequency have been reported in clinical studies
weeks duration of treatment with Tizanidine (36mg/day3 idivided
doses. The frequency of UTI with tizanidine and placebo was&(
7% respectively and that of Urinary frequency was equal t&3286
respectively.

In patients with renal insufficiency (creatinine clearan2é mL/min),
Tizanidine should be used with caution as clearance is reduct
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more than 50%. In these patients, during titration, the individual @
should be reduced. If higher doses are required, individual doses
than dosing frequency should inereased.

Zanaflex (Tizanidine hydrochloride}*DA Prescribing Information,
Side Effects And Uses". Drugs.com. N.p., 2016. Web. 5 Apr. 2016

Clinical studies showing liver enzyme abnormality:

Study (Reference) Patients Dose Duration Hepatotoxicity

Berry H, Hutchinson DR. A multicentrr 59 4mg tds 7 days | None reported

placebecontrolled study in general practice (12mg/day)

evaluate the efficacy and safety of tizanid

in acute lowback pain. J Int Med Res 198

16: 7582.

Smolenski C, Muff S, SolenskiKautz S. A| 21 8-36mg 6 weeks | None reported/ N¢

doubleblind comparative trial of new musc laboratorychanges

relaxant, tizanidine (DS 16382), and

baclofen in the treatment of chronic spasti

in multiple sclerosis. Curr Med Res Ogp

1981; 7: 37483.

Stien R, Nordal HJ, Oftedal SlI, Slettebg 40 23mg/day | 6 weeks | None reported

The treatment of spasticity in multip (average)

sclerosis: a doublblind clinical trial of a new

antispastic drug tizanidine compared w

baclofen. Acta Neurol Scand 1987; 75: 4020

Eyssette M, Rohmer F, Serratrice G, Wal 100 24mg/day | 8weeks | 1 patient on tizaniding

JM, Boisson D. Multicentre, doubldlind developed bilirubin  and

trial of a novel antispastic agent, tizanidine, ALT elevations and ski

spasticity associated with multiple scleros rash, but ALT levels ha

Curr Med Res Opin 1988; 10: 6998 been elevated befor
therapy.

Saper JR, Winner PK, Lake AE 3rd. An opg 39 Titrated to | 12 weeks| 1 developed elevated AL]

label dosditration study of the efficacy an 14 mg/day levels [320 U/L] without

tolerability of tizanidinehydrochloride tablets (median) jaundice or symptoms ar

in the prophylaxis of chronic daily headact resolved on stopping th

Headache 2001; 41: 3%B. drug

de GraaEM, Oosterveld M, Tjabbes T, Single | 36 mg/day | 4 months| A 55 year old woman with

Stricker BH. A case of tizanidir@duced Case (16 multiple  sclerosis  an(

hepatic injury. J Hepatol 1996; 25: 732 study weeks) | lower limb muscle spasm
developed jaundice
months  after  startin

tizanidine therapy.

Decision:

In the light of discussion and deliberation the Board decided to call the

applicant M/s Martin Dow Limited, in the next meeting, to present their

viewpoint and comment upon the following;

a. Observationsof the experts, as mentioned above.

b. Valid justification to conduct this study in Pakistan, since the drug is
being marketed for years and its safety and efficacy is already well

established.

c. As per protocol, the parameter of study circumference among
different dosage forms. Tablets and sustain release capsule have
different doses i.e 2mg tablet, 4mg tablet and 6mg sustain release
capsule. Hence the title of the study is not in line with scope as to how

apple to apple comparison be justified

in terms of prduct

bioavailability. Firm has to justify Pharmacokinetics.
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Case No. 02: Tobacco Cessation within TB pro
countries with dual burden of disease. It is aparallel group, double blind,
randomized, placebacontrolled trial.

The subject Clinical Trial was approved by Registration Board in it§9262
meeting held on 20 October, 2016, at following 09 sites under the supervision of
Principal Investigator, Dr. Razia Fatima.

i)  Samli Sanitorium, Murree

i)  Federal Govt. TB Center, Rawatii.

i)  PIMS Hospital, Islamabad

iv)  Gulab Devi Hospital, Lahore

v) Infectious Disease Hospital, Bilal Gunj, Lahore
vi) Mayo Hospital, Lahore

vii) LRH, Peshawar

viii) DHQ Hospital, Bannu

ix) TB Hospital, Sargodha

It is a Phasei lll, Double-blind, randomized, parallel group. Placebo
controlled Trial. The Primary Objective of the trialisT o0 assess t he effe
costeffectiveness of Cytisine when added to behavioral support for tobacco cessation

comparedd behavioral support alone on tobacco cessation in TB patients who smoke

tobacco on a daily basiso.

Now the trial management has submitted the application for approval of the
extension of the trial at following sites under the supervision of respectiv
investigators.

S. No. | Hospital/Centre Name Name of Investigator

1. District T.B Hospital (PATA), Faisalaba Dr. Masood Ahmad

2. District T.B Clinic (PATA), Gujranwala | Dr. Nawaid Aslam Butt

The CVs of the above named Investigators and copiegpfovals from the
ethics committees/IRBs have been furnished. The fee for the above two new additional
sites has also been deposited in the DRAP head of account.

Decision: Registration Board deliberated the case and approved extension of the
trial at the following two additional sites/centers under the strict
supervision of the relevant Investigators.

S. No. | Hospital/Centre Name Name of Investigator
1 District T.B  Hospital (PATA), | Dr. Masood Ahmad
' Faisalabad (Chest Physician)
District T.B Clinic (PATA), | Dr. Nawaid Aslam Butt
2. . Iy
Gujranwala (General Physician)
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Case No0.03: Investigation of Rheumatic AF Treatment Using Vitamiri K Antagonists,
Rivaroxaban or Aspirin Studies (INVICTUS TRIAL)

Syed Khawar Abbas Kazmi, Country/National Principavestigator for Invictus
Study, Aga Khan University, Karachi, has submitted application for-gamf subject
clinical trial at following five trial sites in Pakistan under supervision of the Principal
Investigators as mentioned against each;

Nsd. Name of Trial Site Principal Investigator
1 | Lady Reading Hospital, Peshawar Prof. M. Hafizullah
2 | Isra University Hospital, Hyderabad Prof. Feroz Memon
3 | Rawalpindi Institute of  Cardiology Maj. Gen. Azhar Mehmoo
Rawalpindi Kayani
4 | Punjab Institute of Cardiology, Lahore Prof. Nadeem Hayat Malick
5 | Nishtar Hospital, Multan Dr. Abu Bakar Ali Saad

The trial is sponsored by Population Health Research Institute, Hamilton Health
Sciences/McMaster University, Canada, which is the glatal initiator for this mult
country trial. The subject trial is planned to be conducted in over 25 countries including
Pakistan. Aga Khan University, Karachi, is the national coordinating center for this trial in
Pakistan.

The study design consists fifllowing three major components as defined in trial
protocol;
i. A multicenter hospital based registry of Rheumatic Valvular Heart Disease (RVHD).

ii. A prospective, randomized, parallel group, open label clinical trial of Rivaroxaban
versus standard Vitamin Kntagonist (VKA) therapy to show noferiority of
rivaroxaban to VKA, with testing for superiority if norferiority is satisfied.

iii. A prospective, randomized, open label superiority trial comparing Rivaroxaban to
Aspirin in high risk patients either vitatrial fibrillation (AF) and unsuitable for
VKA or without AF and with very high risk factors.

According to trial protocol RVHD registry will consist of 17000 patients in addition

to existing registry which already has 3300 patients. Rivaroxaban wé&kusgrial will have
4500 patients whereas Rivaroxaban versus Aspirin trial will conisZ300 patients.

Primary&secondary outcomes of trjals defined in the trial protocol, are as under,
a) Primary outcome:-

Time from randomization to first occurree of;

1 Stroke (ischemic, hemorrhagic or undetermined type)

1 Systemic embolism

b) Secondary outcome:

Time from randomization to first occurrence of;

i Myocardial infarction
1 Hospitalization
i Vascular death

i Total death
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1 Composite of stroke, myocardial infarction, systemic embolism, vascular death.
Study procedure, as defined in the protocol (trial master fill yidge 431/corr.), is

as under;
i) For Patients Registry:

1 Patients will be followed at annual intervals
1 Telephone contact between visits (6 months) to improve patient retention

i) For Non-inferiority and Superiority Trials:

1 30 days following randomization.

1 Follow-up every 06 months thereafter.

The detail of documents provided as per check list is tabulafetiass -

S # Document Status Remarks
1 | Investigator Brochure (s) Yes Attached
2 | Final protocol Yes Attached
Informed consent and participant
3 information sheet (Urdu to English ves Attached
4 | Fee Yes Processing fee for trial has been deposited.
5 List of participating countries Yes List of 26 participating countries have be
provided
6 | Phase of trial. Yes Phasé Il Trial
Quantity of drug / trial material to Xarelto (Rivaroxaban) 15mg Tablets: 195 bottle
be imported on Form 4 under the 200 Tablets = 39,000 Tablets
7 Drugs (Import & Export) Rules, Yes Xarelto (Rivaroxaban) 15mg Tablets: 1105 bottle
1976 and application for import of 200 tablets = 221,000 Tablets
trial material. (Mfg. by M/s Bayer Pharma AG, Leverkuse
Germany)
Independent Ethics Committee IRB approval from Nishtar Hospital Multamas not
(IEC)/Institutional Review Board been provided. A copy of letter from said hospita
(IRB) approval of sites with attached stating that their ERC is ronctional,
8 complete composition of committe Yes hence the NBC Approval and IRB approval of A
i.e. names and designation of Khan Hospital may be considered.
members.
Approval from National Bieethics Committee hav
been furnishe.
9 |[CVO6s of the Inv Yes Attached.
GMP certificate along with COPP Valid GMP Certificate of M/s Bayer AG, German
& free sale certificate of the the manufacturer of Xarelto (Rivaroxaban) 15
10 | investigational product. Yes and 20mg isttached.
Copies of CoPPs of Xarelto 15mg & 20mg Tabl
have been furnished.
11 | Preclinical/clinical safety studies Yes Attached
12 | Summary of Protocol Yes Attached
13 | Safety and progress report Yes Attached
14 | Adverse Event Reporting Form Yes Attached
No of patients to be enrolled | Attached
each center. LRH Peshawar: 12 Patients
Isra Hosp. Hyd: 02 Patients
15 Yes RIC Rawalpindi: 20 Patients
PIC Lahore: 100 Patients
Nishtar Hosp. Multan: 8 Patients
Total: 142 Patients
16 Name of Monitors & Clinical v Attached
es

Research Associate

Minutesfor 270" Registration Board/leeting 10



17

Evidence of registration in counti

- CoPPs of Xarelto 15mg & 20mg have be
of origin. Yes

provided

18

Evidence of registration il

Pakistan. Yes Attached

19

Sample of label of the

investigational produdtdrug. ves Attached

20

Duration of trial Yes 04 Years

The Trial management has stated in their application that currently they are seeking
the approval of o n A prospentige, randamtzed opérallél greup, open a |
label clinical trial of Rivaroxaban versus standard Vitamin K Antagonist (VKA) therapy to
show nonrinferiority of Rivaroxaban to VKA, with testing for superiority if Aaferiority is
satisfiedo.

It has been stated that as per protocol the investigationalRivagoxaban is being
compared with usual care of VitaminK Antagonist and different countries use different
Vitamin T K Antagonists like Warfarin and Phenprocoumon. Therefore the global trial
initiator/leadership of INVICTUS trial has designed the protan such a way to allow the
use of same Vitamifi K Antagonist which is typically being used in each participating
country. In this regard the applicant has also submitted a clarification from Population Health
Research Institute, Hamilton Health SciesibdcMaster University, Canada, which is the

global trial initiator and sponsor for this mudtbuntry trial.

The applicant has further revealed that the Vitaimia Antagonist i.e Warfarin will
be purchased locally from Aga Khan Hospital Pharmacy witmdnaame of WARFIN
(Warfarin Sodium B.P 2.5mg) Registration N0.063195, manufactured by M/s Shaigan
Pharmaceuticals (Pvt.) Ltd., Rawalpindi, whereas they are not seeking approval for import of
Aspirin because the part of trial pertaining to the use of AsgBuperiority Trial) is on hold

at this stage.

The applicant has also submitted an undertaking sating that the DRAP will be
informed/updated whenever the central project office decides to initiate the other part of the
tri al i . e 0 Suapfermal applicatiog willTatsé ke Imade fmrmagproval of use of
Aspirin in the said study along with the information including its Brand Name, Manufacturer

and Country of origin.
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Decision Registration Board discussed the case in detail andhithe light of
discussion and deliberations, the Board decided the matter as under:

)] The Board approved the one part of the subject clinical triali . & A
prospective, randomized, parallel group, open label clinical trial of
Rivaroxaban versus standard Vitamin K Antagonst (VKA) therapy to
show noninferiority of Rivaroxaban to VKA, with testing for
superiority if non-i nf eri ority is satisfiedo.
have to seek fresh approval for the other part of the trial i.e
ASuperiority Trialo.

i) The Board approved the Aga Khan University, Karachi as National
Coordinator site and Syed Khawar Abbas Kazmi as National Principal
Investigator.

i) The Board approved the following five proposed trial sites and relevant
Principal Investigators, as mentioned against each;

Sr.# Name of Trial Site Principal Investigator

1 | Lady Reading Hospital, Peshawar Prof. M. Hafizullah

2 | Isra University Hospital, Hyderabad Prof. Feroz Memon

3 | Rawalpindi Institute of Cardiology, | Maj. Gen (R). Azhar
Rawalpindi Mehmood Kayani

4 | Punjab Institute of Cardiology, Lahore | Prof. Nadeem Hayat Mallick

5 | Nishtar Hospital, Multan Dr. Abu Bakar Ali Saad

V) The Board also granted the permission to procure the proportionate

trial material i.e. XARELTO (Rivaroxaban) 15mg & 20mg Tablets and
WARFIN (Warfarin Sodium B.P 2.5mg)Registration N0.063195, as per
requirement of the study/protocol, from M/s Bayer Pahrma AG,
Germany and M/s Shaigan Pharmaceuticals (Pvt.) Ltd., Rawalpindi
(through Aga Khan Hospital Pharmacy, Karachi), respectively.
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Item No.Ill: Pharmaceutical Evaluation & Registration Division.

CaseNo.0l: Left over agenda of previous meeting
a. Applications of new sections

i. Fresh Evaluation

I.  M/s Genetics Pharmaceuticals (Pvt) Ltd, Lahore.
M/s Genetics Pharmaceuticals (Pvt) Ltd was issued new DML for Tablet (General) and Capsule (General
dated 2508-2016. Now the firm has applied for applied for products in general tablet and capsule section.

APPROVED DEFERRED TOTAL
APPROVED SECTIONS (Products / (Products+
(MOLECULES)
Molecules) Molecules)
Tablet (General Section) 16-P/ 5M
1. (M-264) 2-P (M-264) 05
Capsule (General Section)| 6-P/ 1-M (M-264) i )
2. 2-P/ 1M (M-268) 1-P (M-264) 02
Tablet (General Section)
Category Approved Deferred Total considered
Molecules 5 0 5
Products 16 2 18

Now following applications have been evaluated and the details are as follows:
7 products/ 4 molecules

1. Name and address of manufacturer / | M/s Genetics Pharmaceuticals Pvt Ltd.
Applicant Plot No.539A, Sunder Industrial Estateahore
Brand Name +Dosage Form + Strengt| Deuric 80mg Tablet

Diary No. Date of R& | & fee Diary No: 3508, 22/12/2016, Rs. 20,000/
Composition Each film coated tablet contains:
Febuxostat é80mg

Pharmacological Group Xanthine Oxidase Inhibitor

Type of Form Form5

Finished Product Specification Ma n u f a c pedficagonsé s s

Pack size & Demanded Price As per SRO / 106s, 146s, 2006 s

Approval status of product in Referenc Uloric 80mgTablet by M/s Takeda Pharms, USA.

RegulatoryAuthorities

Me-too status Zurig 80mg Tablet by M/s Getz Pharma, Karchi.

GMP status New DML granted 25/8/16

Remarks of the Evaluator. 1 Firm has claimed in houspecificationdut not provided the
following documents in the light of decision of J6RB
meeting

9 Product and formulation development data
i Manufacturing method development and prog
validation

1 Analytical method development and validation aga
i nnovatords analytical m
i Comparative pharmaceutical equivalence aggq
i nnovator 0s product i nc
profilingStability data of the product for accelerated :
real time period againstinnoeat 6 s pr oduct
Decision: Approved with Innovatorés specificat

2. | Name and address of manufacturer / | M/s Genetics Pharmaceuticals Pvt Ltd.
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Applicant

Plot N0.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Glycon 50+500mg Tablet

Diary No. Date of R& | & fee

Diary No: 3512, 22/12/2016, Rs. 20,000/

Composition

Each film coated tablet contains:
Sitagliptin as phosphate mo
Met formin as Hydrochlorideé

Pharmacological Group

Biguanide+Dipeptidyl Pepdidase 4 Inhibitor

Type of Form Form5
Finished Product Specification Manufacturerb6s specificatio
Pack size & Demanded Price As per SRO / 1006s,146s, 20606s

Approval status of product in Referenc
RegulatoryAuthorities.

Janumet 50/500mg Tablet by M/s Merck Sharp Dohme, USA

Me-too status

Janumet 50/500mg Tablet by M/s OBS, Karachi.

GMP status

New DML granted 25/8/16

Remarks of the Evaluator.

1 Firm has claimed in houspecificationdout not provided thg
following documents in the light of decision of J6RB
meeting
9 Product and formulation development data
9 Manufacturing method development and process validat
9 Analytical method development and validatiagainst

innovatorb6s analytical met h
fComparative phar maceuti ca

product including comparative dissolution profilingStability d

of the product for accelerated and real time period ag

innovatorods product as a ref

Deci sion: Approved

with I nnovatords specificat

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
Plot No.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Glycon 50+1000mg Tablet

Diary No. Date of R& | & fee

Diary No: 3509, 22/12/2016, Rs. 20,000/

Composition

Each film coated tablet contains:
Sitagliptin as phosphate
Metformin as Hydrochloride é é .é.1 0 0 0 mg

mo

Pharmacological Group

Biguanide+Dipeptidyl Pepdidase 4 Inhibitor

Type of Form

Form5

Finished Product Specification

Manufacturerb6s specificatio

Pack size & Demanded Price

As per SRO / 106s,1406s, 200s

Approval status of product in Refereng
RegulatoryAuthorities.

Janumet 50/1000mg Tablet by M/s Merck Sharp Dohme, US

Me-too status

Janumet 50/1000mg Tablet by M/s OBS, Karachi.

GMP status

New DML granted
25/8/16

Remarks of the Evaluator.

1 Firm has claimed in houspecificationsdut not provided thg
following documents in the light of decision of J6RB
meeting

9 Product and formulation development data

1 Manufacturing method development and process validatig
9 Analytical method development and validation aga
i nnovan alrytsi cal met hod and
fComparative phar maceuti cal
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product including comparative dissolution profilingStabil
data of the product for accelerated and real time period ag
i nnovator 60sferegnceoduct as a r

Decision: Approved

with I nnovatords specificat

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
Plot N0.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Roxaban 10mg Tablet

Diary No. Date of R& | & fee

Diary No: 3521, 22/12/2016, Rs. 20,000/

Composition

Each film coated tablet contains:
Ri varoxabanélOmg

Pharmacological Group

Anticoagulant

Type of Form

Form5

Finished Product Specification

Manufacturerb6s specificatio

Pack size & Demanded Price

As per SRO / 106s,1406s, 200s

Approval status of product in Referenc

Xarelto 10mg Tablet by M/s Janssen Pharms, USA.

Regulatory Authorities.
Me-too status Xaroban 10mg Tablet by MSearle Pharma, Karachi
GMP status New DML granted 25/8/16

Remarks of the Evaluator.

1 Firm has claimed in houspecificationsout not provided thg
following documents in the light of decision of J6RB
meeting

9 Product and formulation developmetta

1 Manufacturing method development and process validati
9 Analytical method development and validation aga
i nnovatords analytical me t
fComparative phar maceuti ca
product including cmparative dissolution profilingStabilit
data of the product for accelerated and real time period ag
i nnovatords product as a r

Deci sion: Approved

with I nnovatords specificat

Name and address of manufacturer /
Applicant

M/s GeneticsPharmaceuticals Pvt Ltd.
Plot No.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Roxaban 20mg Tablet

Diary No. Date of R& | & fee

Diary No: 3515, 22/12/2016, Rs. 20,000/

Composition

Each film coated tablet contains:
Ri varoxabané?20mg

Pharmacological Group

Anticoagulant

Type of Form Form5
Finished Product Specification Manufacturerods specificatio
Pack size & Demanded Price As per SRO / 106s,146s, 206s

Approval status of product in Refereng
RegulatoryAuthorities.

Xarelto 20mg Tablet by M/s Janssen Pharms, USA.

Me-too status

Xarelto 20mg Tablet by M/s Bayer Healthcare, Karachi.

GMP status

New DML granted 25/8/16

Remarks of the Evaluator.

1 Firm has claimed in houspecificationsdut not provided thg
following documents in the light of decision of J6RB
meeting

9 Product and formulation development data

9 Manufacturing method development and process validatig
9 Analytical method development and validation aga
i nnovanalryisi c al met hod and
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fComparative pharmaceuti cal
product including comparative dissolution profiling

Stability data of the product for accelerated and real time p
against innovaferencebs pr oduc]|

Decision: Approved

with I nnovatords specificat

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
Plot N0.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Roxaban 15mg Tablet

Diary No. Date of R& | & fee

Diary No: 3514, 22/12/2016, Rs. 20,000/

Composition

Each film coated tablet contains:
Ri varoxabanél5mg

Pharmacological Group

Anticoagulant

Type of Form Form5
Finished Product Specification Manufacturerb6s specificatio
Pack size & Demanded Price As per SRO / 106s, 146s, 2006 s

Approval status of product in Referenc
Regulatory Authorities.

Xarelto 15mg Tablet by M/s Janssen Pharms, USA

Me-too status

Xarelto 15mg Tablet by M/Bayer Healthcare, Karachi

GMP status

New DML granted 25/8/16

Remarks of the Evaluator.

1 Firm has claimed in houspecificationdout not provided thg
following documentsas requiredn the light of decision o
Registration Board taken in i267" meeting

9 Product and formulation development data

1 Manufacturing method development and process validati
9 Analytical method development and validation aga
i nnovatordés analytical me t
i Comparative pharmaceuticelqui val ence a
product including comparative dissolution profiling

Stability data of the product for accelerated and real time pg

against innovatords product

Decision: Approved

with I nnovatords specificat

Nameand address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
Plot N0.539A, Sunder Industrial Estate, Lahore

Brand Name +Dosage Form + Strengt

Navilox 400mg Tablet

Diary No. Date of R& | & fee

Diary No: 3510, 22/12/2016, R20,000¢

Composition Each film coated tablet contains:

Moxi fl oxacin as Hydrochl ori
Pharmacological Group Quinolone Antibiotic
Type of Form Form5

Finished Product Specification

Manufacturerds specificatio

Pack size & Demanded Price

Asper SRO / 1006s,1406s,2006s, 2

Approval status of product in Refereng
Regulatory Authorities.

Avelox Tablet by M/s Bayer, USA.

Me-too status

Avelox Tablet by M/s Bayer Health Care, Karachi.

GMP status

New DML granted 25/8/16

Remarks of thé&valuator.

1 Firm has claimed in houspecificationsdut not provided thg
following documents in the light of decision of J6RB
meeting

1 Product and formulation development data
9 Manufacturing method development and process validatig
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against i

9 Analytical method development and validation agai
i nnovator 6s
fComparati ve
product including comparative dissolution profiling
Stability data of the product for accelerated aeal time perioq
nnovator 6s

anal ytical
phar maceuti cal

Deci si on:

Approved

wi t h

l nnovator 6s

ii.  M/s. Tayyab Laboratories, Islamabad

CLB has granted in its 249neeting DML by way of formulation for following sections:

1. Tablet (General) Section.

2. Tablet (Psychotropic) Section.
3. Capsule (General) Section.

4. Oral Liquid (General) Section.

APPROVED APPROVED DEFERRED TOTAL
SECTIONS (Products / Molecules)| (Products+ Molecules) (MOLECULES)
Tablet (Genera D/ ) 1-P (M-263)
1. Section) o gmggzg 6-P/ 4M (M-264) 09
1-P/ 1M (M-267)
Tablet
. 7-P/ 4M (M-263)
2. (Psychqtroplc) 1-P (M-267) - 04
Section.
éipnse‘ig 1-P/ 1M (M-263) 1-P/ 1M (M-263)
3. Section) 5-P/ 2M (M-264) 2-P/1-M (M-264) 08
5-P/ 3M (M-267) 1-P (M-267)
v | aprau sy | 7T (Toees enaced
4. (General) 1-P/ 1M (M-264) before board) (M223) 09
Section 4-P/ 3M (M-267)

Now firm has applied for following products detailed as under

product
speci ficat

Tablet (Psychotropic) Section

Category Approved Deferred Total considered
Molecules 4 0 4
Products 8 0 8

Now following applications have been evaluated and the details are as follows:
2 products/ 2 molecules

8.

Name and address of manufacturer /

Applicant

M/s. Tayyab Laboratories (Pvt) Ltd.
Plot # 13A, Street i # N5, RCCI Rawat, Islamabad.

Brand Name +Dosage Form + Strengt

Tlagyl 30mg Tablet

Diary No. Date of R& | & fee

Diary No:650, 18/11/2016, Rs. 20,000/

Composition Each Tablet contains:
Phenobarbitoneé30mg

Pharmacological Group Barbiturate

Type of Form Form5

Finished Product Specification USP Specifications

Pack size & Demanded Price As per SRO1D0B®866s, 6006s,

Approval status of product in Referenc

Regulatory Authorities.

PHENOBARBITAL ACTAVIS TABLETS BP 30mg by Actavig
UK Ltd, (MHRA)

Me-too status

Debritone 30mg by M/s. Xenon Pharma, Lahore.
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GMP status

New section
Last GMP inspection: 11/08/16
Good GMP compliance

Remarks of the Evaluator.

1 Tlagyl 30mg Suspension mentioned on Fee challan inste
Tablet.
 STO stamp is available.

Decision: Deferred for submission of fee for applied product.

Name and address of manufacturer /
Applicant

M/s. Tayyab Laboratories (Pvt) Ltd.
Plot # 13A, Street i # N5, RCCI Rawat, Islamabad.

Brand Name +Dosage Form + Strengt

Mudom 7.5mg Tablet

Diary No. Date of R& | & fee

Diary No: 648, 18/11/2016, Rs. 20,000/

Composition

Each Film Coated Tablebntains:
Mi dazol amé7. 5mg

Pharmacological Group

Benzodiazepine

Type of Form Form5
Finished Product Specification Ma n u f a cSpadgficagion® s
Pack size & Demanded Price As per SRO / 106s

Approval status of product in Referenc

Dormicum 7.5mg Tablet by Netherland approved

RegulatoryAuthorities.
Me-too status Dormicum Tablet by M/s. Roche Pharma, Karachi.
GMP status New section

Last GMP inspection: 11/08/16
Good GMP compliance

Remarks of the Evaluator.

1 Mudom 7.5mg Suspensianentioned on Fee challan inste
of Tablet.

1 STO stamp is available.

1 International availability for
confirmed.

Firm has claimed in housgpecificationsbut not provided thg

following documents in the light of decision of J6%B meeting

V Product and formulation development data

7.5mg Tablets was I

V Manufacturing method development and prog
validation

V Analytical method development and validation aga
innovatorb6s analytical m

V Comparative  pharmaceutical equivalence &g
i nnovator 6s product i nc
profiling

V Stability data of the product for accelerated and real
period against innovator

Decision: Deferred for submission of fee for applied product and confirmation of approval status i

reference regulstaory authorities.

Capsule (General Section)

Category Approved Deferred Total considered
Molecules 6 2 8
Products 11 4 15

Now following applications have been evaluated and the details are as follows:1 product/ 1 molecule

10.

Name and address of manufacturer /
Applicant

M/s. Tayyab Laboratories (Pvt) Ltd.
Plot # 13A, Street i # N5, RCCI Rawat, Islamabad.

Brand Name +Dosage FormStrength

Picam 20mg Capsule

Diary No. Date of R& | & fee

Diary No: 2979, 19/12/2016, Rs. 20,000/
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Composition

Each capsule contains:
Piroxicamé?20mg

Pharmacological Group

Oxicam (NSAID)

Type of Form Form5
Finished Product Specification USPspedfications
Pack size & Demanded Price As per SRO / 1006s, 206s

Approval status of product in Referenc
Regulatory Authorities.

Feldene (Piroxicam) 20mg Capsibl M/s Pfizer, USA

Me-too status

Jaldin 20mg Capsule by M/s Irza Phama, Lahore

GMP status

New section
Last GMP inspection: 11/08/16
Good GMP compliance

Remarks of the Evaluator.

Decision:Approved.

Oral Liquid (General) Section
Category Approved Deferred Total considered
Molecules 6 3 9
Products 8 3 11

Now following applications have been evaluated and the details are as follows:3 products/ 3 molecules

11. | Name and address of manufacturer / | M/s. Tayyab Laboratories (Pvt) Ltd.
Applicant Plot # 13A, Street i # N5, RCCI| Rawat, Islamabad.
Brand Name +Dosage FormStrength | Doven Suspension 5mg/sml
Diary No. Date of R& | & fee Diary No: 940, 10/02/2017, Rs:20,000/
Composition Each 5ml contains:
Domperi donéb5mg
Pharmacological Group Antidopamenergic/ antiemetic
Type of Form Form5
Finished Produc®pecification Manufacturerods specificatio
Pack size & Demanded Price As per SRO / 60ml, 90ml, 120ml
Approval status of product in Refereng Domperidone 1mg/ml Oral SuspensionM/s Wockhardt UK
Regulatory Authorities. Ltd (MHRA approved)
Me-too status Motil Suspension by M/s Medicraft Pharmaceutical, Peshaw
(Reg# 022214)
GMP status New section
Last GMP inspection: 11/08/16
Good GMP compliance
Remarks of the Evaluator. This product isreplacement to CalP suspension which wg
deferred in 268 DRB meeting.
Firm has claimed in housspecificationsbut not provided thg
following documents in the light of decision of 26RB meeting
9 Product and formulation development data
1 Manufacturingmethod development and process validatio
9 Analytical method development and validation aga
i nnovatords analytical me t
fComparative phar maceuti ca
product including comparative dissolutiprofiling
Stability data of the product for accelerated and real time ps
against innovatordéds product
Decision:Registration Board accededo f i r mé s andergjectedsGal-P suspension The Board
approved Doven Suspension 5mg/ 5 nkDA exwamming. n nov g
12. | Name and address of manufacturer / | M/s. Tayyab Laboratories (Pvt) Ltd.

Applicant

Plot # 13A, Street i # N5, RCCI| Rawat, Islamabad.
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Brand Name+Dosage Form+Strength

Tymenac DM Syrup

Diary No. Date of R& | & fee

Diary No: 941, 10/02/2017, Rs. 20,000/

Composition

Each 5ml contains: Dextr omet
Pseudoephedrine HCI é€30mg

Pharmacological Group

Anti-tussive/ Nasal Decongestant

Type of Form

Form5

Finished Product Specification

Manufacturerodés specificatio

Pack size & Demanded Price

As per SRO / 60ml, 120ml

Approval status of product in Referenc
Regulatory Authorities.

Benadryl by M/s Johnson & Johnson, Australia

Me-too status

Triaminic DM Syrup by M/s Novartis Pharmaceutical.

GMP status

New section
Last GMP inspection: 11/08/16Good GMP compliance

Remarks of the Evaluator.

This product is replacement to Hiderlane Syrup which
deferred in 268 DRB meeting.

Firm has claimed in housspecificationsbut not provided the

following documents in the light of decision of 26RB meeting
1 Product and formulation development data
1 Manufacturing method development and process validatiq
T Analytical method development and validation agair
i nnovatorbs analytical me t
fComparative pharmaceuti cal
product including comparative dissolution profiling

Stability data of the product for accelerated and tieag period

against innovator.06s product

Decision:Registration Board accededt
approved Tymenac

of i r mbés andrgjecedHiderlane Syrup. The Board
DM Syrup with I nnovator s sy

13.

Name and addres®f manufacturer /
Applicant

M/s. Tayyab Laboratories (Pvt) Ltd.
Plot # 13A, Street i # N5, RCCI Rawat, Islamabad.

Brand Name +Dosage Form + Strengt

Tylgyl Suspension

Diary No. Date of R& | & fee

Diary No: 939, 10/02/2017, Rs. 20,000/

Composition Each 5ml contains:

Metroni dazol e Benzoateé320
Pharmacological Group Amoebicites/ Nitromidazole
Type of Form Form5

Finished Product Specification

Manufacturero6s specificatio

Pack size & Demanded Price

As per SRO / 60ml, 120ml

Approval status of product in Refereng
Regulatory Authorities.

Flagyl S 64mg/ml by M/SanoftAventis Australia Pty Ltd, TGA

Me-too status

Flagyl suspension by M/s Aventis Pharmaceutical, Karachi

GMP status

New section
LastGMP inspection: 11/08/16
Good GMP compliance

Remarks of the Evaluator.

This product ighe replacemento Tyzole Suspension which w
deferred in 268 DRB meeting.

Firm has claimed Mfgpecificationsbut product monograph
available in BP

DecisionRegistration board accededto f i r md s

approved Tyl gyl S

ancergjactedsTyzole Suspension The Board

uspension with I nnovator s

M/s Moon Pharmaceuticals Plot No. 5,S8 Road, National Industrial Zone, Rawat, Islamabad
CLB in its 246th meeting approved DML for following sections:
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1. Tablet (General)
2. Capsule (General)
3. Topical (General)
4. Sachet (General)

5. Liquid Syrup(General)

6. Oral Dry Powder for

Suspension (General)

APPROVED SECTIONS

APPROVED DEFERRED TOTAL
(Products / Molecules|(Products+Molecules| (MOLECULES)

1. Tablet (General Section) 12-P/ 9M (M-262) 1-P/ 1M (M-265) 10
. 4-P/ 2M (M-262)
2. Capsule (General Section) | 4-P/ 3M (M-262) 1-P (M-265) 05
3. Topical (General sectionl) | 6-P/ 6M (M-262) 2-P/ 2M (M-265) 08
4, Sachet (General Section) - 2-P/ 22M (M-265) 02
5 quu[d Syrup (General i 3-P/ 3M (M-265) 03
Section)
6. Oral Dry Powder Suspensiol 2-P/ 2M (M-262) i 02

(GeneralSection)

Oral Dry Powder Suspension (General Section

Category Approved Deferred Total considered
Molecules 2 0 2
Products 2 0 2

Now following applications have been evaluated and the details are as follows:1 prodaletdle

14. | Name and address of M/s. Moon Pharmaceuticals (Pvt.) Ltd
manufacturer / Applicant Plot #5, S$4 Road, National Industrial Zone, Rawat, Islamabad.
Brand Name +Dosage Form + Clarimon Dry Suspension 125 mg/ml
Strength
Diary No. Date of R& & fee Diary No: 1689, 17/10/2016, Rs. 20,000/
Composition Each 5ml contains:
Clarithromycin (taste masked p
Pharmacological Group Macrolide antibiotic
Type of Form Form5
Finished Product Specification | USP gecification
Pack size & Demanded Price | 1 x 50ml/ As Per SRO
Approval status of product in Biaxin 125mg/5ml by M/s Abbvie, USA
Reference RegulatoryAuthorities
Me-too status Claramed Dry Suspension 125mg/5ml by M/s Novartis Pharma, Ka
GMP status Inspection report dated 22-2015 showing compliance of GMP as
Good and Grant of DML
Remarks of the Evaluator. 1 Source of pellets: Vision Pharmaceuicals, Islamabad
Decision:Approved
iv.  M/s. Iceberg Pharmaceuticals (Pvt) Ltd.
Files received vide lettédo. F.164/2013Reg|V, Dated 24" June, 2016, staing following details
No. of drugs Applied
Approved Sections already Deferred Balance Products
: Products
registered
1. | Capsule (Cephalosporin Sectio 2 0 8 1
> Oral Dry Powder Suspension ( 3 0 7
" | CephalosporinSection) 2
3 Oral Dry Powder Suspension 5 0 3
" | (General Section) 1
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Capsule (Cephalosporin Section) 1product

15. | Name and address of manufacturer / | M/s. Iceberg Pharmaceuticals (Pvt) Ltd.
Applicant Plot No.144, Nowshera Industrial Estate, Risalpur.
Brand Name +Dosage Form + Strengtl| Icedrox Capsules 500mg
Diary No. Date of R& | & fee Diary No: 1205, 23/11/2016, Rs. 20,000/
Composition Each capsule contains:
Cefadroxi l Monohydrat eé500m
Pharmacological Group 1% Gen Cephalosporin
Type of Form Form5
Finished Product Specification USPspedfications.
Pack size & Demanded Price As per SRO / 2x660s
Approval status of product in Referencq Cefadroxil Capsule 500mg by M/s Sandoz, USA
Regulatory Authorities.
Me-too status EvacefCapsules by M/s Highnoon Laboratories, Lahore
GMP status 04-11-16
Panel inspection
GMP was satisfactory
Remarks of the Evaluator. -
DecisionApproved.
Oral Dry Suspension (Cephalosporin Section) 2 products
16. | Name and address of manufacturer / | M/s. Iceberg Pharmaceuticals (Pvt) Ltd.
Applicant Plot No.144, Nowshera Industrial Estate, Risalpur.
Brand Name +Dosage Form + Strengtl Icedrox Dry Powder for Suspension 125mg/5ml
Diary No. Date of R& | & fee Diary No: 1207, 23/11/2016, Rs. 20,000/
Composition Each 5ml contains: Cefadroxi
Pharmacological Group 1% Gen Cephalosporin
Type of Form Form5
Finished Product Specification USPspedfications.
Pack size & Demanded Price As per SRO / 60mi
Approval status oproduct in Reference | Duricef by M/sWarner Chilcott USA
Regulatory Authorities.
Me-too status Evacef Suspension 125mg/5ml by M/s Highnoon Laboratorie
Lahore
GMP status 04-11-16Panel inspection GMP was satisfactory
Remarks of the Evaluator. -
Decision:Approved
17. | Name and address of manufacturer / | M/s. Iceberg Pharmaceuticals (Pvt) Ltd.

Applicant

Plot No.144, Nowshera Industrial Estate, Risalpur.

Brand Name +Dosage Form + Strengtk

Icedrox Dry Powder for Suspension 250mg/5ml

Diary No. Date of R& | & fee

Diary No: 1208, 23/11/2016, Rs. 20,000/

Composition

Each 5ml contain€efadroxil monohydrate.€ 2 5 0 mg

Pharmacological Group

1*'Gen Cephalosporin

Type of Form

Form5

Finished Product Specification

USPspedfications.

Pack size & Demanded Price

As per SRO / 60ml

Approval status of product in Referenc
Regulatory Authorities.

Duricefby M/sWarner Chilcott, USA

Me-too status

Evacef Suspension 125mg/5ml by M/s Highnoon Laboratorie
Lahore
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GMP status 04-11-16Panel inspectigrGMP was satisfactory
Remarks of the Evaluator. -
Decision:Approved
Oral Dry Suspension (General Section) 1 product
18. | Name and address of manufacturer / | M/s. Iceberg Pharmaceuticals (Pvt) Ltd.
Applicant Plot No.144, Nowsherkndustrial Estate, Risalpur.
Brand Name +Dosage Form + Strengtll Clarimac Dry Suspension 125mg/5ml
Diary No. Date of R& | & fee Diary No: 1208, 23/11/2016, Rs. 20,000/
Composition Each 5ml contains
Clarithromycin (27.5% EC taste maskece | | et s) é 1]
Pharmacological Group Macrolide Antibiotic
Type of Form Form5
Finished Product Specification USP Speifications.
Pack size & Demanded Price As per SRO / 2x6606s
Approval status of product in Referencq Cefadroxil Capsule 500mg by M/s Sandoz, USA
Regulatory Authorities.
Me-too status Evacef Capsules by M/s Highnoon Laboratories, Lahore
GMP status 04-11-16Panel inspectiQicMP was satisfactory
Remarks of the Evaluator. 1 Source of pellets: Vision Pharmaceuicals.
DecisionApproved.
v.  M/s. UDL Pharmaceuticals (Pvt.) Ltd

CLB in its 237" meeting held on®lOctober, 2014 granted new section toM/s. UDL Pharmaceuticals (Pvt.) Ltd
Files received vide letter No. vide letter No.-E@2013Regll, Dated 168" November, 2016, stating following

details
. No. of drugs Deferred | Balance Applied
Approved Sections already registere Products Products

1. Capsule (Cephalosporin Section) 1 0 9 4
5 Oral Dry Powder Suspension 4 0 6

' (Cephalosporin Section) 1
3 Oral Dry Powder Suspension 4 0 6

' (General Section) 1
4, Capsule (General) 9 0 1 1

Capsule(Cephalosporin Section) 1 product

19. | Name and address of M/s. UDL Pharmaceuticals (Pvt.) Ltd

manufacturer / Applicant

Plot # E44 and E45, North Western Industrial Zonort Qasim
Authority, Karachi

Brand Name +Dosage Form +
Strength

Oxibac 500mg Capsule

Diary No. Date of R& | & fee Diary No: 1668, 25/08/2016, Rs. 20,000/

Composition Each capsule contains: Cefadr ox
Pharmacological Group 1*' Gen. Cephalosporin

Type of Form Formb5

Finished Product Specification | Ma n u f a cspecificatian 6 s

Pack size & Demanded Price |As per SRO [/ 1208s

Approval status of product in
Reference Regulatory Authoritie

Cefadroxil Capsule 500mg by M&andoz, USA

Me-too status

Bio-oxil by M/s Biolabs, Islamabad

GMP status
Good

Inspection report dated 45-2017 showing compliance of GMP &

and Grant of DML

Remarks of the Evaluator. Fir

is available in USP

m has cl| ai mpelficadtiansbutfpeduttmomograpld

Decision:Approved with USP specificat

ions.
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vi.  M/s. Faas Pharmaceuticals (Pvt.) Ltd

File received vide letter No. FB)/2013 Regl stating as under:

iCLB i n*medtsg granted new license to M/s Faas Pharmaceuticals, Karachi. 8 application dos

capsule general section have already been considere@#1M46 7 M2 5 4 0

Capsule(General Section) 1 product
20. | Name and address of M/s. Faas Pharmaceuticals (Pvt.) Ltd
manufacturer / Applicant F-748L, S.I.T.E, Karachi
Brand Name +Dosage Form + | Omfaas 40mg Capsule
Strength
Diary No. Date of R& | & fee Diary No: 2325, 15/11/2016, Rs. 20,000/
Composition Each capsule contains:
Omeprazole (entericcoatpde | | et s 8. 5%) é 40 mg

Pharmacological Group Proton Pump Inhibitor
Type of Form Form5
Finished Product Specification | USPspecifications
Pack size & Demanded Price |As per SRO [/ 2x70s
Approval status of product in Prilosec by M/s Astrazeneca Pharms, USA
Reference Regulatory Authoritie)
Me-too status Anzo by M/s Searle
GMP status 01-09-16Good GMP Compliance
Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals, Islamabad.
DecisionApproved.
ii. Deferred cases of new sections

21. | Name and address of manufacturer / | M/s Maxitech Pharma Pvt. Ltd Karachi.

Applicant

Brand NameDosage FormStrength

Tigasor 10mg Capsule

Diary No. Date of R& | & fee

Dy.N0.122122-11-2016Rs.20,000/

Composition Each capsule contains: Acitr
Pharmacological Group Retinodis anti posriasis

Type of Form Form5

Finished Product Specification Mma n uf a cpediicatonsd s s

Pack size & Demanded Price As per PRC

Approval status of product iReference| Acitretin by Genus Pharma (MHRA),

Regulatory Authorities

Me-too status Neotigason by Roche Pakistan,

GMP status New DML granted GMP inspection: 8/9/1,8500d Compliance

Decision in previous meeting

264" Registration Board held on 28" December, 2016.
Deferred for confirmation whether APl is in powder form
otherwise

Evaluation by PEC.:

1 Firm has provided proof that API is used in powder form in finished product and has enclosed copy of C(
M/s Hangzhou Deli Chemical.Co.Ltd, China.
I Firmhasclaimedmn u f a cspedficatonsdst product monograph is available in USP

Decision:Approved with USP specifications.

Name and address of manufacturer /
Applicant

22.

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

Tigasor 25mg Capsule

Diary No. Date of R& | & fee

Dy.no.1222, 2211-2016 , Rs.20,000/
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Composition Each capsule contains:
Acitretinéé. 25mg

Pharmacological Group (Anti posriasis)
Type of Form Form5
Finished Product Specification Manufacturerods specification
Pack size & Demanded Price As per PRC
As per PRC

Approval status of product in Referen( Acitretin by Genus Pharma (MHRA)
Regulatory Authorities.

Me-too status Neotigason by Roche Pakistan

GMP status New DML granted
GMP inspection: 8/9/1,8500d Compliance

Decision in previous meeting 264" Registration Board held on Z8" December, 2016.
Deferred for confirmation whteher API is in powder form
otherwise

Evaluation by PEC:

1 Firm has provided proof that API is used in powder form in finished product and has enclosed copy of C(
M/s Hangzhou Deli Chemical.Co.Ltd, China.

i Firm has claimed mfgpecificationdut product monograph is available in USP

Decision:Approved with USP specifications.

23. | Name and address of manufacturer / | M/s Maxitech Pharma Pvt. Ltd Karachi.

Applicant

Brand Name +Dosage Form + Streng| Itrazox 100mg Capsule

Diary No. Date of R& | & fee 22-11-2016 , Dy.n0.1220 , Rs.20,000/

Composition Each capsule contains: I trac

Pharmacological Group (Antifungal)

Type of Form Form5

Finished Product Specification Ma nu f a cpediicatons 6 s s

Pack size & Demanded Price As per PRC
As per PRC

Approval status of product in Referen{ Sporanox Capsule By Johnson and Johnson USFDA

Regulatory Authorities.

Me-too status Rolac Capsule By M/s Sami.

GMP status New DML granted
GMP inspection: 8/9/1,8500d Compliance

Decision in previous meeting 264" Registration Board held on 28" December, 2016.
Deferred for submission of COA of pellets, GMP certificate
supplier&stability studies of pellets as per ZoneAtonditions.
Fee of pellets if imported

Evaluation by PEC.:

1 Source of pellets Vision Pharma, Islamabad.

1 GMP Certificate of pellet source valid till 212-2018.

1 Real time and accelerated stability datd batchaccording to zone PA is attached.

1 Firm has claimed in housspecificationsbut not provided the following documents in the light of decisiol

267" RB meeting

Product and formulation development data
Manufacturing method developmeard process validation

Anal yti cal met hod devel opment and validation

Comparative pharmaceuti cal equi val ence again

profiling

 Stahilitydat a of the product for accelerated and r
Decision Approved with Innovatorés specifications.

24. | Name and address of manufacturer / | M/s Maxitech Pharma Pvt. Ltd Karachi.
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Applicant
Brand NametrDosage Form + Strength Prednivate 0.1% Cream

Diary No. Date of R& | & fee 24-11-2016, Dy.n0.1282, Rs.20,000/
Composition Each gm contains:

Met hyl predni sol one aceponate
Pharmacological Group Endogenous Eczema
Type of Form Form5
Finished Product Specification Manufacturerb6s specification
Pack size & Demanded Price As per PRC

As per PRC

Approval status of product in Refereny Advantan Cream by M/s Bayer (TGA confirmed)
Regulatory Authorities.
Me-too status Advantan Creanby M/s Bayer Health Care, Karachi (Reg# 0186:
GMP status New DML granted

GMP inspection: 8/9/1,6500d Compliance

Decision in previous meeting 264" Registration Board held on Z8" December, 2016.
Deferred for evidence of approval in referenegulatory authoritieq
& me-too status

Evaluation by PEC:
1 Firm has stated following Mo reference:
Advantan Cream by M/s Bayer Health Care, Karachi (Reg# 018644).
1 Firm has stated following international reference:
Advantan Cream by M/s Bayer (TGnfirmed)
1 Firm has claimed in housspecificationsbut not provided the following documents in the light of decisioy
267" RB meeting
Product and formulation development data
Manufacturing method development and process validation

Analyticalmet hod devel opment and validation agai ns]|
Comparative pharmaceuti cal equi val ence again
profiling
Stability data of the product for acceleraketh d r eal ti me peri od against in
Decision Approved with Innovatordos specifications and

25. | Name and address of manufacturer / | M/s Maxitech Pharma Pvt. Ltd Karachi.
Applicant
Brand Name +Dosage FormStrength | Fluticamax 0.005% Ointment

Diary No. Date of R& | & fee 24-11-2016 , Dy.n0.1343 , Rs.20,000/
Composition Each gm contains: Fl uti cason
Pharmacological Group Inflammatory/Corticosteroid
Type of Form Form5
Finished Product Specification Manufacturerods specification
Pack size & Demanded Price As per PRC

As per PRC

Approval status of product in Referen({ Cutivate ointment by Pharmaderm USA
Regulatory Authorities.
Me-too status Cutivate by GSK

GMP status New DML granted

GMP inspection: 8/9/16

Good Compliance

Decision in previous meeting 264" Registration Board held on 28" December, 2016.
Deferred as m#oo reference contains Fluticasone Propionate e
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0.05% only

Evaluation by PEC:

1 Cutivate Ointment 0.005% by M/s Glaxo Smith Kline, Karachi. (Reg#045446). Confirmed.
 Firmhasclaimedgnanuf act ur er buspraslyctenoriodgrapltisavdilable is USP

Decision:Approved with USP specifications.

26.

Name and address of manufacturer /
Applicant

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

Xidil 2% Solution

Diary No. Date of R& | & fee

24-11-2016, DyN0.1182, Rs.20,000/

Composition

Each ml contai ns: Mi noxi dil é

Pharmacological Group

(Hair restorer)

Type of Form

Form5

Finished Product Specification

Manufacturerbés specification

Pack size & Demanded Price

As per PRC
As per PRC

Approval status of product in Refereni
Regulatory Authorities.

Rogaine 2% by Dr.Reddy (US),

Me-too status

Minoxin by Brookes Pharam

GMP status

New DML granted
GMP inspection: 8/9/16Good Compliance

Decision in previous meeting

264" Registration Board held on Z8" December, 2016.
Deferred for evidence of approval in reference regulatory autho
& me-too status

Evaluation by PEC:
1 Firm has stated following Mo reference:

Minoxin Sloution 2% by M/s Brookes Pharma, Karachi. (Reg # 013166)
1 Minoxidil (For Men) (Minoxidil 2%) byM/s Actavis Mid Atlantic(FDA Approved) was confirmed.
9 Firm has claimedna n u f a cpedfications dig product monograph is available in USP

Decision:Approved with USP specifications and change of brand name.

27.

Name and address of manufacturer /
Applicant

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

Xidil 5% Solution

Diary No. Date of R& | & fee

24-11-2016, Dy.no0.1294, Rs.20,000/

Composition Each ml contains: Mi noxi dil é
Pharmacological Group Hair restorer
Type of Form Form5
Finished Product Specification Manufacturerdés specification
Pack size & Demanded Price As per PRC

As per PRC

Approval status of product in Refereni
Regulatory Authorities.

Regaine for Men Extra Strength Scalp Solution 5% w/v Cutanec
Solutionof M/s McNeil Products Limited UK

Me-too status

Minoxin Plus of Brookes Pharmaceutical Laboratories (Pak.) Lt

GMP status

New DML granted
GMP inspection: 8/9/1,850odCompliance

Decision in previous meeting

264" Registration Board held on 28" December, 2016.
Deferred for evidence of approval in reference regulatory autho
& me-too status

Evaluation by PEC:
9 Firm has stated following Mo reference:
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Minoxin Sloution 5% by M/s Brookes Pharma, Karachi. (Reg # 034492)
1 Minoxidil Extra Strength (For Men) (Minoxidil 5%) by M/s WOCKHARD(FDA Approved) was confirmed.
9 Firm has claimed mfgpecificationdut product monograph is available in USP

DecisionApproved with USP specifications and change of brand name.

28.

Name and address of manufacturer /
Applicant

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

E-Soft 200mg Soft Gelatin Capsule

Diary No. Date of R& | & fee

28-11-2016 , Dy.1166, Rs.20,060/

Composition Each soft gelatin capsule contains:

Vitamin E (alpha tocopherol)
Pharmacological Group Vitamin
Type of Form Form5

Finished Product Specification

Manufacturerods specification

Regulatory Authorities.

Pack size &Demanded Price As per PRC
As per PRC
Approval status of product in Referen| TGA approved

Me-too status

Zescap by M/s. Zafa

GMP status

New DML granted
GMP inspection: 8/9/1,6500d Compliance

Decision in previous meeting

264" Registration Board held on Z8" December, 2016.
Deferred for evidence of approval in reference regulatory autho
& me-too status

Evaluation by PEC:
1 Firm has stated following Mo reference:

Zescap 200mg Soft Gel Capsules by M/s Rtfarmaceutical Laboratories, Karachi. (Reg.# 030625)
1 Firm has provided following international reference:

Evion Vitamin E capsules by M/s Merck but the approval status from reference agencies could not be confirme
1 Firm has claimed in housgpecificationsbut not provided the following documents in the light of decisior

267" RB meeting

Product and formulation development data
Manufacturing method development and process validation
Analytical method development and validatn

product
Comparative
profiling

Stability data of the product for accelerated and real time parigd i

Formulation is found in USP

phar maceuti cal

against i nnovatords a

equi val ence agai

nst i nnovator o6s

Decision:Approved with USP specifications.

29.

Name and address of manufacturer /
Applicant

M/s Maxitech Pharma Pwvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

E-Soft 400mg Soft Gelatin Capsule

Diary No. Date of R& | & fee

28-11-2016 , DyN0.1336 , Rs.20,000/

Composition

Each soft gelatin capsule contains:

Vitamin E (alpha tocopherol)

Pharmacological Group Vitamin
Type of Form Form5
Finished Product Specification MFG Specifications
Pack size & Demanded Price As per PRC
As per PRC

Minutesfor 270" Registration Board/leeting 28



Approval status of product in Refereny TGA approved.
Regulatory Authorities.

Me-too status Zescap by M/s. Zafa.
GMP status New DML granted
GMP inspection: 8/9/16Good Compliance
Decision in previous meeting 264" Registration Board held on Z8" December, 2016.

Deferred for evidence of approval in reference regulatory autho
& me-too status

Evaluation by PEC:
9 Firm has stated followinlyle-too reference:
Zescap 400mg Soft Gel Capsules by M/s Zafa Pharmaceutical Laboratories, Karachi. (Reg.# 030626)
1 Firm has provided following international reference:
Evion Vitamin E capsules by M/s Merck but the approval status from reference agentdes icot be confirmed.
1 Firm has claimed in housgpecificationsbut not provided the following documents in the light of decisior
267" RB meeting
Product and formulation development data
Manufacturing method development gmdcess validation

Anal ytical met hod devel opment and validatd.i

product
Comparative phar maceuti cal equi val ence agai

profiling
Stability data of the product for accelerated and

Formulation is found in USP

Decision:Approved with USP specifications.

30. | Name and address of manufacturer / | M/s Maxitech Pharma Pvt. Ltd Karachi.

Applicant

Brand Name +Dosage Form + Streng| E-Soft 600mg Soft Gelatin Capsule

Diary No. Date of R& | & fee Dy.1165, 2811-2016, Rs.20,000/

Composition Each soft gelatin capsule contains:
Vitamin E (alpha tocophero§ . 6 00 mg

Pharmacological Group Vitamin

Type of Form Form5

Finished Product Specification Mfg Specifications

Pack size & Demanded Price As per PRC
As per PRC

Approval status of product in Referen( Evion by Merck India

Regulatory Authorities.

Me-too status Zescap by M/s. Zafa

GMP status New DML granted
GMP inspection: 8/9/1,8500d Compliance

Decision in previous meeting 264" Registration Board held on 28" December, 2016.
Deferred for evidence of approval in reference regulatory autho
& me-too status

Evaluation by PEC.:
9 Firm has stated following Mo reference:
Zescap 600mg Soft Gel Capsules by M/s Zafa Pharmaceutical Laboratories, Karachi. (Reg.# 030627)
1 Firm hasprovided following international reference:
Evion Vitamin E capsules by M/s Merck but the approval status from reference agencies could not be confirr]
1 Firm has claimed in housgpecificationsbut not provided the following documents in the light eftidion of
267" RB meeting
Product and formulation development data
Manufacturing method development and process validation

Anal yti cal met hod devel opment and validat.i
product
Comparative phar maceuti cal equi val ence agai
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profiling
Stability dat a
Formulation is fond in USP.

of

the product for accelerated

Decision:Deferred for evidence of aproval of applied formulation in reference regulatory authorities.

31. | Name and address of manufacturer /

Applicant

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

Clarix Soft Gelatin Capsule 10mg

Diary No. Date of R& | & fee

Diary No: 1340, 24/11/2016, Rs. 20,000/

Composition Each capsule contains: | sotr
Pharmacological Group Anti-acne
Type of Form Form5
Finished Product Specification Manufacturerbés specification
Pack size & Demanded Price As per PRC

As per PRC

Approval status of product in Referen
Regulatory Authorities.

Roaccutane 10mg by M/s Roche, UK (MHRA).

Me-too status

Acnotin 10mg Soft Gel Capsule (Reg#070318) by M/s Ferozsor
Laboratories, Nowshera.

GMP status

New DML granted
GMP inspection: 8/9/1,6500d Compliance

Decision in previous meeting

265" Registration Board held on 26" January, 2017.
Deferred forconfirmation from Registration section about alrei
approved products against this section

Evaluation by PEC:
Soft Gelatin Capsule Section

Category Approved Deferred Total considered
Molecules 0 2 2

Products 0 5 5
T Firm has c¢| ai nspedficativasrbut pradact monograph i availabldig8P anBP.

DecisionApproved with USP specifications.

32. | Name and address of manufacturer /

Applicant

M/s Maxitech Pharma Pvt. Ltd Karachi.

Brand Name +Dosage Form + Streng

Clarix Soft Gelatin Capsule 20mg

Diary No. Date of R& | & fee

Diary No: 1339, 24/11/2016 , Rs. 20,000/

Composition Each capsule contains: Isotr
Pharmacological Group Anti-acne
Type of Form Form5

Finished Product Specification

Ma n u f a cspedificaion® s

Pack size & Demanded Price

As per PRC
As per PRC

Approval status of product in Refereni
Regulatory Authorities.

Roaccutane 20mg by M/s Roche, UK (MHRA).

Me-too status

Acnotin 20mg Soft Gel Capsule (Reg#070319) by M/s Ferozsor
Laboratories, Nowshera.

GMP status

New DML granted
GMP inspection: 8/9/1,6500d Compliance

Decision in previous meeting

265" Registration Boarcheetingheld on 2425" January, 2017.
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Deferred for confirmation from Registration section about alre
approved products against this section

Evaluation by PEC:

Soft Gelatin Capsule Section

Category Approved Deferred Total considered
Molecules 0 2 2
Products 0 5 5

9 Firm has claimed mfgpecificationdut prodet monograph is available in USP and.BP

DecisionApproved with USP specifications.

33.

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
Plot N0.539A, Sunder Industrial Estate, Lahore

Brand Name+rDosage Form + Strength

NEURICA 25mg Cap

Diary No. Date of R& | & fee

Dy No. 417, 1711-2016 , PKR 20,000

Composition Each Capsule contains: Prega
Pharmacological Group Anticonvulsant

Type of Form Form5

Finished Produc®pecification Manufacturero6s specification
Pack size & Demanded Price As per SRO / 106s,146s, 20606s,

Approval status of product in Refereni
Regulatory Authorities.

Lyrica by Pfizer USFDA

Me-too status

Gablin by CCL

GMP status

New DML granted 25/8/16

Decision in previous meeting

264" Registration BoartMeetingheld on 289" December, 2016.
Deferred for evidence of reo status as provided reference is N
correct.

Evaluation by PEC:

1 Approval status of product in RefereriRegulatory Authorities & Médoo status was confirmed.
1 Firm has claimed in housspecificationsbut not provided the following documents in the light of decisiol

267" RB meeting

Product and formulation development data
Manufacturing methodevelopment and process validation

Anal yti cal met hod devel opment and validation

Comparative pharmaceuti cal equi val ence againrn

profiling

Stability data of the product for accelerated
Deci sion: Approved with Innovatorés specifications

34.

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
63-Aibak Block, New Garden Town, Lahore

Brand Name +Dosage Form + Streng

LAMITOR 50mg Tab

Diary No. Date of R& | & fee

Dy No. 434, 1711-2016, PKR 20,000/

Composition Each Tabl et contains: Lamotr
Pharmacological Group Anticonvulsant

Type of Form Form5

Finished Product Specification USPspecifications

Pack size & Demanded Price As per SRO / 106s, 146s, 2006 s,

Approval status of product in Refereni
Regulatory Authorities.

Lamictal 50mg Tablets by GSK USFDA

Me-too status

Lamictal by GSK Pakistan

GMP status

New DML granted 25/8/16
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Decision in previous meeting

264" Registration BoarMeetingheld on 289" December, 2016.
Deferred for confirmation whether applied formulation is exten
release or otherwise

Evaluation by PEC:

9 Firm has stated that the applied formulation is plain film coated tablet.
9 Approval status of product in Reference Regulatory Authorities &ddestaitus was confirmed.

DecisionApproved.

35.

Name and address of manufacturer /
Applicant

M/s Genetics Pharmaceuticals Pvt Ltd.
63-Aibak Block, New Garden Town, Lahore

Brand Name +Dosage Form + Streng

LAMITOR 300 mg XR Tab

Diary No. Date of R& | &fee

Dy No. 448, 1711-2016 , PKR 20,000/

Composition Each Tabl et contains: Lamotr
Pharmacological Group Anticonvulsant

Type of Form Form5

Finished Product Specification USP pedfications

Pack size & Demanded Price Asper SRO / 1006s,146s,2006s, 28

Approval status of product in Refereni
Regulatory Authorities.

Lamictal 300mg XR Tablets by GSK USFDA

Me-too status

Not provided

GMP status

New DML granted 25/8/16

Decision in previous meeting

264"RegjistratiorBoardMeetingheld on 2829" December, 2016.
Deferred for confirmation whether applied formulation is exten
release or otherwise

Evaluation by PEC:

i Firm has stated that the applied formulation is extended release tablet.
91 Approval status of product iReference Regulatory Authorities was confirmed buttbte status was NO’

confirmed.

DecisionDeferred for evidence of metoo status of formulation.

36. | Name and address of
manufacturer / Applicant

Brand Name +Dosage Form -

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S$ RoadNational Industrial Zone, Rawat, Islamabad.
Monofin 250 mg Tablet

Strength

Diary No. Date of R& | & fee | 17-10-2016 , Dy.N0.1674 , Rs.20,000/=

Composition Each film coated tablet contains:
Terbinafine HCI ..250mg

Pharmacological Group Anti-Fungal

Type of Form Form5

Finished Product Specificatio
Pack size & Demanded Price
Approval status of product in
Reference Regulatory

USP Specification
1x106s/ As per PRC
Terbinafine Tablets by Teva Pharma (USFDA Approved)

Authorities.
Me-too status Terbin by Matin Dow pharma
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

265" Registration Board/leetingheld on 2425™ January, 2017
Deferred for confirmation from Registration section about already appj,
products against this section

Decision in previous meeting

Evaluation by PEC:

APPROVED (Products DEFERRED TOTAL
APPROVED SECTION Molecules) (Products+ Molecules) (MOLECULES)
Tablet (General Section  12-P/ 9M (M-262) 1-P/ 1:-M (M-265) 10
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DecisionApproved.

37.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S$ Road, National Industrial Zone, Rawat, Islamabad.

BrandName +Dosage Form +
Strength

Monzit 500mg Capsule

Diary No.Date of R& | & fee

17-10-2016 , Dy.N0.1681 , Rs.20,000/=

Composition

Each capsule contains:
Azithromycin (as Dihydrate) .500mg

Pharmacological Group

Macrolide Antibiotic

Type of Form

Form5

Finished Product Specificatio

(USP Specification)

Pack size & Demanded Price

1x 56s [/ As Per SRO

Approval status of product in
Reference Regulatory

Azithromax by Pfizer pharma,
(not confirmed)

Authorities.
Me-too status Azilite By Webros pharma
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting

265" Registration BoarMeetingheld on 2425™ January, 2017
Deferred for confirmation fronRegistration section about already appro
products against this section
1 Approval status of product in Reference Regulatory Authorities ¢
not be confirmed

Evaluation by PEC:

APPROVED APPROVED (Products / DEFERRED TOTAL
SECTIONS Molecules) (Products+Molecules) (MOLECULES)
Capsule (General i ) 4-P/ 2M (M-262)
Section) 4-PI 3M (M-262) 1-P (M-265) 05

1 Approval status of product in Reference Regulatory Authorities could not be confirmed

Decision:Deferred for evidence of appmval of applied formulation in reference regulatory authorities.

38.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S$ Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form -
Strength

Isotret Gel

Diary No. Date of R& | & fee

17-10-2016, Dy.No0.1679 , Rs.20,000/=

Composition

1g gel contains:

|l sotretinoinééé..0.5mg (0.05 % w
Pharmacological Group Retinoids
Type of Form Form5
Finished ProductSpecificatior] USPSpecification

Pack size & Demanded Price

1x 10g / As Per SRO

Approval status of product in
Reference Regulatory
Authorities

Isotrex Gel By Stiefel Labs (MHRA Approved)

Me-too status

Isomed gel by Medera

GMP status

Inspection report date2B-12-2015 showing compliance of GMP as Good
and Grant of DML

Decision in previous meeting

265" Meeting Registration Board held on-28" January, 2017
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Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Products / DEFERRED TOTAL
APPROVED SECTIONS Molecules) (Products+ Molecules)| (MOLECULES)
Topical (General sectionl| 6-P/ 6M (M-262) 2-P/ 22M (M -265) 08

1 Firm has claimed USBpecificationdut product monograph is available in BP.

DecisionApproved with BP specifications.

39.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5,SS4 Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form
Strength

Metrolus ointment 0.1%

Diary No. Date of R& | & fee

17-10-2016 , Dy.N0.1673 , Rs.20,000/=

Composition

Each gram contain:

Tacrolimus monohydrate JP eq. to

Pharmacological Group

Immunosuppressant/immune modulator

Type of Form

Form5

Finished Product Specificatio

(Mfg Specification)

Pack size & Demanded Price

1x 10g/ As Per SRO

Approvalstatus of product in
Reference Regulatory

Protopic ointment by Leo Pharma (MHRA Approved)

Authorities.
Me-too status Eczemus by Brookes Phasma
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting

265" Meeting Registration Board held on-28" January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

Firm has claimed in housspecificationsbut not provided the following documents in the light of decision of' &

APPROVED DEFERRED TOTAL
APPROVED SECTIONS (Products Molecules) | (Products+ Molecules) | (MOLECULES)
Topical (General sectionl) 6-P/ 6M (M-262) 2-P/ 2M (M-265) 08

meeting

Product and formulation development data
Manufacturing method development and process validation

Anal ytical met hod devel opment and wvalidati (
product
Comparativep har maceuti cal equi val ence against i ni
profiling
Stability data of the product for accelerated
Decision:Deferred for decision regarding sepamte requirement of manufacturing facility for
immunosuppressants.

40.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S$4 Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form -
Strength

Nomika 4mg Sachet

Diary No. Date of R& | & fee

17-10-2016 , Dy.No0.1676 , Rs.20,000/=

Composition

Each Sachet contains:

Montelukast Sodiumeqg o Mont el ukast €. 4mg

Pharmacological Group

Leucotriene Receptor Antagonist
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Type of Form Form5
Finished Product Specificatio| (Mfg Specification)

Pack size & Demanded Pric 1 x 146 s [/ As Per SRO

Approval status of product in | Singulair by Merck & Co. (USFDA Approved)
Reference Regulatory

Authorities.
Me-too status Montika by Sami
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting | 265" Registration Board Meetirtgeld on 2425" January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Producty{ DEFERRED TOTAL
APPROVED SECTIONS / Molecules) (Products+ Molecules)| (MOLECULES)
Sachet (General Section) | - 2-P/ 2M (M-265) 02

9 Firm has claimed mfgpecificationdut product monograph is available in USP.

DecisionApproved with USP specifications.

41. | Name and address of M/s. Moon Pharmaceuticals (Pvt.) Ltd
manufacturer / Applicant Plot #5, S$4 RoadNational Industrial Zone, Rawat, Islamabad.
Brand Name +Dosage Form { Monecta sachet
Strength
Diary No. Date of R& | & fee | 17-10-2016 , Dy.N0.1686 , Rs.20,000/=
Composition Each sachet contains:
Di octahedral Smectitie é..3¢g
Pharmacologicabroup Anti Diasrheal
Type of Form Form5

Finished Product Specificatiol Manuf act urer ds specifications

Pack size & Demanded Pricf 1 x 3 06s [/ As Per SRO

Approval status of product in| Smecta (ANSM France)
Reference Regulatory

Authorities.
Me-too status Smecta by Atco
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting | 265"Registration Board Meetinigeld on 2425™ January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Products | DEFERRED TOTAL
APPROVED SECTIONS Molecules) (Products+ Molecules) | (MOLECULES)
Sachet (General Section) | - 2-P/ 2M (M-265) 02

Firm has claimed in houspecificationsbut not provided the following documents in the light of decision of' &
meeting

Product and formulation development data

Manufacturing method development and prosedisiation

Anal ytical met hod devel opment and validati (
product

Comparative pharmaceuti cal equi val ence agai
profiling

Stabilt y data of the product for accelerated and |
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Deci

sion: Approved

with I nnovatorés specifications

42.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals(Pvt.) Ltd
Plot #5, S Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form -
Strength

Resimon oral Solution 1mg /1ml

Diary No. Date of R& | & fee

17-10-2016 , Dy.N0.1685 , Rs.20,000/=

Composition Each ml contains: Resperidone ¢é.
Pharmacological Group Antipsychotic

Type of Form Form5

Finished Product Specificatio] USPspecification

Pack size & Demanded Price

1 x 30ml / As Per SRO

Approval status of product in
Reference Regulatory

Risperidone oral solution by Sandoz Ltd. (MHRA approved)

Authorities.
Me-too status Risperdal by Jansen
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting

265" Registration Board Meetinigeld on 2425™ January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Products DEFERRED TOTAL
APPROVED SECTIONS Molecules) (Products+Molecules) (MOLECULES)
Liquid Syrup (General Section| - 3-P/ 3M (M-265) 03

DecisionApproved.

43.

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S$ Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form -
Strength

Mecylex 120ml suspension

Diary No. Date of R& | & fee

17-10-2016, Dy.N0.1672 , Rs.20,000/=

Composition

Each 5ml contain: Acycloviréééé.

Pharmacological Group

Synthetic Nucleoside

Type of Form

Form5

Finished Product Specificatio

USPspecification

Pack size & Demanded Price

1 x120ml/ As Per SRO

Approval status of product in
Reference Regulatory

Acyclovir oral suspension by Actavis Mid Atlantic (USFDA Approved)

Authorities
Me-too status Acylex by Ferozsons
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting

265" Registration Board Meetinigeld on 2425™ January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Products / DEFERRED TOTAL
APPROVED SECTIONS Molecules) (Products+ Molecules)] (MOLECULES)
Liquid Syru_p (General i 3-P/ 3M (M-265) 03
Section)
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DecisionApproved.

44,

Name and address of
manufacturer / Applicant

M/s. Moon Pharmaceuticals (Pvt.) Ltd
Plot #5, S Road, National Industrial Zone, Rawat, Islamabad.

Brand Name +Dosage Form
Strength

Mondison Syrup

Diary No. Date of R& | & fee

17-10-2016, Dy.N0.1690, Rs.20,000/=

Composition

Each 5ml contains:

Ondansetron4mg/5mas Ondasetron hydrochl o

Pharmacological Group

Selective S8HT3 receptor Antagonist

Type of Form

Form5

FinishedProduct Specification

USPspecification

Pack size & Demanded Price

1 x 50ml/ As Per SRO

Approval status of product in
Reference Regulatory

Ondensetron oral solution by Weatard Phasma (USFDA
Approved)

Authorities.
Me-too status Ondanles by NeoMedics Pharma
GMP status Inspection report dated 22-2015 showing compliance of GMP as Good

and Grant of DML

Decision in previous meeting

265"Registration Board Meetirigeld on 2425" January, 2017
Deferred for confirmation from Registration section about already appt
products against this section

Evaluation by PEC:

APPROVED (Products DEFERRED TOTAL
APPROVED SECTIONS Molecules) (Products+ Molecules)| (MOLECULES)
Liquid Syru_p (General ) 3-P/ 3M (M-265) 03
Section)

DecisionApproved.

45.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase Il, Karachi

Brand Name +Dosage Form +
Strength

PREJAB 50mg CAPSULES

Diary No. Date of R | & fee

Diary No: 863 ,21/11/2016 ,Rs. 20,000/

Composition Each capsule contains: Pregabal
Pharmacological Group Anticonvulsant / Antiepileptic

Type of Form Form5

Finished Product Specificaton |Manuf act urer 6s specifications
Packsize & Demanded Price As per SRO / 146s

Approval status of product in

Reference Regulatory Authoritie

LYRICA by PF Prism, USA.

Me-too status

GABICA by M/s. Getz Pharmaceuticals, Karachi.

GMP status

26-05-2016, Routine GMP InspectioGood Compliance.

Decision in previous meeting

265"Registration Board Meetinigeld on 2425" January, 2017.
Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC.:

1 The information providetty Regll section vide letter No. F-8/2016Reg Il is hereby submitted for information:

Section Product

Detall Status Total products considered

Capsule (General)

09 products (M249)

Approved 10
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| | 01 product (M255) | Approved | |
Firm has claimed in housspecificationsbut not provided the following documents in the light of decisior
267" RB meeting
Product and formulation development data
Manufacturing method development and process validation

Analyticalmethodde el opment and validation against i nn|
Comparative pharmaceuti cal equi val ence again
profiling

Stability data of the product for accelerated andtreéalme per i od agai nst i nnovat oo

DecisionRegistration Board deferred the application to beconsideterd on its turn/queue sincel0 products per
sectionof applicant has already been considered by the Board.

46. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase II, Karachi
Brand Name +Dosage Form + MUSCOWIN 4mg CAPSULES
Strength
Diary No. Date of R& | & fee Diary No: 682, 18/11/2016 , Rs. 20,000/
Composition Each capsule contains: ThiocolH
Pharmacological Group Muscle Relaxant
Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price |As per SRO / 106s

Approval status of product in MUSORIL ,FRANCE (EMA)
Reference Regulatory Authoritie
Me-too status THIOCOL Capsule 4mg by M/s. Ray Pharma, Karachi.

GMP status 26-05-2016 Routine GMP Inspectiorizood Compliance.

Decision in previous meeting | 265"Registration Board Meetingeld on 2425" January, 2017.
Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC:
1 The information provided by Redsection vide letter No. F-8/2016Req Il is hereby submitted farformation:

Section Product Detail Status Total products considered
Capsule(General) 09 products (M249) Approved 10
01 product (M255) Approved

1 Firm has claimed in housgpecificationsbut not provided the following documents in the light of decisior
267" RB meeting
Product and formulation development data
Manufacturing method development and process validation

Analytical method development and validath agai nst i nnovator s a
product

Comparative pharmaceuti cal equi val ence agai
profiling
Stability data of the product for accelerated and real time pargch i nst i nnovator 6s

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pi
section of applicant has already been considered by the Board.

47. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219A, SITE, Super Highwa Phase II, Karachi
Brand Name +Dosage Form + | FLUPINE 3mg/25mg CAPSULES
Strength
Diary No. Date of R& | & fee Diary No: 515, 17/11/2016, Rs.20,000/
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Composition Each capsule contains: Olanzapi
Fluoxetine HCI..25mg

Pharmacological Group Thiobezodiazepine + SSRI

Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price |As per SRO / 306s

Approval status oproduct in

Reference Regulatory Authoritie

SYMBYAX CAPSULE by Lily Pharma, USA.

Me-too status

Co-Depricap Capsule by M/s Nabigasim

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance

Decision in previous meeting

265" Registration Board Meetinigeld on 2425™ January, 2017.
Deferred for confirmation from Rely section about already apprail/
products against this section.

Evaluation by PEC:

1 The information provided by Redjsection vide letter No. F-8/2016Reg llis hereby submitted for information

Section Product Detail Status Total products
considered
Capsule(General) 09 products (M249) Approved 10
01 product (M255) Approved

I Firm has claimed mfgpecificationdut product monograph is available in USP

DecisionRegistration Board defered the application to be considererd on its turn/queue since 10 products pi
section of applicant has already been considered by the Board.

48.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi

Brand Name +Dosage Form +
Strength

FLUPINE 6mg/25mg CAPSULES

Diary No. Date of R& | & fee

Diary No: 519, 17/11/2016 , Rs. 20,000/

Composition ach capsule contains: Olanzapinrn
FluoxetineHCI......25mg

Pharmacological Group Thiobezodiazepine + SSRI

Type of Form Form5

Finished Product Specification | USP. Specification.

Pack size & Demanded Price |As per SRO / 306s

Approval status of product in

Reference Regulatory Authoritie

SYMBYAX CAPSULE by Lily Pharma, USA.

Me-too status

CO-DEPRICAP by M/s. Nabigasim Industries, Karachi

GMP status

26-05-2016 Routine GMP Inspectiorizood Compliance.

Decision in previous meeting

265"Registration Board Meetingeld on 2425" January, 2017.
Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:

1 The information provided by Redsection vide letter No. F-:8/2016Req Il is hereby submitted for information:

Section Product Detail Status Total products considered
Capsule(General) 09 products (M249) Approved 10
01 product (M255) Approved

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already been considered by the Board.
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49. | Name and address of M/s. Winthrox Laboratories

manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase II, Karachi.
Brand Name +Dosage Form + MEBAWIN 200mg CAPSULES
Strength
Diary No. Date of R& | & fee Diary No: 520 ,17/11/2016 Rs.20,000/
Composition Each capsule contains:
Mebavirine as HCI (prolong rel g
Pharmacological Group Antispasmodic
Type of Form Form5

Finished Product Specification | MFG Specifications
Pack size & Demanded Price |As per SRO / 106s

Approval status of product in COLOFAC MR Capsule by M/s Mylan Products Ltd, UK (MHRA).
Reference Regulatory Authoritie
Me-too status MEBEVER MR by M/s. Getz Pharmaceuticals, Karachi.

GMP status 26-05-2016

Routine GMP Inspectiorizood Compliance.

Decision in previous meeting 265"Registration Board Meetingeld on 2425 January, 2017.

Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:
9 Source of pellets: Vision Pharmaceuticals, Islamabad
1 The information provided by Redsection vide letter No. F-:8/2016Req Il ishereby submitted for information:

Section Product Detail Status Total products considered
Capsule(General) 09 products (M249) Approved 10
01 product (M255) Approved
Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 28
meeting

Product and formulation development data
Manufacturing method development and process validation

Anal ytical met hod devel opmeanalydi val | chat h o d
Comparative pharmaceuti cal equi val ence again
profiling

Stability data of the product for accelreferenteed and

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicant has already been considered by the Board.

50. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219A, SITE, Super Highwa Phase II, Karachi
Brand Name +Dosage Form + WINCY SR 200mg CAPSULES
Strength
Diary No. Date of R& | & fee Diary No: 524,17/11/2016 ,Rs.20,000/
Composition Each capsule contains: Acecl of e
Pharmacological Group NSAID
Type of Form Form5
Finished Product Specification | MFG Specifications
Pack size & Demanded Price | As per PRC
As per PRC
Approval status of product in Acec SR 200mg Capsule. CANADA (Not Confirmed)
Referencéregulatory Authorities|
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Me-too status Aceclo by M/s Maple

GMP status 26-05-2016, Routine GMP Inspectio@ood Compliance.

Decision in previous meeting 265"Registration Board Meetingeld on 2425" January, 2017.

Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:

1 Source of pellets: Vision Pharmaceuticals, Islamabad.

1 Approval status of product in Reference Regulatory Authomta¢sonfirmed

1 The information provided by Re section vide letter No. F-8/2016Reqg Il is hereby submitted for information:

Section Product Detail Status Total products considered
Capsule(General) | 09 products (M249) Approved 10

01 product (M255) Approved
Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting

Product and formulation development data
Manufacturing method development and process validation

Anal ytical met hod devel opment and validat:i

product
Comparative phar maceuti cal equi val ence agai

profiling
Stability dataot he product for accelerated and real ti me

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicant has already been considered Iltiye Board.

51. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase II, Karachi
Brand Name +Dosage Form + | ZIDORE 500mg CAPSULES
Strength
Diary No. Date of R& | & fee Diary No: 518, 17/11/2016 ,Rs.20,000/
Composition Each capsule contains:
Azithromyci né500mg
Pharmacological Group Macrolide antibiotic
Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price |As per SRO / 106s

Approval status of product in Azalid Capsule 500 mg by M/s Orion Laboratories, Australia. (Not
Reference Regulatory Authoritie| Confirmed)

Me-too status Acro Capsule 500 mg by M/s S.J and G Fazal Elahi Pvt Ltd, Karachi.
GMP status 26-05-2016

Routine GMP Inspection

Good Compliance.

Decision in previous meeting 265"Registration Board Meetingn 2425" January, 2017.

Deferred for confirmation from Rely section about already approwi
products against this section

Evaluation by PEC:
1 Approval status of product in Reference Regulatory Authoniti@onfirmed
1 The information provided by Relfj section vide letter No. F-:8/2016Reg Il is hereby submitted fc
information:
Section Product Detail Status Total products ensidered
Capsule(General) | 09 products (M249) Approved 10
01 product (M255) Approved
USP monograph is available for applied formulation.

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pf
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section of applicant has already been considered by the Board.

52.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase Il, Karachi

Brand Name +Dosage Form +
Strength

PAROXIL 20mg TABLET

Diary No. Date of R& | & fee

Diary No: 681 , 18/11/2016 , Rs. 20,000/

Composition

Each Tablet contains:

Paroxetine as HCI é20mg
Pharmacological Group SSRI / Antidepressant
Type of Form Form5
Finished Product Specification | USP
Pack size &Demanded Price As per SRO / 106s

Approval status of product in
Reference Regulatory Authoritie

Paxil 20 mg Tablet by M/s Apotex Technologies, USA.

Me-too status

Paroxin by M/s. Amarant Pharma, Karachi.

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance.

Decision in previous meeting

265"Registration Board Meetingeld on 2425 January, 2017.
Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:

1 The information provided by Redsection vide letter No. F-:8/2016Req Il is hereby submitted for information;

Section

Product Detail

Status Total products considered

Tablet(General)

10 products (M249)

Approved 10

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicant has already been considered by the Board.

53.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Higha Phase I, Karachi

Brand Name +Dosage Form +
Strength

PAROXIL CR 25mg TABLET

Diary No. Date of R& | & fee

Diary No: 680, 18/11/2016 , Rs. 20,000/

Composition

Each controlled release Tablet contains:

Paroxetine as HCI Hemi hydr at e é?Z
Pharmacological Group SSRI / Antidepressant
Type of Form Form5
Finished Product Specification | USP
Pack size & Demanded Price |As per SRO / 106s

Approval status of product in
Reference Regulatory Authoritie

Paxil CR Tablet by M/s Apotex Technologies, USA.

Me-too status

Paroxin CR Tablet by M/s. Amarant Pharma, Karachi.

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance.

Decision in previous meeting

265"Registration Board Meetirlgeldon 2425 January, 2017.
Deferred for confirmation from Rely section about already approwi
products against this section

Evaluation by PEC:

1 The information provided by Reljsection vide letter No. F-8/2016Reqg Il is hereby submitted farformation:
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Section Product Detail Status Total products
considered
Tablet(General) 10 products (M249) Approved 10

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicanthas already been considered by the Board.

54.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase Il, Karachi

Brand Name +Dosage Form +
Strength

PAROXIL CR 12.5mg TABLET

Diary No. Date of R& | & fee

Diary No: 510, 18/11/2016 , Rs. 20,000/

Composition

Each controlled release Tablet contains:

Paroxetine as HCI Hemi hydr at eé ]
Pharmacological Group SSRI / Antidepressant
Type of Form Form5
Finished ProducEpecification USP
Pack size & Demanded Price |As per SRO / 106s

Approval status of product in
Reference Regulatory Authoritie

Paxil CR 12.5mg Tablet by M/s Apotex Technologies, USA.

Me-too status

Paroxin CR 12.5mg Tablet by M/s. Amarant Pharma, Karachi.

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approv
products against this section

1 The information provided by Rédjsection vide letter No. F-:8/2016Req Il is hereby submitted for informatior|

Evaluation by PEC:

Section

ProductDetail

Status Total products considered

Tablet(General)

10 products (M249)

Approved 10

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicant has already been considered biye Board.

55.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase II, Karachi

Brand Name +Dosage Form +
Strength

WINTEK 250mg TABLET

Diary No. Date of R& | & fee

Diary No: 513,17/11/2016, Rs 20,000

Composition Each film coated Tabl et cont ainrn
Pharmacological Group Macrolide Antibiotic

Type of Form Form5

Finished Product Specification | USP

Pack size & Demanded Price |As per SRO / 106s

Approvalstatus of product in
Reference Regulatory Authoritie

Biaxin by M/s Abbvie Inc, USA.

Me-too status

Claritek by M/s. Getz Pharmaceuticals, Karachi.

GMP status

26-05-2016, Routine GMP Inspectiogood Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
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Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC:
1 The information provided by Redsection vide letter Na-.9-4/2016Req Il is hereby submitted for information:

Section

Product Detalil

Status Total products considered

Tablet(General)

10 products (M249)

10

Approved

DecisionRegistration Board deferred the application to be considererd on its turn/queuesince 10 products per|
section of applicant has already been considered by the Board.

56.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase II, Karachi

Brand Name +Dosage Form +
Strength

WINTEK 500mg TABLET

Diary No. Date of R& | & fee

Diary No: 514, 17/11/2016, Rs 20,000

Composition

Each film coated Tablet contains:
Clarithromyciné500mg

Pharmacological Group

Macrolide Antibiotic

Type of Form Form5
Finished ProducEpecification USP
Pack size & Demanded Price |As per SRO / 106s

Approval status of product in

Reference Regulatory Authoritie

Biaxin by M/s Abbvie Inc, USA.

Me-too status

Claritek by M/s. Getz Pharmaceuticals, Karachi.

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approv
products against this section

Evaluation by PEC:
1 The information provided by Redsection vide letter No. F-:8/2016Req Il is hereby submitted for information:

Section

Product Detail

Status Total products considered

Tablet(General)

10 products (M249)

10

Approved

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already been considered by the Board.

57.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase II, Karachi

Brand Name +Dosage Form +
Strength

Womic-D TABLET

Diary No. Date of R& | & fee

Diary No: 521, 17/11/2016 , Rs. 20,000/

Composition

Each Tablet contains:
Ossein Mineral Compl exé830mg
Vit amiére éBé& .400 .U

Pharmacological Group

Mineral+Vitamin

Type of Form

Form5

Finished Product Specification

Mfg Specifications
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Pack size & Demanded Price | As per SRO / Pack size as per SRO

Approval status of product in Wellese Calcium and Vitamin D3 Tablet by Botanical Laboratories, U
Reference Regulatory Authoritie
Me-too status Bonmin Tablet by M/s. S J & G Fazal Elahi Pvt Ltd, Karachi.

GMP status 26-05-2016

Routine GMP Inspection

Good Compliance.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:
1 Atomic Absorption Spectrophotometer is available
1 The information providetty Regll section vide letter No. F-8/2016Reg Il is hereby submitted for information:

Section Product Detail Status Total products considered
Tablet(General) 10 products (M249) Approved 10

Firm has claimed in housspecificationsbut not provided the following documents in the light of decision of' F&
meeting

Product and formulation development data
Manufacturing method development and process validation

Anal ytical met hod devel opmesntanandtvalail danteit & (
Comparative pharmaceuti cal equi val ence again
profiling

Stability data of the product for accehbhreferanteed and

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products p¢
section of applicant has already been considered by the Board.

58. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi
Brand Name +Dosage Form + | ZURICH 80mg TABLET
Strength
Diary No. Date of R& | & fee Diary No: 517, 17/11/2016 , Rs. 20,000/
Composition Each Tablet contains:
Febuxostat é80mg
Pharmacological Group Xanthine Oxidase Inhibitor/ Antigout
Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price | As per SRO / Pack size as per SRO

Approval status of product in Uloric 80mg Tablet by Takeda,USA.

Reference Regulatory Authoritie

Me-too status Zurig 80mg Tablet by M/s. Getz Pharmaceuticals, Karachi.
GMP status 26-05-2016,Routine GMP Inspectigrisood Compliance.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC.:
1 The information provided by Redsection vide letter No. F-8/2016Regll is hereby submitted for information:

Section Product Detail Status Total products considered
Tablet(General) 10 products (M249) Approved 10

Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting

Product and formulation development data
Manufacturing method development and process validation
Anal ytical met hod devel opmentanandgtvalail danteit & (
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Comparative pharmaceuti cal equi val ence again
profiling
Stability data of the product for accehbhferanceed a

DecisionRegistration Boarddeferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already been considered by the Board.

59. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi
Brand Name +Dosage Form + | LOTINOL-T 5mg/3mg per ml EYE DROPS
Strength
Diary No. Date of R& | & fee Diary No: 511, 17/11/2016 , Rs. 20,000/
Composition Each ml of eye drops contains:
Tobramyci né3mg
Pharmacological Group Corticosteroid+ Antibiotic
Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price | As per SRO / Pack size as per SRO

Approval status of product in Zylet Eye Drops Suspension by Baush and Lomb, USA.
Reference Regulatory Authoritie
Me-too status LotepredT eye drops by M/s. Elko Organization Pvt Ltd, Karachi.
GMP status 26-05-2016

Routine GMP Inspectiorizood Compliance.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC:

1 As per decision in 239th meeting of CLB, manufacturer can be allowed to manufacture steroidal eye d
other externally used preparations in relevant general section as long as they have adequate system an(
minimize crosontamination.

1 The information provided by Redsection vide letter No. F-:8/2016Req Il is hereby submitted for information:

Section Product Detail Status Total products considered
Eye Drops (General) | 07 products (M249) Approved 10
03 productgM-256) Deferred

Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting

Product and formulation development data
Manufacturing method development and procedisiation

Anal yti cal met hod devel opment and validat.i

product
Comparative pharmaceuti cal equi val ence agai

profiling
Stability data of the product for accel erated and

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already ben considered by the Board.

60. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi
Brand Name +Dosage Form + | LOTINOL 5mg/ ml EYE DROPS
Strength
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Diary No. Date of R& | & fee Diary No: 522, 17/11/2016 , Rs. 20,000/

Composition Each ml of eye drops contains:
Pharmacological Group Corticosteroid
Type of Form Form5

Finished Product Specification | MFG Specifications
Pack size & Demandd®rice As per SRO / Pack size as per SRO

Approval status of product in Lotemax Eye Drops by Baush and Lomb, USA.

Reference Regulatory Authoritie

Me-too status Lotepred Forte eye drops by M/s. Elko Organization Pvt Ltd, Karachi
GMP status 26-05-2016

Routine GMP Inspection

Good Compliance.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:

1 As per decision in 239th meeting of CLB, manufacturer can be allowed to manufacture steroidal eye d
other externally used preparations in relevant general section as long as they have adequate system an(
minimize crosontamination

1 The information provided by Redsection vide letter No. F-8/2016Req Il is hereby submitted for information:

Section Product Detail Status Total products considered
Eye Drops (General) | 07 products (M249) Approved 10
03 productgM-256) Deferred

Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting

Product and formulation development data

Manufacturing method development and process validation

Anal ytical method devel opment and validation
Comparative pharmaceuti cal equi val ence again
profiling.

Stability data of the productferc c el er at ed and r eal time period aga

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already been considered by the Board.

61. | Name and address of M/s. Winthrox Laboratories
manufacturer / Applicant Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi
Brand Name +Dosage Form + | OMEZOLE 20mg SACHET
Strength
Diary No. Date of R& | & fee Diary No: 512, 17/11/2016 , Rs. 20,000/
Composition Each sachet contains:

Omeprazole as magnesium (delayed release granules for
suspension) é20mg

Pharmacological Group Proton Pump Inhibitor

Type of Form Form5

Finished Produc®pecification Manufacturero6s specification

Pack size & Demanded Price | As per SRO / Pack size as per SRO

Approval status of product in Not available in SRA however 10mg delayed release granule
Reference Regulatory Authoritie| available in USFDA.

Me-too status Meprazole Sachet 20mg by M/s. Welwrd Pharmaceuticals, Hattar, KF
GMP status 26-05-2016

Routine GMP Inspection
Good Compliance.
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Decision inprevious meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Relj section about already approvi
products against this section

Evaluation by PEC:
9 Source of pellets: Vision Pharmaceuticals, Islamabad

9 Approval status of product in Reference Regulatory Authorities not confirmed
1 USP monograph is available for applied formulation.
1

The information provided by Reld section vide letter No. F-8/2016Reqg Il is hereby submitted for information]

Section

Product Detall

Status Total products considered

Sachet

09 products (M255)

08 Approved 09

01 Deferred

DecisionDeferredfor evidence of gproval of applied formulation in reference regulatory authorities and changg

of brand name.

62.

Name and address of

manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi

Strength

Brand Name +Dosage Form +

OMEZOLE 40mg SACHET

Diary No. Date of R& | & fee

Diary No: 569, 17/11/2016 , Rs. 20,000/

Composition

Each sachet contains:
Omeprazole as magnesium (delayed release
suspension) é40mg

granules for

Pharmacological Group

Proton Pump Inhibitor

Type of Form

Form5

Finished Product Specification

MFG Specifications

Pack size & Demanded Price |As per

SRO / 1x106s

Approval status of product in
Reference Regulatory Authoritie

Not available in SRA however 10mg delayed release granules ¢
available in USFDA.

Me-too status

Locally not available as single ingredient. Available as combination.

GMP status

26-05-2016

Routine GMP Inspectiorzbood Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approv
products against this section

Evaluation by PEC:

1 Source of pellets: Vision Pharmaceuticals, Islamabad.
9 Approval status of product in Reference Regulatory Authorities not confirmed
1 Me-too status not confirmed
1 The information provided by Relj section vide letter No. F-:8/2016Reg Il is hereby submitted f¢
information:
Section Product Detail Status Total products considered
Sachet 09 products (M255) 08 Approved | 09
01 Deferred

USP monograph is available for applied formulation

DecisionRegistration Boarddeferred for evidence of approval of applied formulation by reference regulatory

authoritiesand metoo status and change of brand name.

63.

Name and address of

manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219A, SITE, Super Highwa Phase II, Karachi

Brand Name +Dosage Form +

WAPIVAL SYRUP

Strength
Diary No. Date of R& | & fee Diary No: 516, 17/11/2016 , Rs. 20,000/
Composition Each 5ml contains:

Sodium Val proate eq. to

Val proi
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Pharmacological Group

Anticonvulsant

Type of Form

Form5

Finished Product Specification

USPspedfications

Pack size & Demanded Price

As per SRO/120ml

Approval status of product in

Referencéregulatory Authorities,

Valproic acid Oral Syrup by M/s Wockhardt, USFDA

Me-too status

Epival by M/s. Abbott Laboratories, Karachi.

GMP status

26-05-2016
Routine GMP Inspection
Good Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approvi
products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F:-8/2016Reg Il is herebysubmitted for

information:
Section Product Detail Status Total products considered
Syrup (General) 07 products (M249) 05 Approved 10
02 Deferred
03 products (M255 03 Approved

DecisionRegistration Board deferred the application to beconsidererd on its turn/queue since 10 products pe
section of applicant has already been considered by the Board.

64.

Name and address of
manufacturer / Applicant

M/s. Winthrox Laboratories
Plot # K-219-A, SITE, Super Highwa Phase Il, Karachi

BrandName +Dosage Form +
Strength

WINKIDOFEN DS SUSPENSION

Diary No. Date of R& | & fee

Diary No: 523, 17/11/2016 , Rs. 20,000/

Composition

Each 5ml contains:
| buprofené200mg

Pharmacological Group

NSAID

Type of Form

Form5

Finished ProducEpecification

Mfg Specifications

Pack size & Demanded Price

As per SRO / Pack size As per SRO

Approval status of product in

Reference Regulatory Authoritie

Childrends mortin M/

by

Me-too status

BRUFEN Suspension 200mg/s5ml by M/s. ABBOTT
LABORATORIES, Karachi.

GMP status

26-05-2016, Routine GMP Inspectio®ood Compliance.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Rely section about already approwi
products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F:8/2016Reg Il is hereby submitted fq

information:
Section Product Detail Status Total products
considered
Syrup (General) 07 products (M249) 05 Approved 10
02 Deferred
03 products (M255 03 Approved

USP monograph is available for applied formulation.

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
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section of applicant has already been considered by the Board.

65.

Name and address of
manufacturer / Applicant

M/s Saffron Pharmaceuticals (Pvt.) Ltd.
19Km, Sheikhupura road, Falahad.

Brand Name +Dosage Form +
Strength

Safofax Ointment

Diary No. Date of R& | & fee

20-09-2016 , Dy no. 831, 20,000/

Composition

Each unit contains:
Pol ymi xin B Sulp
Bacitracin Zinc

hate (USP)é1000(0
(BP)é.500 | U

Pharmacologicabroup

Antibacterial/Anti infective

Type of Form

Form5

Finished Product Specification

Ma n u f a c pedficagonsé s s

Pack size & Demanded Price

Rs. 48/20g

Approval status of product in
Reference Regulatory Authoritie

USFDA approved

Me-too status

Polyfax skin Ointment by GSK,

GMP status

Inspection report dated
26-10-2015 showing compliance of GMP as Good

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from section about already approved prof
against this section

Evaluation by PEC:

1 The information provided by Rely

section vide letter No. F.18/2013Reg IV is hereby submitted f(

information:
Section Product Detail Status Total products
considered
Cream/Ointment/  Ge 04 products (M263) 03 Approved 05
(General) Section 01 Deferred
01 product (M265) Deferred

DecisionRegistration Borad deferred for submission of latest GMPinspection report conducted withinlast one

year.

66.

Name and address of
manufacturer / Applicant

M/s. Titlis Pharma, Lahore

Brand Name +Dosage Form +
Strength

IrobestF Chewable Tablet

Diary No. Date of R& | & fee

31-10-2016 , Dy. No 1414 , Rs. 20000/

Composition

Each tablet Contains:
Iron (II) Hydroxide Polymaltose Complex Eq. to Elemental Ira®0mg

Folic Acidé. 0. 35mg
Pharmacological Group Haematinic
Type of Form Form5
Finished Produc®pecification MFG Specifications
Pack size & Demanded Price | As per SRO

Approval status of product in
Reference Regulatory Authoritie

Ferrum Fol 100mg/350mcg by Vifor (International ) Inc, France

Me-too status

Bislerif Tablet by M/s. Sami, Karachi

GMP status

Last Inspection report on 221-2016
GMP was compliant on the day of inspection

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
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Deferred for confirmation from section about already approved prof
against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.18/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considereg
Tablet (General) Sectio| 10 products (M245) 08 Approved 11

02 Referred to Law Division
01 product (M265) Deferred

Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting
Product and formulation development data
Manufacturing method development and process validation
Anal ytical met hod devel opmemtaland cwdl indkd thioadn g
Comparative pharmaceuti cal equi val ence again
profiling
Stability data of the product for accelreferenteed and

DecisionRegistration Board deferred the application to be considererd on its turn/queue since 10 products pt
section of applicant has already been considered by the Board.

67. | Name and address of M/s. Cirin Pharmaceuticals, Hattar
manufacturer / Applicant
Brand Name +Dosage Form + Stanem Injection 250mg

Strength
Diary No. Date of R& | & fee 20-06-2016 , Dy.207 Rs.20,000/
Composition Each vial contains:

Imipenem anhydrous .250mg

Cilastatin Sodiuneg.toCilastatin..250mg
Pharmacological Group (Carbapenem)
Type of Form Form5

Finished Product Specification | USPspedfications

Pack size & Demanded Price | As per PRC

16s Vi al

Approval status of product in Primaxin By Merck, USFDA
Reference Regulatory Authoritie
Me-too status Cilapen 250mg injection BY M/s. Bosch Pharmaceuticals

GMP status Inspection dated 071-2015

GMP very Good level of Compliance

Decision in previous meeting 265" Meetingof Registration Board held @%-25" January, 2017.
Deferred for confirmation from Registratidd section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.186/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products
considered
Injection Vial | 03 products (M258) 01 Approved 07
(Carbepenam) Section 02 Deferred

02 product (M190-A) Approved
02 products (M229) Approved
01 product (M265) Deferred
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DecisionDeferred for latest GMP inspection report conducted withinlast one year.

68.

Name and address of
manufacturer / Applicant

M/s Faas Pharmaceuticals, Karachi.

Brand Name +Dosage Form +
Strength

Omfaas 20mg Capsule

Diary No. Date of R& | &fee

1511-2016 , Dy.2322 , Rs.20,000/

Composition

Each capsule Contains:

Enteric coated pellets eq. to (

Pharmacological Group

Proton Pump Inhibtor

Type of Form

Form5

Finished Product Specification

USPspecifications

Packsize & Demanded Price

As per PRC2x7 capsule

Approval status of product in
Reference Regulatory Authoritie

Prilosec by Astrazeneca Pharmaceuticals in USA

Me-too status

Efone by M/s. Efroze

GMP status

Latest inspection report
1-09-2016
Good level of Compliance with GMP guidelines.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:

Source of pellets is Vision pharma.
COA of pellets is attached.

GMP of vision pharma is attached
Stability studies are attached

The information provided by Reld section vide letter No. F-8/2016Reg Il is hereby submitted for infornia:

= = =8 =8 =9

Section Product Detail Status Total products considered
Capsule (General) 01 products (M237) 01 Approved 08
01 products (M241) 01 Approved
05 products (M246) 03 Approved
02 Deferred
01 products (M254) 01 Deferred

DecisionApproved.

69.

Name and address of
manufacturer / Applicant

M/s Aulton Pharmacuticals, Hattar

Brand Name +Dosage Form +
Strength

Esomep sachet 40mg

Diary No. Date of R& | & fee

13-12-2016 , Dy.2413 , Rs.20,000/

Composition

Each Sachet contains
Esomeprazole magnesium
Esomprazol eéé.

trihydrate
4 0 mg

pellets (22.5%)

€q

Pharmacological Group

Proton pump inhibitor

Type of Form

Form5

Finished Product Specification

Ma n u f a speaificadoniications

Pack size & Demanded Price

As per PRC
30sachet

Approval status of product in
Reference Regulatory Authoritie

Nexiumi Astra Zeneca (FDA)

Me-too status

Somezol sachet of M/s Bosch
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GMP status Inspection dated1-01-2017,
GMP was satisfactory.

Decision in previousneeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:

1 Source of pellets is vision pharma.
1 COA s attached.
1 Stability studies of 3 batches is attached.
1 GMP of vision pharma is valid upto 8th Feb 2017.
1 The information provided by Rely section vide letter No. F.18/2013Reg IV is hereby submitted fc
information:
Section Product Detail Status Total productsonsidered
Sachet 01 products (M255) Approved 05
04 product (M265) Deferred
Firm has claimed in housspecificationsbut not provided the following documents in the light of decision of' F&
meeting
Product and formulation developmetta
Manufacturing method development and process validation
Anal ytical met hod devel opment and validation a
Comparati ve phar maceuti cal predqgcu includihgecoraparative gdegolatig
profiling
Stability data of the product for accelerated and
DecisionApproved with I nnovatordés specifications.
70. | Name and address of M/s Aulton Pharmacuticals, Hattar

manufacturer / Applicant
Brand Name +Dosage Form + Altum 2gm sachet

Strength
Diary No. Date of R& | & fee 151-2016 , Dy.5, Rs.20,000/
Composition Each Sachet contains
Strontium Ranel ateéé. . 2gm
Pharmacological Group Antiosteoporotic
Type of Form Form5

Finished Product Specification | Ma n u f a c pedficaon 6 s s
Pack size & Demanded Price | AsperPRQ1 x 7 6 s

Approval status of product in Protefos by Servier (MHRA)
Reference Regulatory Authoritie

Me-too status Orita by M/s. Pharma&vo
GMP status Inspection dated 101-2017

GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.18/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Sachet 01 products (M255) Approved 05
04 product (M265) Deferred
Firm has claimed in houspecificationsbut not provided the following documents in the light of decision of' F&
meeting

Product and formulation development data
Manufacturing method development and process validation
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Anal ytical met hod devel opment and validation ag

Comparative pharmaceuticaleqdiva nce agai nst i nnovatoroés product
Stability data of the product for accelerated and
DecisionApproved with I nnovatordés specifications.

71. | Name andaddress of M/s Aulton Pharmacuticals, Hattar

manufacturer / Applicant
Brand Name +Dosage Form + Mectal sachet 3gm

Strength

Diary No. Date of R& | & fee 151-2016 ,Dy.9, Rs.20,000/

Composition Each sachet contain®ioctahedral Smectite € 3gm
Pharmacological Group Antidiarrheals

Type of Form Form5

Finished Product Specification |Manuf act urer ds specifications

Pack size & Demanded Price | As per PRC

1x3006s
Approval status of product in SmectaFrance
Reference Regulatory Authoritie
Me-too status Diosecta by M/s. Woodward
GMP status Inspection dated 101-2017

GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.18/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Sachet 01 products (M255) Approved 05
04 product (M265) Deferred
Firm has claimed in housmecificationsbut not provided the following documents in the light of decision of' 78
meeting

Product and formulation development data
Manufacturing method development and process validation

Anal ytical method devel opment and validation a
Comparativgp har maceuti cal equivalence against innove
Stability data of the product for accelerated

DecisionAppr oved wi t $peclficationsaral charmgé of brand name

72. | Name and address of M/s Aulton Pharmacuticals, Hattar
manufacturer / Applicant
Brand Name +Dosage Form + Mibohaks Sachet

Strength
Diary No. Date of R& | & fee 151-2016 , Dy.8 , Rs.20,000/
Composition Each Sachet Contains:

Mebeverine HCLé. .éé..0.135gm
|l spagol Huskéé3. bgm
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Pharmacological Group Antispasmodic
Type of Form Form5
Finished Product Specification |Manuf act urerds specifications

Pack size & Demanded Price | As per PRC
1x3006s
Approval status of product in Fybogel (MHRA)
Reference Regulatory Authoritie
Me-too status Husk-M by M/s. Genix

GMP status Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.16/2013Reg IV is hereby submitted fo

information:
Section Product Detail Status Total products considered
Sachet 01 products (M255) Approved 05
04 product (M265) Deferred

Firm has claimed in housspecificationsbut not provided the following documents in the light of decision of' &
meeting

Product and formulation development data

Manufacturing method development and process validation

Analytical method developmentanda | i dati on against innovator6s
Comparative pharmaceutical equivalence against
Stability data of the product for accelerated and realtimeped agai nst i nnovator 6s |
DecisionApproved with Innovatords specifications.
73. | Name and address of M/s Aulton Pharmacuticals, Hattar

manufacturer / Applicant
Brand Name +Dosage Form + Senate Injection 60mg

Strength

Diary No. Date of R& | & fee 181-2016 , Dy.100 Rs.20,0060/

Composition Each 10ml clear glasvial contains: Ar t esunate é. . 6]
Pharmacological Group Antimalarial

Type of Form Form5

Finished Product Specification | Ma n u f a c pedficaton d s s

Pack size & Demanded Price | As per PRC

106s

Approval status of product in WHO Prequalified formulation
Reference Regulatory Authoritie
Me-too status Misonate by M/s. Tabros pharmaceutical 60mg/ml injection
GMP status Inspection dated 101-2017

GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section
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Evaluation by PEC:
1 Approval status of product in Reference Regulatory Authorities not confirmed.
1 The information provided by Rely section videletter No. F.164/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Liquid injection | 08 products (M255) Approved 12
(General) 04 product (M265) Deferred

International Pharmacopoea monograpaémailable for applied formulation

DecisionThe Board deferred the application for following reasons:
a) The application to be considererd on its turn/queue since 10 products per section of applicant I

already been considered by the Board.
b) For confirmation of formulation whether liquid Injectable or powder for injection.

74. | Name and address of M/s Aulton Pharmacuticals, Hattar
manufacturer / Applicant
Brand Name +Dosage Form + Senate Injection 30mg

Strength

Diary No. Date of R& | & fee 18-1-2016 ,Dy.99 Rs.20,000/

Composition Each 10ml clear glass vial contains
Artesunate é..30mg

Pharmacological Group Antimalarial

Type of Form Form5

Finished Product Specification | MFG Specifications

Pack size & Demanded Price | AsperPRQ1 6 s

Approval status of product in Not confirmed
Reference Regulatory Authoritie
Me-too status Misonate by M/s. Tabros pharmaceutical 60mg/ml injection
GMP status Inspection dated 101-2017

GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:

1 Approval status of product in Reference Regulatory Authoritiesardirmed.

M1 Me-too status not confirmed

1 The information provided by Rey section vide letter No. F.16/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Liquid injection | 08 productgM-255) Approved 12
(General) 04 product (M265) Deferred

DecisionThe Board deferred the application for following reasons:
a) The application to be considererd on its turn/queue since 10 products per section of applicant H
already been considered by th&oard.
b) For confirmation of formulation whether liquid Injectable or powder for injection.
c) The evidence of approval of formulation on reference regulatory authorities.

75. Name and address of M/s Aulton Pharmacuticals, Hattar
manufacturer / Applicant
Brand Name +Dosage Form + Unipolar injection 1mg
Strength
Diary No. Date of R& | & fee 18-05-2016,Dy.103, Rs.20,000/
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Composition Each 1ml amber glass ampoul e cd
Pharmacological Group Anticholinergic
Type of Form Form5
Finished Product Specification | Ma n u f a c pedficabon 6 s s
Pack size & Demanded Price | As per PRC
1ml*100 Ampoules

Approval status of product in
Reference Regulatory Authoritie

Atropine Sulfate Injection 1mg in 1rbly M/s Martindale pharma (MHR/
confirmed)

Me-too status

Elitopine Inj by M/s Elite Pharma

GMP status

Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:

1 The information provided by Red/

USP monograph is available for applied formulation.

section vide letter No. F.18/2013Reg IV is hereby submitted f(

information:
Section Product Detail Status Total products considered
Liquid injection | 08 products (M255) Approved 12
(General) 04 product (M265) Deferred

DecisionDeferred for clarification of already considered products

76.

Name and address of
manufacturer / Applicant

M/s Aulton Pharmacuticals, Hattar

Brand Name +Dosage Form +
Strength

Epicard Injection 1mg

Diary No. Date of R& | & fee

16-05-2016 , Dy.108, Rs.20,000/

Composition

Each 1ml ampoul e contains: Epir

Pharmacological Group

Alpha Beta 2 agonist

Type of Form

Form5

Finished Product Specification

Ma n u f a c tpedficatiens 6 s s

Pack size & Demanded Price

As per PRQ 1mI*100 Ampoules

Approval status of product in
Reference Regulatory Authoritie

Adrenaline Injection byrar Sterile Product§]SFDA

Me-too status

Adrenaline by M/s. Elite Pharmacuticals

GMP status

Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:

1 The information provided by Rely

USP monograph is available for applied formulation.

section vide letter No. F.18/2013Reg IV is hereby submitted f(

information:
Section Product Detail Status Total products considered
Liquid injection | 08 products (M255) Approved | 12
(General) 04 product (M265) Deferred

Decision:Deferred for clarification of already consideredproducts.

77.

Name and address of
manufacturer / Applicant

M/s Aulton Pharmacuticals, Hattar
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https://www.medicines.org.uk/emc/medicine/29684

Brand Name +Dosage Form +
Strength

Acyclo 5% ointment

Diary No. Date of R& | & fee

09-05-2016 , Dy.2165, Rs.20,000/

Composition

Each 5gm contains:

Acycl ovir éé. 250mg
Pharmacological Group Anti-viral
Type of Form Form5
Finished Product Specification | USP specifications
Pack size & Demanded Price |As per PRC/ 16s (5gm)

Approval status of product in
Reference Regulatory Authoritie

ZOVIRAX ointment by M/sVALEANT BERMUDA ,USFDA

Me-too status

Acylex Ointment by M/s Ferozsons

GMP status

Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rely section vide letter No. F.16/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Cream/ Ointmen| 05 products (M255) 04 Approved 07
(General) 01 Deferred
02 product (M265) Deferred

DecisionApproved.

78.

Name and address of
manufacturer / Applicant

M/s Aulton Pharmacuticals, Hattar

Brand Name +Dosage Form +
Strength

Acyclo 5% cream

Diary No. Date of R& | & fee

09-05-2016 , Dy.2169, Rs.20,060/

Composition

Each 5gm tube contains: Acyclovir ..5%w/w (250mg)

Pharmacological Group

Anti-viral

Type of Form

Form5

Finished Product Specification

Manufacturero6s specification

Pack size & Demanded Price

As per PRC/ 106s (5gm)

Approval status of product in
Reference Regulatory Authoritie

ZoviraxCream by M/s GlaxoSmithKline UK

Me-too status

Cycloz topical cream by M/s Ferozsons

GMP status

Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided by Rey

section vide letter No. F.18/2013Reg IV is hereby submitted fq

information:
Section Product Detail Status Total products considered
Cream/ Ointmen{ 05 products (M255) 04 Approved | 07
(General) 01 Deferred
02 product (M265) Deferred
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Firm has claimed in house specifications but not provided the following documents in the tightsién of 267 RB
meeting

Product and formulation development data

Manufacturing method development and process validation

Anal ytical met hod devel opment and vali dat iroduct a
Comparative pharmaceutical equivalence against
Stability data of the product for accelerated and
DecisionApprovedwi t h I nnovatorb6s specifications.
79. | Name and address of M/s Aulton Pharmacuticals, Hattar

manufacturer / Applicant
Brand Name +Dosage Form + Linzal dry suspension 100mg/5ml

Strength

Diary No. Date of R& | & fee 1501-2016 ,Dy.07 Rs.20,000/

Composition Each 5 ml contains: Linezolideld
Pharmacological Group Antibiotic

Type of Form Form5

Finished Product Specification |Manuf acturer 6s specifications

Pack size & Demanded Price | As per PRGQ 60ml bottle

Approval status of product in Zyvox 100 Mg/5 MI Granules For Oral SuspensiynM/S Pharmacia
Reference Regulatory Authoritie| Limited, USFDA

Me-too status Nezkil dry suspension by M/s. S.J& G Fazul Ellahie

GMP status Inspection dated 1@1-2017, GMP was satisfactory.

Decision in previous meeting 265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
1 The information provided byReglV section vide letter No. F.186/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Dry Powder for| 02 products (M255) 01 Approved | 03
Suspension (General) 01 Deferred
01 product (M265) Deferred
Firm has claimed in house specifications but not provided the following documents in the light of decisidhRB 4
meeting

Product and formulation development data
Manufacturing method development and process validation

Anal yti cal met hod devel opment and validation 4
Comparative pharmaceutical equivalence against
Stability dataofte pr oduct for accel erated and real ti me pi
DecisionApproved with Innovatordéds specifications.
80. Name and address of M/s Aulton Pharmacuticals, Hattar

manufacturer / Applicant
Brand Name +Dosage Form + Lumix Tablet

Strength

Diary No. Date of R& | & fee 16-05-2016, Dy.106, Rs.20,000/

Composition Each uncoated tabl et contains:
Lumefantrine é240mg

Pharmacological Group Antimalarial

Type of Form Form5

FinishedProduct Specificaton |Manuf acturer 6s specifications
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Pack size & Demanded Price

As per PRC/8 6 s

Approval status of product in
Reference Regulatory Authoritie

WHO prequalified formulation

Me-too status

Arceva by M/s. Sami Pharmacuticals

GMP status

Inspection dated 101-2017
GMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidh section about alread
approved products against this section

Evaluation by PEC:
9 Approval status of product in Reference Regulatory Authorities not confirmed

1 The information provided by Rely section videletter No. F.164/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Tablet (General) 09 products (M255) 09 Approved 10
01 product (M265) Deferred

Internationalpharmacopoeia monograph is acvaialble for applied formulation

DecisionApproved with International Pharmacopoeial specifications.

81.

Name and address of
manufacturer / Applicant

M/s. WelMark Pharmaceuticals, Hattar

Brand Name +Dosage Form +
Strength

Vancomark 500mg Injection

Diary No. Date of R& | & fee

Dy No. 247 dated 197-2016 Rs.20,000.

Composition

Each vial contains:
Vancomycin hydrochloride ready to fill powder equivalent to Vancom)

.500mg
Pharmacological Group Antibiotic
Type of Form Form5

Finished Product Specification

USP specifications

Pack size & Demanded Price

As per SRO/ 16s

Approval status of product in
Reference Regulatory Authoritie

Vancomycin 500mg Powder for Solution for Infusion by M/s
Wockhardt UKLtd, MHRA

Me-too status

Vinjec by Bosch Pharma

GMP status

Last inspection report on 421-2017
Overall cGMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidd section about
already approved products against this section

Evaluation by PEC:
1 The information provided by Rel section vide letter No. F.186/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Dry Powder Injectiony 02 products (M209) Approved 07
(General) 01 product (M212) Approved
02 product (M246) Approved
02 products (M265) Deferred

DecisionApproved.

82.

Name and address of

manufacturer / Applicant

M/s. WelMark Pharmaceuticals, Hattar

Brand Name +Dosage Form +

Vegacil Dry Powder Injection
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Strength

Diary No. Date of R& | & fee

25-03-2015, Dy.No0.248Rs.20,000/

Composition Each 5ml vial Contains:

Tigecycline powder for reconsti
Pharmacological Group Antibiotic
Type of Form Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As per SRO/ 16s

Approval status of product in
Referencéregulatory Authorities

Tygacil 50mg powder for solution for infusiday M/s PfizerLtd MHRA

Me-too status

Tygacil By M/s. pfizer

GMP status

Last inspection report on 421-2017
Overall cGMP was satisfactory.

Decision in previous meeting

265" Meetingof Registration Board held on 26" January, 2017.
Deferred for confirmation from Registratidd section about
already approved products against this section

Evaluation by PEC:

1 The information provided by Rely section vide letter No.F.164/2013Reg IV is hereby submitted fc

information:
Section Product Detail Status Total products considered
Dry Powder Injection 02 products (M209) Approved 07
(General) 01 product (M212) Approved

02 product (M246) Approved

02 productgM-265) Deferred

USP monograph is available for applied formulatioon

DecisionAppr oved

and

the firm shaldll not claim the for

83.

Name and address of
manufacturer / Applicant

M/s. MTI Medical (Pwt), Itd, Lahore

Strength

Brand Name+rDosage Form +

Norepinephrine Tartrate injection 2mg/ml

Diary No. Date of R& | & fee

Dy. No 197 0311-2016 Rs. 20000/

Composition Each 4ml vial Contains
Norepinephrine tartrateéé. . 2mg/
Pharmacological Group Alpha-adrenoceptor agonist
Type of Form Form5
Finished Product Specification | --.
Pack size & Demanded Price | As per SRO.

Approval status of product in
Reference Regulatory Authoritie

Levophed by Hospira USA

Me-too status

Norepine by Allmed Pharma

GMP status

Evaluator.

Previous Remarks of the

The case was discussed in 26veeting of Registration Board under {
category of New License / New Section with following details:
AFi |l es were r ec e-6/2083ReqV dated 2411-2016. |
Letter states that 9 products have already been registered for Inje
Vial general section. Now firm has applied for one more product.

Previous Decision

The registration Board in its 264neeting deferred the case for evidel|
of approval by reference relgtory authorities

Eval uati on

of

f

1 Firm has stated that it was a typographic error in composition
correct composition is as under:
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AfEach 4 ml vial contains:
Norepinephrine bitartrate ¢€é.
base = 4mgo
1 Following reference stated by firm for above mentioned |
composition has been verified:
fiNorepinephrine 1 mg/ml Concentrate for Solution for Infusibm/s
Hospiraappr oved by MHRA UKDO
1 Firm has submitted master formulation as per new composition.
1 USP mmograph is available for applied formulation.

DecisionApproved with USP specifications.

84.M/s Vision Pharma Islamabhdd been granted three additional sections, enlisted below,
in its 247" CLB meeting:
i.  Liquid Ampoule (General)
ii.  Liquid vial (General)
iii.  Dry Powder Injection (Steroids)

The firm had submitted various applications against above cited sections. Registration
Board in its 268 meeting had considerdd molecules Liquid Ampoule (General) section.

In 264" DRB meeting the firm submitted to surrendleree products due to marketing
reasons, which were approved in $6@gistration board meeting but the registration letter is

awaited, and requested to consider three products tabulated hereafter.

Sr.# Products considered in 260 RB Alternate products requested by Firm for
meeting replacement

1 Tramax 50 mg injection Tramax 100 mg injection Each 2ml ampoule contg
Each ampoule (1ml) contains : Tramadol Hydrochl ori deé
Tramadol Hy dr o c h I | Opioid analgesics

Ma n u f a<Speacificationd

2 Zytec 25 mg Injection Zytec 50 mg Injection

Each ampoule (1 ml) contains: Each 2ml ampoule contains:

Ranitidine Hydrochloride equivalenttol Rani t i di ne hydrochl or i
Ranitidineéé?25 mg|Histamine H2 Receptor Antagonist

(USP Specification¥
(U.S.P.Specification¥
3 Pyritec 150mg Injection Pyritec 300 mg Injection
Each ampoule (1 ml) contains: Each 2ml ampoule contain:
Paracet amol USP é|Paracet amol USPé. 300
( Manuf a Speadficaiong 6 s Analgesic & Antipyretic

( Ma nuf aS$peciiicateon}(d s

Registration Board did not accede to fi
approved products with other applications.Now the firm has submitted that we do not intend
to seek approval of any nawolecule rather we have requested for additional strengths of our

already approved molecules as enlisted below:
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Details of additional strengths of above formulations, requested by firm are as follows:

Tramax 50 mg injection
Each ampoule (1 ml) contains:

Tr amadol

Hydrochl ori de

Zytec 25 mg Injection
Each ampoule (1 ml) contains:

Raniti di

ne

(USP Specification¥

Hydrochl ori de

ée.

50 mg

equi val ent

I.  Registration of Drugs not included in listl

Sr.# Name and Brand Name Type of Form Remarks on the Remarks of
address of (Proprietary Initial date, formulation (if any) the
manufacturer / name + Dosage diary including International Evaluator.
Applicant Form + Strength) Fee including status in stringentdrug
Composition differential fee regulatory agencies /
Pharmacological | Demanded Price / authorities
Group Pack size Me-too status
Finished product GMP status as depicted in
Specification latest inspection report
(with date) by the
Evaluator
1. M/s Vision Tramax 100 mg Form 5 MHRA-UK approved
Pharma injection Each 17-10-2016
Plot 2223 2ml ampoule Dy No. 1670 Symol Injection of M/s
Industrial contain: Rs 20,000 Indus Pharma
triangle, Kahutg Tramadol 17-10-2016 Last inspection report
road, Islamabad Hy d r o c h | 1*5086s 9-2-2016
100 mg 1*1006s ConfirmsGMP.
Opioid analgesics As per SRO
2. M/s Vision Zytec 50 mg Form 5 MHRA-UK approved
Pharma Injection 17-10-2016
Plot 2223 Each 2ml Dy No. 1669 Anine Injection of M/s
Industrial ampoule contains Rs 20,000 Nexus Pharma
triangle, Kahutg Ranitidine 17-10-2016
road, Islamabad hydrochloride eq. 1*506s Last inspection report
to ranit 1*1006s 9-2-2016
50 mg As per SRO Confirms compliance to
Histamine H2 GMP.
Receptor
Antagonist
(U.S.P.
Specification}
Decision: Registration Board deferred for clarification regarding confirmation of
date of submission of registration applications
b. Miscellaneous Cases

Following applications have been received vide letter Ne42613 RIIl from Rl

section stating that thimllowing duplicate registration applications are being forwarded to

PEC for evaluation, theriginal dossiers havalready been forwarded to PEC for evaluation
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vide this section letter No.iNdated 1702-2014 and 093-2014.The application has now

been evaluatednd hereby presented before the board

85.

Name and address of
manufacturer / Applicant

M/s. Wenovo Pharmaceuticals, Rawalpindi.

Brand Name +Dosage Form +
Strength

Aroxewen 12.5mg tablets

Diary No. Date of R& | & fee

DY.No 221, 2601-2014, Rs 20,000

Composition

Each controlled release tablet contains:

Paroxetine as HCLEé. 12. 5mg
Pharmacological Group Anti Psychotic
Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price 1*1006s, 3*106s As Fixed by

Approvalstatus of product in
Reference Regulatory Authorities.

Paxil CRUSFDA

Me-too status

Deroxat CR Tablet by Global

GMP status

Last Inspection Report 11-:2017,the firmis complying GMP as
of today.

Remarks of the Evaluator.

U Rs 20,000 fee challan it in original.
U Firm has claimed USP Specifications and the produ

present in available pharmacopoeia (LB

Decision: Deferred for confirmation of pharmacological group and verification of fee challans of

Rs.20,000/.

86.

Name and address of
manufacturer / Applicant

M/s. Wenovo Pharmaceuticals, Rawalpindi.

Brand Name +Dosage Form +
Strength

Pantowen 40mg capsule

Diary No. Date of R& | & fee

DY.No 220, 171-2014, Rs 20,000

Composition

Each capsule contains:
Panntoprazole enteric coatpellets eq. to

Pantoprazoleé. . 40mg
Pharmacological Group Proton Pump Inhibitor
Type of Form Form5
Finished Product Specification Mfg
Pack size & Demanded Price 2*76s Alu Alu blister pack
Approval status of product in A-Pan , India

Referencéregulatory Authorities.

Me-too status

Pantozole by Valour Pharma

GMP status

Last Inspection Report 11-2017,the firmis complying GMP as
of today.

Remarks of the Evaluator.

U Pellets are obtained from Vision Pharma, Isb

GMP of VisionPharma is valid upto 22-2018
Stability studies of pellets are provided.
International availability cannot be confirmed
Rs 20,000 fee challan is not in original.
Firm has claimed Mfg Specifications and the produg
not present in available pharmacopoefeSP39,
BP2016) ) while following documents have not beg
provided as per decision of Registration Board take
it in its 267" meeting;

1. Product and formulation development data

2. Manufacturing method development and prog

validation

[ - et entiN en-N enH]

3.  Analytical method dvelopment and validatio
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(accuracy, precision, specificity, linearity, ruggedn

and robustness) against analytical method
i nnovatords product

4. Comparative pharmaceutical equivalence agg
i nnovatordés product i n

profiling and preferably bi@quivalence

5.  Stability study data of the product for accelerated
real ti me period again
reference

Decision: Deferred for evidence ofpproval in Reference Regulatory Authoritiesand verification of

fee challans Rs.20,000/

87.

Name and address of
manufacturer / Applicant

M/s. Wenovo Pharmaceuticals, Rawalpindi.

Brand Name +Dosage Form +
Strength

Saxavo bmg Tablet

Diary No. Date of R& | & fee

DY.No not written, 182-2014, Rs 20,000

Composition

Each film coated tablet contains:
Saxagliptin HCL (Anhydrous

Pharmacological Group

Oral hypoglycemic(Antdiabetic) (Dipeptidyl peptidasé

inhibitor)
Type of Form Form5
Finished Product Specification Mfg
Pack size &Demanded Price 3*106s, As per MOH
Approval status of product in Onglyza USFDA

Reference Regulatory Authorities.

Me-too status

Sexagen by Genix Pharma

GMP status

Last Inspection Report 11-:2017, Company is complying GMH
as of today.

Remarks othe Evaluator.

U Rs 20,000 fee challan is not in original.

0 Saxagliptin is prone to undergo an intmmlecular
cyclisation reaction in solution & solid states to forn
cyclic amidine. The tablet formulation was develoj
using active an active coating prosde minimize this
formation. Saxagliptin was embedded within a f
coat of Opadry spray coated onto inert core tab
During the coating process, Saxagliptin free bas
converted irsitu into hydrochloride salt.

Reference: EMA

U Firm has claimed Mf@pecifications and the product
not present in available pharmacopoeia (USH
BP2016)) while following documents have not be
provided as per decision of Registration Board take
it in its 267" meeting;

1. Product and formulation development data

2. Manuacturing method development and proc
validation

3. Analytical method development and validati

(accuracy, precision, specificity, linearity, ruggedn
and robustness) against analytical method
i nnovatoro6s product

4. Comparative pharmaceutical equivalen againsi
i nnovatoro6s product i ng
profiling and preferably bi@quivalence.

5. Stability study data of the product for accelerated

real ti me period again
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| reference

Decision: Registrtaion Board deferred the case for clarificationto avoid cyclisation process. The Boarg
further, decided to get clarification frompreviousregistration holders ofsame formulation.

88.

Name and address of
manufacturer / Applicant

M/s. WenovoPharmaceuticals, Rawalpindi.

Brand Name +Dosage Form +
Strength

Saxavo 2.5mg Tablet

Diary No. Date of R& | & fee

DY No. not written, 182-2014, Rs 20,000

Composition

Each film coated tablet contains:
Saxagliptin HCL (Anhydrous) Eq.t8a x agl i pti n

Pharmacological Group

Oral hypoglycemic(Antdiabetic) (Dipeptidyl peptidasé
inhibitor

Type of Form Form5
Finished Product Specification Mfg
Pack size & Demanded Price 3*106 s, As per MOH

Approval status of product in
Reference Regulatory Authorities.

Onglyza USFDA

Me-too status

Sexagen by Genix Pharma

GMP status

Last Inspection Report 11-:2017, Company is complying GMH
as of today.

Remarks of the Evaluator.

U Rs 20,000 fee challan is not in original.

U0 Saxagliptinis prone to undergo an intraolecular
cyclisation reaction in solution & solid states to forn
cyclic amidine. The tablet formulation was develoj
using active an active coating process to minimize
formation. Saxagliptin was embedded within a f
coat of Opadry spray coated onto inert core tab
During the coating process, Saxagliptin free bas
converted irsitu into hydrochloride salt.

Reference: EMA

0 Firm has claimed Mfg Specifications and the produg

not present in availablepharmacopoeia (USP3

BP2016) ) while following documents have not beg

provided as per decision of Registration Board take

it in its 267" meeting;

Product and formulation development data

Manufacturing method development and prog

validation

3. Analytical method development and validati

(accuracy, precision, specificity, linearity, ruggedn

and robustness) against analytical method

i nnovatoro6s product

Comparative pharmaceutical equivalence agg

i nnovator6s product lutiong

profiling and preferably bi@quivalenc.

5. Stability study data of the product for accelerated
real ti me period again
reference

N

Decision: Registrtaion Board deferred the case for clarification to avoidyclisation process. The Boarg
further, decided to get clarification from previous registration holders of same formulation.

89.

Name and address of
manufacturer / Applicant

M/s. Wenovo Pharmaceuticals, Rawalpindi.

Brand Name +Dosage Form +

Lansowen 30mg tablet
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Strength

Diary No. Date of R& | & fee

Dy. No. not written, 172-2014, Rs, 20,000.

Composition

Each capsule contains:
Lansoprazole as enteric coated pellets8.5%eq
toLansoprazoke é é ..30mg

Pharmacological Group

Proton Pump Inhibitor

Type of Form Form5
Finished Product Specification USP
Pack size & Demanded Price 2*70s, As per MOH

Approval status of product in
Reference Regulatory Authorities.

Prevacid USFDA

Me-too status

Protozol by Bosch pharma

GMP status

LastInspection Report £1-2017, Company is complying GMR
as of today.

Remarks of the Evaluator.

U Source of pellets is Vision pharma.

Stability studies of pellets are provided.

GMP of vision pharma is valid upto 2t2018

Rs 20,000 fee challan is notaniginal.

Firm has claimed USP Specifications and the produ

cC:CcCC:C

present in available pharmacopoeia (USP39)

Decision: Approvedafter verification of fee challans of Rs.20,000from B & A, Division. The Board
has

authorized 11t6

s Chairman for i ssuance of

Following product of M/s Atco Laboratories Ltd. was approved in 264 meeting of

Registration Board

90.

Name and address of
manufacturer / Applicant

M/s ATCO Laboratories Limited, B8 SITE Karachi.
(1701)

Brand Name +Dosage Form +
Strength

Melati 25mg Tablet

Diary No. Date of R& | & fee

Dy. No: 1013 dated. 12.06.2012 Rs.15,000/
Rs. 35000/dated 3107-2013 &

Composition

Each film coated tablet contains:

Agomel atine MS é. é. 25mg

Pharmacological Group

Anti-Depressant

Type of Form

Form5 D

Finished Product Specification

Ma n u f a cSpecifications s

Pack size & Demanded Price

Rs. 175/ Tablet
70s, 146s, 2806s

Approval status of product in

Reference Regulatory Authoritie

Valdoxan 25 mg filracoated tablets/HRA

Me-too status

N/A

GMP status

Inspection report dated0-06-2016 shaving compliance
of GMP as Satisfactory

The firm had not submitted stabilitytudies as per guidelines of 25meeting of

Registration Board, as it is mandatory for ForAD Spplications, so the matter is placed

before the Board for review of decision made in"26%eting against said product.

Decision:

Registration Board reviewed decision of 264 meeting andnow deferred

the case for submission of stability studies as per guidelines of 951
meeting of Registration Board being application on Form 5D
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iii.  Timelines for scrutinization of registration applications
Registration Boardin its various meetings discussed matter of scrutinization of

registration application and also deliberated to develop timelines for this purpose.
Accordingly following proposal is submitted for consideration of Registration Board.

1. For cases of local maradturing where documents other than stability study data,
formulation development data, and analytical method validation data is required
the time given to the firm to furnish the documents is 15 days.

2. For cases of import where original, legalized CoPP/@iesale is required, a
time period of upto 60 days is provided

3. For cases of local manufacturing where stability study data is required, a time
period upto 9 months is provided

Keeping in view number of applications pending for reply from the firm, guidelines
from the Registration Board is required, whether to issue a reminder after the provided time
period has been expired or present the case in the upcoming meeting. If @eremio be
issued how much time should be provided to the firm and how many reminders should be
issued for fresh applications.

Decision: Registration Board deliberatedthat inorder for judicious consideration of

registration applications, following procedureshall be adopted
1. In case of registration applicationsfor local manufacturing and cases

already deferred by Registration Board where documents other than
stability study data, formulation development data and analytical method
validation data is required, initial letter of shortcomings (if any)shall be
issued by P E& R Division to applicant with advise to respond within 30
days of letter. In case reply by the firm is still deficient, another letter will
be issued with advise to respond withinl5 des time. Then case shall be
placed before Registration Board for its consideration.

2. In case of registration applicationsof imported pharmaceutical product,
where original, legalized CoPP/GMP/Freesale is required a time period of
upto 120 days shll be provided to the firm. Then case shall be placed
before Registration Board for its consideration.

3. In case of registration applications for local manufacturing, where
stability study data, formulation development data and analytical method
validation data is required, a time period upto 12 months sall be
provided to the firm. Then case shall be placed before Registration Board
for its consideration.

4. All correspondence shall be delivered by registered pastHowever,
authorized representative can also reeive letter on belahf of the firm.

iv.  Specific Manufacturing Requirements for certain classes of drugs
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Subsection 5. 2 of Sectioh (Premises) of Schedule B of Drugs (Licensing,
Registering & Advertising) Rules, 1976, describesl¢hkcated facilitie®or Production and is

reproduce as

A Dedicated facilities self contained facilities for the production of a particular drug
shall be provided in addition to the general facilities suchighly sensitizing
materials ( e.g., penicillin) or biologicareparations(e. g., live microorganisms) or
cytotoxic substances or radiopharmaceuticals or veterinary immunological
preparations or sterile products or for that matter such other highly active
pharmaceutical products, antibiotics, hormones as may bdfieléridy the CLB at

any stage in order to minimize the risk of a serious medical hazard due to cross

contaminationééééeceo.
Registration Boardn its 248"'meetingdiscussedhe manufacturing requirements

the light of GMPfor certainclasses of druggamdy Immunosuppressants, Letrozole and
Anastrozole andClomipheneThe Chairman advised member Régistration Board, PPMA
and Pharma Bureau to forward their comments with scientific rationale for consideration by
the Board But till now, no comment was rewed from any quarter.

The main concern on the issue was to define or clarify that whether there is any
requirement of GMP related to manufacturing of these drugsdedicated, segregatedior
a sharing/commomanufacturingfacility. The Chairman advisemembersof Registration
Boad, PPMA and PharmaBureau to forward their comments with scientific rationale for
consideration by theBoardut till to date no solid comments came up with the scientific
rationale.

The Pharmaceutical Evaluation and Registra(PE & R), Division has taken up the
issue and evaluated the case with the following advancements on the matter:

1. An email was sent to the following 7 reference drug agencies in spite of extensive
net searching carried out on the issue:

a. USFDA,

b. HealthProducts and-ood Branc{HPFB), Health Canada,

c. EMA,

d. TGA-Australig

e. PMDA - Japan

f. MHRA-UK

g. Swissmedid Switzerland

2. Up-till now mail from only two reference agencies have been received one is from
Swissmedic and MHRA. The mail from MHRA is mop®nclusive and is
reproduced as below:

fiINone of the products you name are mandated as requiring
dedicated facilities by the EU GMP but manufacturers would be
expected to assess whether they fall into the highly hazardous
category and if so complete a fulazard evaluation including
determining a permitted daily exposure (PDE) where they are
regarded as highly hazardoushis data would then be used in a
detailed risk assessment and mitigation process and only if cross
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contamination above the PDE level bmot be safely prevented
with other organisational and technical measures would full
dedicated facilities be required.
EU competent authorities review the approach taken by companies
during the onsite inspection process.
This flexible approach wasdeveloped mindful of new
technological advances in equipment that can provide alternative
controls to separate and dedicated faciliiies.

3. Two of the important guidelines as forwarded by the above MHRA Inspectorate in

assigning a drug to be a highly hataus is reproduced as below:

0 né. . dedieated facilities are required for manufacturing active
substances and medicinal products with a high sensitising potential for
which scientific data does not support an acceptable level of exposure or
the risk assaated with the handling the product at the facility cannot be
adequately controlled by organisational or technical measures.
Classification of an active substance or medicinal product with a high
sensitising potential should consider whether the substtrmes a high
frequency of sensitising occurrence in humans; or a probability of
occurrence of a high sensitisation rate in humans based on animal data or
other validated tests. Severity of these reactions should also be considered
and should be included aweight of evidence assessment.

U0 Q2. What products/active substances are considered to be highly hazardous?

A: Highly hazardous products are those that can cause serious adverse
effects at low doses and that therefore would benefit from a full
toxicological assessment in order to derive a safe HBEL. Highly hazardous
products are identified based on their inherent toxicological and
pharmacological characteristics and include the groups below (this list is
not an exhaustive list and if evidence is avaddlalmdicating that the
product may cause adverse effects at low doses by other mechanisms it
should be considered as highly hazardous). Manufacturers should consider,
via a safety assessment against the guidance below, if products/active
substances shoulte considered highly hazardous. Evidence indicating a
product or active substance falls within any of the categories below should
result in a product being considered highly hazardous. If in doubt,
manufacturers should consider the product potentiallylyighazardous

and apply the EMA guide (EMA/CHMP/CVMP/SWP/169430/2012) in
full to derive a safe HBEL.

1. Genotoxic (specifically mutagenic) compounds that are known to be, or
highly likely to be, carcinogenic to humans. Compounds of this group are
easily identifiable, since genotoxicity would be related to the
pharmacology, e.g. as DNA alkylating cytostatiand their use is usually
restricted to oncology indications with respective warning statements in
the Summary of Product Characteristics.

2. Compounds that can produce reproductive and/or developmental effects

at low dosages, for example where evoemxistsof such effects being

caused by a clinical dosef<l10mg/day (veterinary dose equivalent
02ngk g/ day) or dosagesnglkgidayani mal st udi

3. Compounds that can produce serious targetnotgaicity or other
significantadverseeffectat low doses, for example where evidence exists
of such effects being caused byglaical dose of <10 mgay (veterinary
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dose equivalent 0.2 mg/kg/day) or dosagesaim i ma | studi es
mg/kg/day.

4. Compounds with a high pharmacological potei.e. reommended
daily dose of <1 mgveterinary dose equivalent 0.02 mg/kg).

5. Compounds with a high sensitizing potential.
4. The response from rest of the agencies is still awaited.

5. In the light of above scientific milieu and Legal backdrop, it is concluddd tha

a. None of Class of these drugs under question viz. i) Aromatase Inhibitors
(Letrozole and Anastrazole etc.) i) Immunosuppressants (e.g.,
Azathioprine, Cyclosporins etc) and iii) Clomiphene / Clomifene is highly
sensitizing like Betd.actams.Therefore, lhere is no need of Dedication.

There is no scientific basis or rationale for segregation of:

i. Aromatase Inhibitors (Letrozole and Anastrazole etc.),

ii. Clomiphene / Clomifene and

iii. Immunosuppressant.

b. Similarly, all the drugs of these classes are found higahatdous as are
present inNIOSH List of Antineoplastic and Other Hazardous Drugs in
Healthcare Settings, 2016 which is preparedCbuyters for Disease Control
and Prevention National Institute for Occupational Safety and Health.

I. Letrozole and Anastrazoleare categorized in the list of drugs
(Table:® Anti-neoplastic Drugs) which are hazardous to males or
females who are actively trying to conceive, women who are
pregnant or may become pregnant, and women who are breast
feeding, beause they may be present in breast milk. These drugs
represent an occupational hazéwdchealthcare workers and should
always be handled with use of recommended engineering controls
and personal protective equipment (PPE), regardless of their
formulation (IV [intravenous], SC [subcutaneous], topical, tablet,
or capsule). Unopened, intact tablets and capsules may not pose the
same degree of occupational exposure risk as injectable drugs,
which usually require extensive preparation. Cutting, crushing, or
otherwise manipulating tablets and capsules will increase the risk
of exposure to workers.

ii. Immunosuppressant§like Azathioprine, Cyclosporine,
mycophenolate mofeti and Tacrolimus etc.) are categorized in the
list of drugs (Table:2 antineoplastic Drugs) whiohy represent an
occupational hazard to males or females who are actively trying to
conceive, women who are pregnant or may become pregnant, and
women who are breast feeding, becatissy may be present in
breast milk. Unopened, intact tablets and capsukegnot pose the
same degree of occupational exposure risk as injectable drugs,
which usually require extensive preparation. Cutting, crushing, or
otherwise manipulating tablets and capsules will increase the risk
of exposure to workers.

iii. Clomiphene / Clonifene alongwith Clonazepam, Colchicine,
Dinoprostone, Dutasteride (Women warned not to hanglle
Finageride Women should not handle crushed or broken fiasteride
tablets when they are pregnant or may potentially be pregnant, due
to potential risk to a maléetus; FDA Pregnancy Categor¥),
Fluconazole, Misoprostol, Paroxetine, Ribavirin, Topiramate, Tretinoin,
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Valproic acid, Voriconazole, warfarin, Ziprasidone and Zoledronic acid
etc. is categorized in the list of drugfable:3 Other Drugswhich
represent potential occupational hazard to males or females who
are actively trying to conceive, women who are pregnant or may
become pregnant, and women who are breast feeding, as they may
be present in breast milk. Unopened, intact tablets and capsules
may not @se the same degree of occupational risk as injectable
drugs that usually require extensive preparation. Cutting, crushing,
or otherwise manipulating tablets and capsules will increase the
risk of exposure to workers
c. Sinceit is legal and ethical respobdity of a Licensee to undertake

protective measures for the handling of hazardous drugs. The Registration

Board may recommend the Licensed Manufacturers for considering the

science based internationally accepted actions in their settings/ facilities /

premises for the protection of their workers. A reference may also be sent

to the Licensing Board on the matter as well.

d. Since, it is the prerogative of Licensing Board to identify and finally

decide about the Segregation or Dedication about any spelzifis of

drug. The recommendations may be sent to the relevant Board and the

representatives of stakeholders i.e., PPMA and Pharma Bureau etc. may

submit their input in the Licensing Board as well.

For better understanding the classification of Letrozole &ad
immunosuppressants as per ATC / WHO Coding system is reproduced as below:
L - Antineoplastic and immunomodulating agents

LO1 - Antineoplastic agents

LO1A - Alkylating agents
LO1B - Antimetabolites
LO1C- Plant alkaloids and other natural products
LO1D - Cytotoxic antibiotics
LO1X - Other antineoplastic agents
LO2 - Endocrine therapy
LO2A - Hormones and related agents
LO2B - Hormone antagonists and related agents

LO2BA - Anti-estrogens
LO2BB - Anti-androgens
LO2BG - Enzyme inhibitors
LO2BGO03- Anastrozole
LO2BGO04- Letrozole
LO2BX - Other hormone antagonists and related agents
LO3 - Immunomodulating agents
LO4 - Immunosuppressive agents

U Itis very clear thatetrozole&& anastrozolearelassified under the major class
Antineoplastic and Immunomodulating Adsmwhich is further divided into4
sub classes; buhese ar@ot the cytotaic drugs i.e., L (01).
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Decision: Regisration Board deferredfor comments of stakeholders.
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Case No. 02: New Section/New DML

a) Fresh Evaluation

i. M/s Ipram International Pharmaceuticals Islamabad

Following registration dossiers have been received vide letter N@/Z086 (RIIl) dated 24" April 2017 stating
that Central Licensing Board in its 282neeting held on 5March 2017, granted apoval of two new sections t
M/s Ipram International Pharmaceuticals, Islamabad

1 Capsule (General)

1 Dry Powder Injection (Carbapenem)
Now the firm has applied for following

Sr. No | Section

No. of products| No. of molecules

1 Capsule (General)

26 10

2 Dry Powder Injection (Carbapenen 11 5

Capsule (General) Section: Product26, Molecules10

91. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng{ Olanxet Capsule 12/50mg
Diary No. Date of R& | & fee Dy No. 3827: 194-2017

Rs: 20,000/ 19-04-2017
Composition Each capsule contains
Ol anzapineéééé. 1l2mg
FluoxetineasHCI| éé. . . 50 mg
Pharmacological Group Antidepressant
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per DRAPPalicy
146s, 3060s
Approval status of product in Referen¢ Symbyax by Eli Lilly
Regulatory Authorities. (USFDA Approved)
Me-too status Not available
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter of shortcoming was issued dhMay and the reply
received is still deficient in
fMe-too status
DecisionDeferred for following submissions of evidence of m#o status or Application on Form 5
D alongwith differential fee of Rs: 30,000/ and submission of stability study data as per t
guidelines approved by Registration Board in its 251 meeting.

92. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.5:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Olanxet Capsule 12/25mg
Diary No. Date of R& | & fee Dy No. 3826 : 194-2017

Rs: 20,000f 1904-2017
Composition Each capsule contains
Ol anzapineéééeé. 1l2mg
FluoxetineasHCI|l éé . . . 25 mg
Pharmacological Group Antidepressant
Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price As per DRAPPolicy
146s, 30606s
Approval status of product in Referen{ Symbyax by Eli Lilly
Regulatory Authorities. (USFDA Approved)
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Me-too status

Olanco by Genome Pharmaceuticals

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

Me-too status

DecisionApproved.

93. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng] Olanxet Capsule3/25mg
Diary No. Date of R& | & fee Dy No. 3829 : 194-2017

Rs: 20,000/ 19-04-2017
Composition Each capsule contains
Ol anzapineéééé. 3mg
FluoxetineasHCI| é é. . . 25 mg
Pharmacological Group Antidepressant
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per DRAP Palicy
146s, 3060s
Approval status of product in Referen¢ Symbyax by Eli Lilly
Regulatory Authorities. (USFDA Approved)
Me-too status Co-Depricap by Nabigasim
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator.
Decision:Approved
94, Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Olanxet Capsule 6/25mg
Diary No. Date of R& | & fee Dy No. 3828 : 194-2017
Rs: 20,000f 1904-2017

Composition Each capsule contains
Ol anzapineéééé. 6mg
FluoxetineasHCI| é é. . . 25 mg

Pharmacological Group Antidepressant

Type of Form Form 5

Finished Product Specification USPSpecifications

Pack size & Demanded Price As per DRAP Palicy
146s, 30606s

Approval status of product in Referen( Symbyax by Eli Lilly

Regulatory Authorities. (USFDA Approved)

Me-too status Co-Depricap byNabigasim

GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

DecisionApproved

95. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Olanxet Capsule 6/50mg

Diary No. Date of R& | & fee Dy No. 3830 : 194-2017
Rs: 20,000/ 19-04-2017

Composition Each capsule contains
Ol anzapineéééeé. 6 mg
FluoxetineasHCIl éé . . . 50 mg
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Pharmacological Group

Antidepressant

Type of Form

Form 5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As per DRAPPolicy/146s, 300s

Approval status of product in Refereng
Regulatory Authorities.

Symbyax by Eli Lilly
(USFDA Approved)

Me-too status

Not available

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

{{Me-too status

DecisionDeferred for following submissions of evidence of m®mo status orApplication on Form 5-
D alongwith differential fee of Rs: 30,000/ and submission oftability study data as per the
guidelines approved by Registration Board in its 251 meeting

96. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # 5.5:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Fenoram 67mg Capsule
Diary No. Date of R& | & fee Dy No. 3323F : 1404-2017
Rs: 20,000 14-04-2017
Composition Each capsule contains
Fenofibrate(mcr oni zed) éééé. . 6 7mg
Pharmacological Group Fibrate
Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price AsperSRO3 0 6 s
Approval statusf product in Referencg Fenofibrate Capsule 67mg (Micronized)
Regulatory Authorities. (MHRA Approved)
Me-too status Fenoget 134mg capsule (Micronized) by Getz
GMP status Inspection report dated 432-2017 recommended the grant o
two additionalsections
Remarks of the Evaluator.
Decision:Approved
97. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage FormStrength

Fenoram 134mg Capsule

Diary No. Date of R& | & fee

Dy No. 3323G :1404-2017
Rs: 20,000/ 1404-2017

Composition Each capsule contains
Fenofibrate flicronized € é é é . 134 mg
Pharmacological Group Fibrate
Type of Form Form 5
Finished Product Specification USP pedfications
Pack size & Demanded Price As per SRO
306s

Approval status of product in Refereng
Regulatory Authorities.

Tricor (Micronized) 134 mg
(USFDA Approved) Discontinued for reasons other than salf
and efficacy

Me-too status

Fenoget 134mg capsule (Micronized) by Getz

GMP status

Inspection report dated 4#-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Decision: Approved.
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98. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Fenoram 200mg Capsule
Diary No. Date of R& | & fee Dy No. 3220G : 1404-2017

Rs: 20,000/ 1404-2017
Composition Each capsule contains
Fenofi brate (Micronized)éé
Pharmacological Group Fibrate
Type of Form Form 5
Finished Product Specification USPspedfications
Pack size & Demanded Price As per SRO
1 x 106s
2 x 106s
3 x 1006s
Approval status of product in Referen¢ Fenofibrate 200mg Capsule (Micronized) by ActaliRA
Regulatory Authorities. Approved)
Me-too status Fenoget 200mg (Micronizedppsule by Getz
GMP status Inspection report dated 48®-2017 recommended the grant o
two additional sections
Remarks of the Evaluator.
Decision: Approved.

99. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Artem Capsule 20/120 mg
Diary No. Date of R& | & fee Dy No. 3220F : 1404-2017

Rs: 20,000/ 14-04-2017
(The fee challan is Nitrosed64mg Capsule)
Composition Each capsule contains
Artemet her éééé. 20mg
Lumefantrineééé. 120mg
Pharmacological Group Antimalarial
Type of Form Form 5
Finished Product Specification -
Pack size & Demandderice As per SRO
60s
Approval status of product in Referen¢ Not confirmed (The provided reference is of tablet)
Regulatory Authorities.
Me-too status Co mether by Helix Pharma
GMP status Inspection report dated 48-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter of shortcoming was issued dhMay and the reply
received is still deficient in
fEvidence of approval of applied formulation in referen
regulatory authorities
fThe provided fee challan is biitrosed Capsule
fFirm has ¢l aimed in hous
as per the requirements of J6”B meeting
Decision:Deferred for evidence of approval in reference regulatory authoritiesr by WHO and
clarification of fee challan
100. | Name andaddress of manufacturer/ | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Artem Plus Capsule 40/240 mg

Diary No. Date of R& | & fee

Dy No. 3220E : 1404-2017
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Rs: 20,000f 1404-2017
(The fee challan is Nitrosed64mg Capsule)

Composition Each capsule contains
Artemet her éééée. 40mg
Lumefantrineééé. 240mg
Pharmacological Group Antimalarial
Type of Form Form 5
Finished Producspecification -
Pack size & Demanded Price As per SRO
60s

Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed

Me-too status

Artedan 40/240 mg capsule by Danas Pharma

GMP status

Inspection report datel-02-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

T Evidence of approval of applied formulation in referen
regulatory authorities

fThe provided fee challan is of Nitrosed Capsule

fFirm has c¢cl aimed in hous
as per the requirements of J6RB meeting

Decision:Deferred for evidence of approval in reference regulatory authorities or byWHO and

clarification of fee challan.

101. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Dumax Capsule 30mg
Diary No. Date of R& | & fee Dy No. 3220A : 14-04-2017
Rs: 20,0004 14-04-2017

Composition Each capsule contains
Duloxetine as hydrochloride (delayed release pe
17 %) ééé. 30mg

Pharmacological Group Antidepressant

Type of Form Form 5

Finished Product Specification USPspedfications

Pack size & Demanded Price As per SRO
100s

Approval status of product in Referen( Cymbalta 30mg Capsule by Eli Lilly

Regulatory Authorities. (MHRA Approved)

Me-too status Dulan capsule by Hilton

GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator. Source of pellets: Vision Pharmaceuticals

Decision:Approved

102. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Dumax Capsule 60mg

Diary No. Date of R& | & fee

Dy No. 3220B : 14-04-2017
Rs: 20,000/ 14-04-2017

Composition

Each capsule contains
Duloxetine as hydrochloride
17%) ééé. 60mg

(delayed release

pe

Pharmacological Group

Antidepressant
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Type of Form Form 5
Finished Product Specification USPspedfications
Pack size & Demanded Price As per SRO
100s
Approval status of product in Referen¢ Cymbalta 60mg Capsule by Eli Lilly
Regulatory Authorities. (MHRA Approved)

Me-too status

Dulan capsule by Hilton

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Source of pellets: Vision Pharmaceuticals

Decision:Approved

103. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Zipran 60mg Capsule
Diary No. Date of R& | & fee Dy No. 3221A : 17-04-2017

Rs: 20,000 17-04-2017
Composition Each capsule contains
Ziprasidone Hydrochloride monohydrate
Zi prasidoneéééé. . 60mg
Pharmacological Group Anti psychotic
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
1044, s, 2060 s, 300s
Approval status of product in Referen¢ Geodon 60mg Capsule by Pfizer
Regulatory Authorities. (USFDA Approved)
Me-too status Zipra 60mg Capsule by CCL
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Firm has claimed USBpecificationswvhile the product is not
present in USP or BP
Deci sion: Approved with I nnovatorbs specifi ca
104. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Zipran 80mg Capsule

Diary No. Date of R& | & fee

Dy No. 3321C : 1%04-2017
Rs: 20,000/ 17-04-2017

Composition

Each capsule contains
Ziprasidone Hydrochloride monohydrate as

Zi prasidoneéééé. . 80mg
Pharmacological Group Anti psychotic
Type of Form Form 5
Finished Product Specification
Pack size & Demanded Price As per SRO

104¢06s, 2006s, 30606s
Approval status of product in Referen({ Geodon 80mg Capsule by Pfizer
Regulatory Authorities. (USFDA Approved)

Me-too status

Prazip by Shrooq

GMP status

Inspection report dated 4#-2017 recommended the grant o
two additionalsections

Remarks of the Evaluator.

Firm has claimed USBpecificationsvhile the product is
not present in USP or BP

Deci sion: Approved

with I nnovatords specifica
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105. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Zipran 20mg Capsule
Diary No. Date of R& | & fee Dy No. 3322D : 17-04-2017

Rs: 20,000/ 17-04-2017
Composition Each capsule contains
Ziprasidone Hydrochloride monohydrate as
Zi prasidoneéééeé. . 20mg
Pharmacological Group Anti psychotic
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
1044, s, 2060 s, 3006s
Approval status of product in Referen¢ Geodon 20mg Capsule by Pfizer
Regulatory Authorities. (USFDA Approved)
Me-too status Prazip by Shrooq
GMP status Inspection report dated 48®-2017 recommended the grant o
two additionalsections
Remarks of the Evaluator. Firm has claimed USBpecificationsvhile the product is
not present in USP or BP
Deci sion: Approved with I nnovatorodés specificé
106. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Zipran 40mg Capsule
Diary No. Date of R& | & fee Dy No. 3321B : 17-04-2017
Rs: 20,000 17-04-2017

Composition Each capsule contains
Ziprasidone Hydrochloride monohydrate as
Ziprasidoneéééeé. . 40mg

Pharmacological Group Anti psychotic

Type of Form Form 5

Finished Product Specification

Pack size & Demanded Price As per SRO
1046s, 2006s, 30606s

Approval status of product in Referen¢ Geodon 40mg Capsule by Pfizer

Regulatory Authorities. (USFDA Approved)

Me-too status Prazip by Shrooq

GMP status Inspection report dated 432-2017 recommended the grant o
two additionalsections

Remarks of the Evaluator. Firm has claimed USBpecificationsvhile the product is
not present in USP or BP

Deci sion: Approved with I nnovatorés specificié

107. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

L-zole 30 mg Capsule

Diary No. Date of R& | & fee

Dy No. 3825: 194-2017
Rs: 20,000/ 19-04-2017

Composition

Each capsule contains

Lansoprazole enteric coate

Pharmacological Group

Proton Pump Inhibitor

Type of Form Form 5

Finished Product Specification USP Specifications

Pack size & Demanded Price As perSRO
1406s
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Approval status of product in Refereng
Regulatory Authorities.

Lansoprazole Capsule by Actavis
(MHRA Approved)

Me-too status

Lanzol capsule by Pharmatec

GMP status

Inspection report dated 432-2017 recommended the grant o
two additionalsections

Remarks of the Evaluator.

Source of pellets: Vision Pharmaceuticals

Decision:Approved

108. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| C-Sporin 10mg Capsule
Diary No. Date of R& | & fee Dy No. :3322E : 1404-2017

Rs: 20,000/ 14-04-2017
Composition Each capsule contains
Cycl osporinééé. 10mg
Pharmacological Group Immunosuppressant
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per SRO
6 00s
Approval status oproduct in Referencg Availability as hard gelatin capsule could not be confirmed
Regulatory Authorities.
Me-too status Not confirmed as hard gelatin capsule
Registered as soft gelatin capsule (imported) for Novartis
GMP status Inspection report datelt-02-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter of shortcoming was issued dhMay and the reply
received is still deficient in
T Evidence of approval of applied formulation as hard
gelatin capsule in reference regulatory authorities
Me-too status
Decision:Deferred for following submission
1 Evidence of approval of applied formulationas hard gelatine capsulén reference regulatory
authorities.
i Evidence ofMe-too status
1 Confirmation of requirement of separate manufacturing facility for immunosuppressants.
109. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

C-Sporin 50mg Capsule

Diary No. Date of R& | & fee

Dy No.3220C : 1404-2017
Rs: 20,0004 14-04-2017

Composition

Each capsule contains

Cycl osporinééeéeée. . 50mg

Pharmacological Group Immunosuppressant

Type of Form Form 5

Finished Product Specification USP Specifications

Pack size & Demanded Price As per SRO
500s

Approval status oproduct in Reference
Regulatory Authorities.

Availability as hard gelatin capsule could not be confirmed

Me-too status

Bioral by Allmed Labs (Could not be confirmed whether it is
available as hard gelatin or soft gelatin capsule)

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
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received is still deficient in

fEvidence of approval of applied formulation as hard
gelatin capsule in reference regulatory authorities

fMe-too status as hard gelatin capsule

Decision:Deferred for following submission
1 Evidence of approval of applied formulation as hard gelatine capsuli@ reference regulatory

authorities.
i Evidence of Metoo status.
9 Confirmation of requirement of

separate manufacturing facility for immunosuppressants.

110. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # 5.5:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| C-Sporin 25mg Capsule
Diary No. Date of R& | & fee Dy No.3220D : 1404-2017

Rs: 20,000/ 14-04-2017
Composition Each capsule contains
Cycl osporinéééé. . 25mg
Pharmacological Group Immunosuppressant
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per SRO
506s
Approval status oproduct in Referencg Availability as hard gelatin capsule could not be confirmed
Regulatory Authorities.
Me-too status Bioral by Allmed Labs (Could not be confirmed whether it is
available as hard gelatin or soft gelatin capsule)
GMP status Inspection report dated 48®-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter of shortcoming was issued dhMay and the reply
received is still deficient in
T Evidence of approval of applied formulation as hard
gelatin capsule in reference regulatory authorities
fMe-too status as hard gelatin capsule
Decision:Deferred for following submission
1 Evidence of approval of applied formulation as hard gelatine capsul@ reference regulatory
authorities.
1 Evidence of Metoo status.
9 Confirmation of requirement of separate manufacturing facility for immunosuppressants.
111. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.5:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Azobax 500mg Capsule

Diary No. Date of R& | & fee

Dy No. : 516A:20-04-2017
Rs: 20,000/ 20-04-2017

Composition

Each capsule contains
Azithromycin dehydrate eq to

Azithrmomycinéééeé..500mg

Pharmacological Group Macrolide

Type of Form Form 5

Finished Product Specification USP Specifications

Pack size & Demanded Price As per SRO
60s, 1006s

Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed

Me-too status

Zygrel Capsule by Searle

GMP status

Inspection report dated 43®2-2017 recommended the grant o
two additional sections
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Remarks of th&valuator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

T Evidence of approval of applied formulation in referen
regulatory authorities

fPack size of 606s and 100
recommended dose farzithromycin 500mg is once dail
for 3 days

fFirm has changed the brand name from Azobax to Az
capsule

Decision:Deferred for evidence of approval in reference regulatory authorities

112. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # 5.5:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Azobax 250mg Capsule
Diary No. Date of R& | & fee Dy No. : 3939A :20-04-2017

Rs: 20,000/ 20-04-2017
Composition Each capsule contains
Azithromycin dihydrate eq to
Azithrmomycinéééé..250mg
Pharmacological Group Macrolide
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per SRO
66s, 1006s, 140s
Approval status of product in Referenq Zithromax 250mg capsule
Regulatory Authorities. (MHRA Approved)
Me-too status Azomax by Novartis
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. {Firm has changed the brand name from Azobax to Az
capsule
fPack size of 106s and 14
recommended dose for azithromycin 250mg is once d
for 4 days followed by 500 mg dose on first day
DecisionApprovedwithbr and name AAzip Capsule 250mgo
113. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Esoram 40mg Capsule

Diary No. Date of R& | & fee

Dy No. : 3353B:1804-2017
Rs: 20,0006/ 1804-2017

Composition

Each capsule contains
Esomeprazole as magnesium trihydrate pellets
(22.5%) ééeéée. . 40mg

Pharmacological Group

Proton Pumpnhibitor

Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per SRO

1406s
Approval status of product in Referen¢ Ventra 40mg Capsule
Regulatory Authorities. (MHRA Approved)

Me-too status

Eziumby Searle

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Source of pellets: Vision Phargeuticals, Islamabad

Decision:Approved
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114. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Esoram 20mg Capsule
Diary No. Date of R& | & fee Dy No. : 3353A:1804-2017

Rs:20,0004  1804-2017
Composition Each capsule contains
Esomeprazole as magnesium trihydrate pellets
(22.5%) éééé. . 20mg
Pharmacological Group Proton Pump Inhibitor
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size&& Demanded Price As per SRO
1406s
Approval status of product in Referen¢ Ventra 20mg Capsule
Regulatory Authorities. (MHRA Approved)
Me-too status Ezium by Searle
GMP status Inspection report dated 48®-2017 recommended the grant o
two additional sections
Remarks of the Evaluator Source of pellets: Vision Pharma
DecisionApproved.

115. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng] Cilizole 50mg Capsule
Diary No. Date of R& | & fee Dy No. 3823 : 194-2017

Rs: 20,000/ 19-04-2017
Composition Each capsule contains
Fluconazol eééééé50mg
Pharmacological Group Antifungal
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
70s
Approval status of product in Referen¢ Azocan 50mg Capsule by FDC International
Regulatory Authorities. (MHRA Approved)
Me-too status Rexole by Biorex
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator Firm has claimed USRSpecificationswhile monograph fo
fluconazole capsule is not present in USP
Deci sion: Approved with I nnovatords specificdé
116. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Cilizole 150mg Capsule

Diary No. Date of R& | & fee

Dy No. 3824 : 194-2017
Rs: 20,000/ 19-04-2017

Composition Each capsule contains
Fluconazol eééééél50mg
Pharmacological Group Antifungal
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
106s

Approval status of product in Refereng
Regulatory Authorities.

Azocan 150mg Capsule by FDC International
(MHRA Approved)

Me-too status

Rexole by Biorex

GMP status

Inspection report dated 432-2017 recommended the grant o
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two additional sections

Remarks of the Evaluator

Firm has claimed USBpecificationsvhile monograph for
fluconazole capsule is not present in USP

DecisionAppr oved with

I nnovatords specification

Dry Powder Injection (Carbapenem) Products1l1, Molecules5

117. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Cilipenem 1.5 gram injection
Diary No. Date of R& | & fee Dy No. 3234: 13)4-2017

Rs: 20,000/ 1304-2017
Composition Each vial contains
Meropeneméééé. .1l gm
Sul bactuméééeéés00mg
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
100s
Approval status of product in Referen¢ Could not be confirmed
Regulatory Authorities.
Me-too status Not available
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter ofshortcoming was issued off Blay and the reply
received is still deficient in
fEvidence of approval of applied formulation in referen
regulatory authorities could not be confirmed
fFirm has claimed that this product is not registered by
DRAP and haveubmitted application of FormB,
without stability data and differential fee
f Firm has claimed in house specifications without providing
detailed documents as per requirements of' 26&eting of RB
f Same brand name is already registered for meropéReg#
047725) but its renewal status could not be confirmed and
has also applied for same brand name containing meroper
well.
DecisionRejected as the applied formulation is not approved by any reference regulatory authority,
118. | Name andaddress of manufacturer/ | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Cilipenem 2 gram injection

Diary No. Date of R& | & fee Dy No.
Rs: 20,000/ 1304-2017
Composition Each vial contains
Meropenemééeéeé. .2 gm
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USP Speiications
Pack size & Demanded Price As per SRO
1006s

Approval status of product in Referen
Regulatory Authorities.

The reference provided by the firm is for 0.5 and 1 gram

Me-too status

Not available

GMP status

Inspection report dated 432-2017 recommended the grant o
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two additionalsections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

T Evidence of approval of applied formulation in referen
regulatory authorities could not be confirmed

fFirm has claimed that throduct is not registered by
DRAP and have submitted application of Fors® 5
without stability data and differential fee

f Same brand name is already registered for meropenem (R
047725) but its renewal status could not be confirmed

Decision:Rejectedas the applied formulation is not approved by any reference regulatory authority

119. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Cilipenem 1 gram injection
Diary No. Date of R& | & fee Dy No.3938A : 20-04-2017

Rs: 20,000/ 2004-2017
Composition Each vial contains
Meropeneméééé. .1l gm
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USP Speiications
Pack size & Demanded Price As per SRO
1006s
Approval status of product in Referen¢ Meronem by Astrazaneca
Regulatory Authorities. (MHRAApproved)
Me-too status Meronem by ICI
GMP status Inspection report dated 4®-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter of shortcoming was issued dhMay and the reply
received is still deficient in
Same brand name is already registeredrferopenem (Reg #
047725) but its renewal status could not be confirmed
Decision:Approved

120. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng] Cilipenem 500 mg injection
Diary No. Date of R& | & fee Dy No. 3938 :2@4-2017

Rs: 20,000/ 20-04-2017
Composition Each vial contains
Meropeneméééé.. 500 mg
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per SRO
100s
Approvalstatus of product in Refereng Meronem by Astrazaneca
Regulatory Authorities. (MHRAApproved)
Me-too status Meronem by ICI
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator.
DecisionApproved.
121. Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
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Brand Name +Dosage Form + Streng

Impact 500mg Injection

Diary No. Date of R& | & fee Dy No. :
Rs: 20,000/ 1304-2017
Composition Each vial contains
Il mi penemééééééeé. 250mg
Cilastatinéééééeéeé.. 250mg
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per SRO
100s

Approval status of product in Referen
Regulatory Authorities.

Imipenem/Cilastatin powder for solution for infusion
(MHRA Approved)

Me-too status

Cilapen by Bosch

GMP status

Inspection report dated 432-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Decision:Approved

122. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Impact 1gm Injection
Diary No. Date of R& | & fee Dy No. :

Rs: 20,000/ 1304-2017
Composition Each vial contains
Il mi penemééééééé. 500mg
Cilastatinéééééeéé..500mg
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per SRO
106s
Approvalstatus of product in Refereng Imipenem/Cilastatin powder for solution for infusion
Regulatory Authorities. (MHRA Approved)
Me-too status Cilapen by Bosch
GMP status Inspection report dated 432-2017 recommended the grant o
two additionalsections
Remarks of the Evaluator.
Decision: Approved.
123. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage FormStrength

Impact 250 mg Injection

Diary No. Date of R& | & fee Dy No. 3822 : 1@4-2017
Rs: 20,000/ : 1904-2017
Composition Each vial contains
Il mi peneméééééeéé. 125mg
Cilastatinééeééééée. . 125mg
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price As per SRO
1006s

Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed

Me-too status

Could not be confirmed

GMP status

Inspection report dated 4®-2017 recommended the grant o
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two additional sections

Remarks of the Evaluator

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

T Evidence of approval of applied formulation in referen
regulatory authorities
fMe-too status

Decision:Rejected as the applied form

ulation is not approved by any reference regulatory authority

124. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.5:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng| Ertanem 1 gram Injection
Diary No. Date of R& | & fee Dy No. :

Rs: 20,000/ 1904-2017
Composition Each vial contains
Ertapeneméééeééélgm
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification -
Pack size & Demanded Price As per SRO
1006s
Approval status of product in Referen¢ Invanz powder for concentrate for solution for infusion by
RegulatoryAuthorities. MSD
(USFDA Approved)
Me-too status Invanz by OBS
GMP status Inspection report dated 48®-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Firm has claimed in house specifications without provid
data as per requirements of 28#eeting of RB.
Deci sion: Approved with I nnovatorbs specifi ca4
125. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Dorinem 250mg Injection

Diary No. Date of R& | & fee

Dy No. :
Rs: 20,000/ 1304-2017

Composition

Each vial contains
Doripenem monohydrate equivalent to

Dori peneméééééée. 250mg

Pharmacological Group

Antibiotic (Carbapenem)

Type of Form Form 5

Finished Product Specification -

Pack size & Demanded Price As per SRO
100s

Approvalstatus of product in Refereng
Regulatory Authorities.

Doribax by Shionogi Inc.
(USFDA Approved)

Me-too status

Not confirmed

GMP status

Inspection report dated 4#-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay and the reply
received is still deficient in

fMe-too status
fFirm has c¢cl ai med in
as per requirements of ZBRB meeting

hous

Decision:Deferred for following submissions of evidencef me-too status or Application on Form 5
D alongwith differential fee of Rs: 30,000/ and submission of stability study data as per tf
guidelines approved by Registration Board in its 251 meeting.
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126. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street
Applicant # s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad
Brand Name +Dosage Form + Streng{ Dorinem 500mg Injection
Diary No. Date of R& | & fee Dy No. :

Rs: 20,000/ 1304-2017
Composition Each vial contains
Dori penem monohydrate as D
Pharmacological Group Antibiotic (Carbapenem)
Type of Form Form 5
Finished Product Specification
Pack size & Demanded Price As per SRO
100s
Approval status of produim Reference| Doribax by Shionogi Inc.
Regulatory Authorities. (USFDA Approved)
Me-too status Could not be confirmed
GMP status Inspection report dated 432-2017 recommended the grant o
two additional sections
Remarks of the Evaluator. Letter ofshortcoming was issued off Blay and the reply
received is still deficient in
Me-too status
fFirm has claimed in hous
as per requirements of 26RB meeting
Decision:Deferred for following submissions of evidence of nteo status or Application on Form 5
D alongwith differential fee of Rs: 30,000/ and submission of stability study data as per tk
guidelines approved by Registration Board in its 251 meeting.
127. | Name and address of manufacturer / | M/s Ipram International Pharmaceuticals, Plot # 26, Street

Applicant

# s.s:3, National Industrial Zone (RCCI) Rawat, Islamabad

Brand Name +Dosage Form + Streng

Dorinem 1gm Injection

Diary No. Date of R& | & fee

Dy No. :
Rs: 20,000/ 1304-2017

Composition

Each vial contains

Dori penem monohydrate as D

Pharmacological Group

Antibiotic (Carbapenem)

Type of Form Form 5

Finished Product Specification

Pack size & Demanded Price As per SRO
100s

Approval status of produah Reference
Regulatory Authorities.

Could not be confirmed

Me-too status

Could not be confirmed

GMP status

Inspection report dated 4#-2017 recommended the grant o
two additional sections

Remarks of the Evaluator.

Letter of shortcoming wassued on 8May and the reply
received is still deficient in

fEvidence of approval in reference regulatory authoriti¢

fMe-too status

fFirm has cl ai med 1in
as per requirements of 26RB meeting

hous

DecisionDeferred for following reasons:
1 Evidence of approval of applied formulation in reference regulatory authorities

I Me-too status

ii. M/s ldcot Pharmaceuticals, Faisalabad

Following registration dossiers have been received vide letter N6/Z083RegV dated 24 April 2017 stating

that
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Central Licensing Board in its 28@neeting held on 27October 2016, granted approval of Drug Manufacturing
License (DML) by way of formulation with following four sections.

1 Absorbent Cotton

1 Cotton Bandage

1 Cotton CrepdBandage
1 Gauze Section

Now the firm has applied for following

Sr. No | Section No. of products| No. of molecules
applied
1 Absorbent Cotton 1 1
2 Cotton Bandage 1 1
3 Cotton Crepe Bandage 1 1
4 Gauze Section 1 1

Absorbent Cotton (1)

128.

Name andaddress of manufacturer /
Applicant

Idcot Pharmaceuticals R6/A, Pharmaceutical zone, M3,
Industrial City, Faisalabad

Brand Name +Dosage Form + Streng

Bandocracy
Surgical Dressing

Diary No. Date of R& | & fee

Dy No. 2916 : 1204-2017
PKR 20,000/ : 11-04-2017

Composition

Sodim Fusinate B.P. 2% w/w

Ointment Base

Cotton & Viscose Yarn, Threads per 10cm: Wrap, Not less
74; Weft: Not less than 80

Pharmacological Group

Surgical dressing

Type of Form Form 5

Finished Producspecification Firm has claimed BPC

Pack size & Demanded Price # | Cotton Bandage Sizes
1./5cm x 3m ( 20 |Packofdozen
2./5cm x 4m ( 20 |Packofdozen
3./]5cm x 5m ( 20 |Packofdozen
4.|5cm x 6m ( 20 |Packofdozen
5.16. 5cm x 3m (]| Packofdozen
6./6. 5cm x 4m (| Packofdozen
7.16. 5cm x 5m ( ]Packofdozen
8./6.5cm x 6m ( ]Packofdozen
9./7.5cm x 3m ( |Packofdozen
10/ 7. 5cm x 4 m ( {Packofdozen
11/ 7. 5cm x 5 m ( {Packofdozen
12| 7.5cmx6m 3 0 x 6 | Pack of dozen
131 0cm x 3 m ( 4 (Packofdozen
14/10cm x 4 m ( 4 (Packofdozen
151 0cm x 5m ( 4 (Packofdozen
16/10cm x 6 m ( 4 (Packofdozen
17/15cm x 3 m ( 6 (Packofdozen
181 5cm x 4m ( 6 (Packofdozen
19/15cm x x5my ( 6 (Packof dozen
2001 5cm x 6 m ( 6 Packofdozen

Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed

Me-too status

SteriTin Tullem Sufre Tulle by
Cotton Craft (Pvt) Ltd. Lahore
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Surgical Fiber Lahore
Leo Pharmaceuticals Karachi

GMP status

Last inspection report dated-06-2016, panel recommends tl
grant of DML by way of formulation

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay 2017 and the repl
received is still deficient in
fDetailed composition, the firm initially provided
composition as Sodim Fusinate B.P. 2% w/w and
ointment Base, now firm has provided new F&rm
stating composition as 100% cotton wool
Y Evidence of approval of applied product in reference
regulatory authorities
fMe-too status, firm initially provided reference of tulle
dressing and now provided reference of cotton roll
YFinished product specification

1 Clarification in composition
1 Me-too status

Decision: Deferred for following submssions

1 Finished product specifications

Cotton Bandage (1)

129.

Name and address of manufacturer /
Applicant

Idcot Pharmaceuticals R6/A, Pharmaceutical zone, M3,
Industrial City, Faisalabad

Brand Name +Dosadeorm + Strength

Cottonocracy
Surgical Dressing

Diary No. Date of R& | & fee

Dy No. 2917 : 124-2017
PKR 20,000/: 1104-2017

Composition

As per Specification of BPC
Cottoncracy consists of cotton cloth impregnated with dried
calcium sulphate and suitable adhesive

Pharmacological Group

Surgical dressing

Type of Form

Form 5

Finished Product Specification

Firm has claimed BPC

Pack size & Demanded Price

# | Absorbent Cotton Wool Weight
1.|25gm 16s
2.|50gm 16s
3.| 75gm 16s
4.|100gm 16s
5.1 125gm 16s
6. | 150 gm 10s
7.1 175gm 16s
8. 200 gm 10s
9. | 250 gm 16s
10| 300 gm 16s
11| 400 gm 16s
12| 500 gm 16s
13| 1000 gm 106s

Approval status of product in Refereng
RegulatoryAuthorities.

Could not be confirmed

Me-too status

Ortho Plast by Cotton Craft (Pvt) Ltd. Lahore
Japsona by Rehman Rainbow Lahore
Surgi Plast by BSN Medical (Pvt) Ltd.

GMP status

Last inspection report dated-06-2016, panel recommends tl
grant ofDML by way of formulation
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Remarks of the Evaluator.

Letter of shortcoming was issued dhMay 2017 and the repl
received is still deficient in

fDetailed composition, the firm initially provided
composition as Cottoncracy consists of cotton cloth
impregnhated with dried calcium sulphate and suitable
adhesive, now firm has provided new Febrstating
composition as 100% cotton bandage

fEvidence of approval of applied product in reference
regulatory authorities

fMe-too status, firm initially providedeference of ortho
plast and now provided reference of white lily by the
same firm

YFinished product specification

Decision: Deferred for following submissions

1 Clarification in composition
1 Me-too status

1 Finished product specifications

Cotton CrepeBandage (1)

130.

Name and address of manufacturer /
Applicant

Idcot Pharmaceuticals R6/A, Pharmaceutical zone, M3,
Industrial City, Faisalabad

Brand Name +Dosage Form + Streng

Crepocracy
Surgical Dressing

Diary No. Date of R& | & fee

Dy No. 2915 :12-04-2017
PKR 20,000/: 11-04-2017

Composition

Yarn count, warp yarn twist, threads/10cm, stretch ability,
breaking load and ph Made from 50% cotton, 41% polyami
9% polyurethane cotton, polyamide and polyurethane high
stretch bandage

Pharmacoloigal Group

Surgical Dressing

Type of Form Form 5

Finished Product Specification

Pack size & Demanded Price # | Cotton Crepe Bandage Sizes
1./Medi crepe banda¢lds
2.|Medi crepe banda¢lbds
3. | Medi crepe bandage 15cmdx. 5m |16 s

Approval status of product in Referen
Regulatory Authorities.

Could not be confirmed

Me-too status

Kohinoor Elastic Crepe Bandage
Elastic cotton crepe bandage

By

Cotton craft (Pvt) Ltd Lahore
Surgical Fiber Lahore

Leo Pharmaceutic#arachi

GMP status

Last inspection report dated-06-2016, panel recommends tl
grant of DML by way of formulation

Remarks of the Evaluator.

Letter of shortcoming was issued dhMay 2017 and the repl
received is still deficient in

fiComposition ofsurgical dressing

fEvidence of approval of applied product in reference
regulatory authorities

JFinished product specification

Decision: Deferred for following submissions

1 Clarification in composition
1 Me-too status
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\ 9 Finished product specifications

GauzeSection (1)

131.

Name and address of manufacturer /
Applicant

Idcot Pharmaceuticals R6/A, Pharmaceutical zone, M3,
Industrial City, Faisalabad

Brand Name +Dosage Form + Streng

Gauzocracy
Surgical Dressing

Diary No. Date of R& | & fee

Dy No. 2918 : 12-04-2017
PKR 20,000/: 11-04-2017

Composition

Sodium Fusiate BP 2% w/w
Ointment Base

Cotton & Viscose Yarn, threads per 10cm: Wrap, Not less t
74: Weft: Not less than 80

Pharmacological Group

Surgical Dressing

Type of Form Form 5

FinishedProduct Specification

Pack size & Demanded Price # | Surgical Gauze Roll Sizes
1.|100cm x 2.5m Roll
2. | 100cm x 10m 16s
3. | 100cm x 20m 106s
4., | 100cm x 30m
5.1 100cm x 40m
6. | 100cm x 50m

Approval status of product in Referen
Regulatory Authorities.

Couldnot be confirmed

Me-too status

SteriTin Tullem Sufre Tulle by
Cotton Craft Lahore

Surgical Fiber Lahore

Leo Pharma Karachi

GMP status

Last inspection report dated-06-2016, panel recommends tl
grant of DML by way of formulation

Remarks of th&valuator.

Letter of shortcoming was issued dhMay 2017 and the repl
received is still deficient in

f'Composition of surgical dressing

fEvidence of approval of applied product in reference
regulatory authorities

{Finished product specification

fMe-too status

1 Clarification in composition
1 Me-too status

Decision: Deferred for following submissions

9 Finished product specifications

iii. M/s Karsons Pharmaceuticals Islamabad

Following registration dossiers have been received vide letter N@/Z0a6(R-111) dated 24" April and 16" May

2017 stating that

Central Licensing Board in its 2%2meeting, granted approval of new Drug Manufacturing License for followit

sections

1
1
1
1

Capsule (General)

Tablet (General)
Cream/ointment/gel (General)

Dry powder forsuspension (General)

Now the firm has applied for following

Sr. No | Section

No. of products| No. of molecules

1 Capsule (General)

13 07
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| 2 | Tablet (General)

| 18 | 06 |

Capsule (General) Section: Productd 3, Molecules07

132. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Omic Capsules 20mg
Diary No. Date of R& | & fee Dy No. 3715 : 1942017
PKR 100,000/ : 1804-2017
Composition Each hard gelatin capsule contains
Enteric coated pellets (22.5%) of omeprazole equivalent to
omeprazol eéééeéé. . 20mg
Pharmacological Group Proton Pump Inhibitors
Type of Form Form 5
Finished Product Specification USPspecifications
Packsize & Demanded Price As per DRAP policy
Approval status of product in Referen¢ Prilosec Capsule
Regulatory Authorities. (USFDA Approved)
Me-too status Meprazol by Werrick
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator. Source of pellets: M/s Thexa Pharma Pvt Ltd India
DecisionApprovedwith change inbrand name
133. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # S$ National
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Omic Capsule 40mg
Diary No. Date of R& | & fee Dy No. 3714 194-2017
PKR 100,000/ : 1804-2017
Composition Each hard gelatin capsule contains
Omeprazole enteric coated pellets(22.5%) equivalent to
omeprazol eéééé. . 40mg
Pharmacological Group Proton Pump Inhibitors
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As perDRAP policy
Approval status of product in Referenq Prilosec Capsule
Regulatory Authorities. (USFDA Approved)
Me-too status Meprazol by Werrick
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of th&valuator. Source of pellets: M/s Thexa Pharma Pvt Ltd India
DecisionApproved with change in brand name.
134. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SENational

Applicant

Industrial Zone Rawat, Islamabad

BrandName +Dosage Form + Strengt

Eson Capsule 20mg

Diary No. Date of R& | & fee

Dy No. 3713 194-2017
PKR 100,000/ : 1804-2017

Composition

Each hard gelatin capsule contains
Esomeprazole magnesium trihydrate enteric coated pellets
(225%)e qui val ent to esomepraz

Pharmacological Group

Proton Pump Inhibitors

Type of Form

Form 5

Finished Product Specification

USPspecifications

Pack size & Demanded Price

As per DRAP policy

Approval status of product in Refereng

Nexium Capsule by Astrazaneca
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Regulatory Authorities.

(MHRA Approved)

Me-too status

Esocue capsule by Novartis

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

Source of pellets: M/$hexa Pharma Pvt Ltd India

Decision:Approved

135. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Eson Capsule 40mg
Diary No. Date of R& | & fee Dy No. 3712 : 1942017
PKR 100,000/ : 1804-2017
Composition Each hard gelatin capsule contains
Esomeprazole magnesium trihydrate enteric coated pellets
(22.5%) equivalent to esom
Pharmacoloigal Group Proton Pump Inhibitors
Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price As per DRAP policy
Approval status of product in Referen¢ Nexium Capsule by Astrazaneca
Regulatory Authorities. (MHRA Approved)
Me-too status Esocue capsule by Novartis
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator. Source of pellets: M/s Thexa Pharma Pvt Ltd India
DecisionApproved
136. | Nameand address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Azee 250mg Capsule
Diary No. Date of R& | & fee Dy No. 3705 194-2017
PKR 20,000¢f 1804-2017
Composition Each hard gelatin capsule contains
Azithromycin dehydrate equivalent to
Azi t hromycinéééée. 250mg
Pharmacological Group Antibiotic (Macrolide)
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per DRAP policy
Approval status of product in Referenq Zithromax capsule by Pfizer
Regulatory Authorities. (MHRA Approved)
Me-too status Bactizith capsule by W.Woodwards
GMP status Last inspectiomeport dated 1-81-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved withchange inbrand name
137. Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Streng

Regab 50mg capsule

Diary No. Date of R& | & fee Dy No. 3708 194-2017
PKR 20,000/ 1804-2017
Composition Each hard gelatin capsule contains
Pregabalinééééé. 50mg
Pharmacological Group Anticonvulsant
Type of Form Form 5

Finished Product Specification

Firm has ¢l ai med i nnovator
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Pack size & Demanded Price

As per DRAP policy

2 X T70s
Approval status of product in Referenq Lyrica Capsule by PF Prism CV
RegulatoryAuthorities. (USFDA Approved)
Me-too status Gabica by Getz

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

Decision:Approved with Innovator 6sgecifications and change ifrand name.

138. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Regab 75mg capsule
Diary No. Date of R& | & fee Dy No. 3707 194-2017
PKR 20,000/ 1804-2017
Composition Each hard gelatin capsule contains
Pregabalinééééé. 75mg
Pharmacological Group Anticonvulsant
Type of Form Form 5
Finished ProducEpecification Firm has cl ai med innovator
Pack size & Demanded Price As per DRAP policy
2 X T70s
Approval status of product in Referen¢ Lyrica Capsule by PF Prism CV
Regulatory Authorities. (USFDA Approved)
Me-too status Gabica byGetz
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
Decision! LILINE SR ¢ A (i K Ltayiofia@d chafgddrand dandé OA T A
139. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # S$ National
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Regab 100mg capsule
Diary No. Date of R& | & fee Dy No. 3706 194-2017
PKR 20,000/ 1804-2017
Composition Eachhard gelatin capsule contains
Pregabal inééééé. 100mg
Pharmacological Group Anticonvulsant
Type of Form Form 5
Finished Product Specification Firm has cl ai med innovator
Pack size & Demanded Price As per DRAP policy
2 x 70s
Approval status of product in Referenq Lyrica Capsule by PF Prism CV
Regulatory Authorities. (USFDA Approved)
Me-too status Gabica by Getz
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of thé&valuator.
DecisionApproved with InnovatoQ a & LJISOA FA O (braddmamel y R OKI y3S
140. Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage FormStrength

Thioson 4mg Capsule

Diary No. Date of R& | & fee Dy No. 3703 194-2017
PKR: 20,000 : 1804-2017
Composition Each hard gelatin capsule contains
Thiocol chicosideééééé. 4mg

Pharmacological Group

Muscle relaxant

Minutesfor 270" Registration Board/leeting 96




Type of Form

Form 5

Finished Product Specification

Firm has ¢l ai med i nnovator

Pack size & Demanded Price

As per DRAP policy
1 x 106s, 2 x 10606s

Approval status of product in Refereng
Regulatory Authorities.

MYOPLEGE 4 mg capsule by Laboratori@ENEVRIER SA
(ANSM FranceApproved)

Me-too status

Thiolax capsule by S.J & G

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

EMA assessment report recommended following

It is not recommended for longeerm treatment of chroni
conditions.

The maximum recommended oral dose is 8 mg every 12 h
treatment duration should be no more than 7 consecutive
When given intramuscularly, the maximum dose shoulg
4mg every 12 hour$or up to 5 days.

Medicines containing thiocolchicoside should not be U
during pregnancy and lactation, nor in women of childbea
potential who are not taking appropriate contraceptive mea

Decision:Approved with Innovato r 6

S s p e c i dhangeanbrand mame. a n d

141. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Vefin-XR Capsules 75mg
Extended release capsule
Diary No. Date of R& | & fee Dy No. 373 284-2017
PKR 100,000/ : 2404-2017
Composition Each extended release capsule contains
Extended release pellets (47%) of venlafaxine hydrochlorid
equi valent to venlafaxineé
Pharmacologicalbroup Serotonin norepinephrine reuptake inhibitor (SNRI)
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per DRAP policy
2 x 70s
2 x 1006s
Approval status of product in Referen¢ Efexor XR by Wyeth
RegulatoryAuthorities. (USFDAApproved)
Me-too status Fresh XR capsule by Werrick
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator. Source of pellets: M/s Thexa Pharma India
DecisionApproved
142. Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Streng

Bipol-D 3mg/25mg capsule

Diary No. Date of R& | & fee

Dy No. 375 : 284-2017
PKR 20,000/ : 2404-2017

Composition

Each hard gelatin capsule contains

. 3mg
FIl uoxetine as hydrochl orid

Pharmacological Group

Antipsychotic and selective serotonin reuptake inhibitor

Type of Form

Form 5

Finished Product Specification USP
Pack size & Demanded Price As per DRAP policy
2 X T70s
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3 x 1006s
Approval status of product in Referen{ Symbyax capsule by Eli Lilly
Regulatory Authorities. (USFDA Approved)

Me-too status

Co-Depricapcapsule by Nabigasim

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

DecisionApproved

143. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street 853 National
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng| Bipol-D 6mg/25mg capsule
Diary No. Date of R& | & fee Dy No. 376 : 284-2017
PKR 20,000/ : 2404-2017
Composition Each hard gelatin capsule contains
Ol anzapineééééeé. . 6mg
Fl uoxetine as hydrochlorid
Pharmacological Group Antipsychotic and selective serotonin reuptake inhibitor
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per DRAP policy
2 X T70s
3x1006s
Approval status of product in Referen( Symbyax capsule by Eli Lilly
Regulatory Authorities. (USFDA Approved)
Me-too status Bipol-D 6mg/25mg capsule
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator -
DecisionApproved
144. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Streng] Bipol-D 12mg/25mg capsule
Diary No. Date of R& | & fee Dy No. 377 : 284-2017
PKR 20,000/ : 2404-2017
Composition Each hard gelatin capsule contains
Ol anzapineééééeé. . 1l2mg
Fl uoxetine as hydrochl orid
Pharmacological Group Antipsychotic and selective serotonimptake inhibitor
Type of Form Form 5
Finished Product Specification USP
Pack size & Demanded Price As per DRAP policy
1 x 106s
3 x 1006s
Approval status of product in Referen¢ Symbyax capsule by Eli Lilly
Regulatory Authorities. (USFDA Approved)
Me-too status Olanco by Genome Pharma
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved
Tablet Section (General) Productsl8: Molecules06
145. | Name and address ofmanufacturer / Karsons Pharmaceuticals, Plot No. 1, Street # SBENational

Applicant

Industrial Zone Rawat, Islamabad
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Brand Name +Dosage Form + Strength

Cipson 250mg Tablet

Diary No. Date of R& | & fee

Dy No. 3701 : 184-2017
PKR 20,000/ : 1804-2017

Composition

Each film coated tablet contains

Ciprofloxacin as hydrochl o

Pharmacological Group

Antibiotic (Fluoroquinolones)

Type of Form Form 5

Finished Product Specification USP Specifications

Pack size & Demandéerice As per DRAP policy
1 x 1006s

Approval status of product in Referencq Ciproxin by Bayer

Regulatory Authorities. (MHRA Approved)

Me-too status

Ciprox tablet by Amson

GMP status

Last inspection report dated-03-2017 panel recommended
the granof DML

Remarks of the Evaluator.

DecisionApproved

146. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Cipson 500mg Tablet
Diary No. Date of R& | & fee Dy No. 3702 194-2017
PKR 20,000/ : 1804-2017
Composition Each film coated tablet contains
Ci profloxacin as hydrochl o
Pharmacological Group Antibiotic (Fluoroquinolones)
Type of Form Form 5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per DRAP policy
1 x 106s
Approval status of product in Referencg Ciproxin by Bayer
Regulatory Authorities. (MHRA Approved)
Me-too status Ciprox tablet by Amson
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved
147. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SENational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Cipson 750mg Tablet
Diary No. Date of R& | & fee Dy No. 3704 : 1942017
PKR 20,000/ : 1804-2017
Composition Each film coated tablet contains
Ciprofloxacinashydr ochl ori deééé. . 7
Pharmacological Group Antibiotic (Fluoroquinolones)
Type of Form Form 5
Finished Product Specification USP Specifications
Pack size & Demanded Price As per DRAP policyl x 1006 s
Approval status of product in Referencqg Ciproxin by Bayer
Regulatory Authorities. (MHRA Approved)
Me-too status Ciprox tablet by Amson
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved
148. | Name and addressf manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
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Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Vilmet 50/500mg Tablets

Diary No. Date of R& | & fee Dy No. 3711 194-2017
PKR 20,000/ : 1804-2017

Composition Each film coated tablet contains
Vildagliptinéééééeéeééb0Omg

Met formin Hydrochl orideéé.

Pharmacological Group

Antidiabetic (dipeptidyl peptidasé inhibitor and biguanide)

Type of Form

Form 5

FinishedProduct Specification Firm has c¢cl ai med innovataor
Pack size & Demanded Price As per DRAP policy
3 x 1060s

Approval status of product in Referencg
Regulatory Authorities.

GALVUMET 50/500 by Novartis
(TGA Approved)

Me-too status

Galvusmet by Novartis

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

Shelf life of the innovator as approved by TGA is
18 months for PA/AI/PVC/Al-polyamidealuminumfoil -
polyvinylchloride/aluminum foil

DecisionAppr oved with

of PA/AI/PVC/Al -polyamide-aluminum foil -polyvinylchloride/aluminum foil.

Il nnovator &8s s p e with packaging matenal

149. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength Vilmet 50/850mg Tablets

Diary No. Date of R& | & fee Dy No. 3710 194-2017
PKR: 20,000/ : 1804-2017

Composition Each film coated tablet contains
Vildagliptinééééééééb0mg
Met formin Hydrochl ori deéé.

Pharmacological Group Antidiabetic (dipeptidyl peptidasé inhibitor and biguanide)

Type of Form Form 5

FinishedProduct Specification Firm has cl ai med innovator

Pack size & Demanded Price As per DRAP policy
3 x 100s

Approval status of product in Referenc§ GALVUMET 50/850 by Novartis

Regulatory Authorities. (TGA Approved)

Me-too status Galvusmet by Novartis

GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator. Shelf life of the innovator as approved by TGA is
18 months for PA/AI/PVC/Alpolyamidealuminum foit
polyvinylchloride/aluminum foil, while the shelf life approve
by MHRA is PA/AIU/PVC/Alu- 2 years
PCTFE/PVC/Al4 18 months

DecisionAppr oved with | nn witshelflifé ef 18nmprthswith packaing o n

material of PA/AI/PVC/AI -polyamide-aluminum foil -polyvinylchloride/aluminum foil or

PCTFE/PVC/Alu or 2 years PA/AIu/PVC/Alu.

150. | Name and address of manufacturer/ | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Vilmet 50/1000mg Tablets

Diary No. Date of R& | & fee Dy No. 3709 194-2017
PKR 20,000/ : 1804-2017
Composition Each film coated tablet contains
Vil dagliptinéééééeéeéébOmg

1000m

Metforminhy dr ochl or i deéé . .
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Pharmacological Group

Antidiabetic (dipeptidyl peptidasé inhibitor and biguanide)

Type of Form

Form 5

Finished Product Specification Firm has cl ai med innovator
Pack size &Demanded Price As per DRAP policy
3 x 1006s
Approval status of product in Referenc GALVUMET 50/1000 by Novartis
Regulatory Authorities. (TGA Approved)

Me-too status

Galvus met by Novartis

GMP status

Last inspection report dated-03-2017 panetecommended
the grant of DML

Remarks of the Evaluator.

Shelf life of the innovator as approved by TGA is18monthg
PA/AI/PVC/AI -polyamidealuminum foil
polyvinylchloride/aluminum foil, while the shelf life approve
by MHRA is PA/AIU/PVC/Alu- 2 years
PCTFE/PVC/Alu 18 months

DecisionAppr oved with

material of PA/AI/PVC/Al -polyamide-aluminum foil -polyvinylchloride/aluminum foil or
PCTFE/PVC/Alu or 2 years PA/Alu/PVC/Alu.

I nnovatords specifications

151. | Nameand address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SENational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Deprox CR 12.5mg Tablet
Diary No. Date of R& | & fee Dy No. 3893  :20-04-2017
PKR 20,000/ : 1904-2017
Composition Each enteric film coated controlled release tablet contains
Paroxetine (as hydrochl ori
Pharmacological Group Antidepressant (selective serotonin reuptake inhibitors)
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per DRAP policy
Approval status of product in Referencg Paxil CR by Apotex Tech.
Regulatory Authorities. (USFDA Approved)
Me-too status Paraxyl by CCL
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved
152. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SENational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strengthh Deprox CR 25mg Tablet
Diary No. Date of R& | & fee Dy No. 3894 204-2017
PKR 20,000/ : 1904-2017
Composition Each enteric film coated controlled release tablet contains
Paroxetine (as hydrochl ori
Pharmacological Group Antidepressant (selective serotonin reuptake inhibitors)
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per DRAP policy
Approvalstatus of product in Reference Paxil CR by Apotex Tech.
Regulatory Authorities. (USFDA Approved)
Me-too status Paraxyl by CCL
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
Decision:Approved
153. | Name and address of manufacturer/ | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Minutesfor 270" Registration Board/leeting 101



Brand Name +Dosage Form + Strength

Deprox CR 37.5mg Tablet

Diary No. Date of R& | & fee

Dy No. 3895 : 194-2017
PKR 20,000/ : 1804-2017

Composition

Each enteric film coated controlled release tablet contains
Paroxetine (as hydrochl ori

Pharmacological Group

Antidepressant (selective serotonin reuptake inhibitors)

Type of Form

Form 5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As per DRAP policy

Approval status of product in Referencg
Regulatory Authorities.

Paxil CR by Apotex Tech.
(USFDA Approved)

Me-too status

Paraxylby CCL

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

DecisionApproved.

154. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength Cetam 250mg Tablets

Diary No. Date of R& | & fee Dy No. 374 284-2017
PKR 20,000/ : 2404-2017

Composition Each film coated tablet contains
Levetiracetamééééeé. . 250mg

Pharmacological Group Antiepileptic

Type of Form Form 5

Finished Product Specification USPspecifications

Pack size & Demanded Price As per DRAP policy
1 x 106s
3 x 1006s

Approval status of product in Referenc¢ Keppra Tablets by UCB

Regulatory Authorities. (USFDAApproved)

Me-too status Lerace by Hilton

GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

DecisionApproved.

155. | Name and addres®f manufacturer / Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Cetam 500mg Tablets

Diary No. Date of R& | & fee

Dy No. 372 284-2017
PKR 20,000f : 24042017

Composition

Each film coated tablet contains

Levetiracetamééééé..500mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Product Specification USPspecifications
Pack size & Demanded Price As per DRAPpolicy
1 x 1006s
3 x 106s

Approval status of product in Referencg
Regulatory Authorities.

Keppra Tablets by UCB
(USFDAApproved)

Me-too status

Lerace by Hilton

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML
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Remarks of the Evaluator \

DecisionApproved.

156. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Cetam 750mg Tablets
Diary No. Date of R& | & fee Dy No. 372 . 204-2017
PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains
Levetiracetamééééé. . 750mg
Pharmacological Group Antiepileptic
Type of Form Form 5
Finished Produckpecification USP Specifications
Pack size & Demanded Price As per DRAP policy
1 x 1006s
3 x 100s
Approval status of product in Referencq Keppra Tablets by UCB
Regulatory Authorities. (USFDAApproved)
Me-too status Lerace by Hilton
GMP status Lastinspection report dated 4Bl-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
DecisionApproved
157. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Lusam 50 mg tablet
Diary No. Date of R& | & fee Dy No. 368 284-2017
PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains
Lacosamideééééée. 50mg
Pharmacological Group Anticonvulsant
Type of Form Form 5
Finished Product Specification Firm has cl ai med innovator
Pack size & Demanded Price As per DRAP policy
1 x 106s
3 x 1006s
2 x 70s
Approval status of product in Referencq Vimpat by UCB Inc.
Regulatory Authorities. (USFDA Approved)
Me-too status Lalap by Genix
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
Decisioni LILINE SR A GK Lyy.20FG2NRa ALISOATAOFGAZ2Y
158. | Name and addres®f manufacturer / Karsons Pharmaceuticals, Plot No. 1, Street # SSNational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Lusam 100 mg tablet

Diary No. Date of R& | & fee

Dy No. 369 » 204-2017
PKR 20,000 : 2404-2017

Composition

Each film coated tablet contains

Lacosami deééé éé . 100 mg

Pharmacological Group

Anticonvulsant

Type of Form Form 5
Finished Product Specification Firm has c¢cl ai med innovator
Pack size & Demandéerice As per DRAP policy

1 x 106s
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3 x 1006s

2 X T70s
Approval status of product in Referencq Vimpat by UCB Inc.
Regulatory Authorities. (USFDA Approved)

Me-too status

Lalap by Genix

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

Decision! LILINE SR g6 A (K

LYYy 20l G2NDa &ALSOATAOIGAZY

159. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand NametrDosage Form + Strength | Lusam 150 mg tablet
Diary No. Date of R& | & fee Dy No. 367 . 284-2017
PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains
Lacosamideééééée. 150mg
Pharmacological Group Anticonvulsant
Typeof Form Form 5
Finished Product Specification Firm has cl ai med innovator
Pack size & Demanded Price As per DRAP policy
1 x 106s
3 x 1006s
2 X 70s
Approval status of product in Referencq Vimpat by UCB Inc.
Regulatory Authorities. (USFDA Approved)
Me-too status Lalap by Genix
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
Decisioni LILINE SR A GK Lyy.2@0FG2NR&a &aLISOAFAOFGAZ2Y
160. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Applicant Industrial Zone Rawat, Islamabad
Brand Name +Dosage Form + Strength Lusam 200 mg tablet
Diary No. Date of R& | & fee Dy No. 371 284-2017
PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains
Lacosamideééééée. 200mg
Pharmacological Group Anticonvulsant
Type of Form Form 5
Finished Product Specification Firm has c¢cl ai med innovator
Pack size & Demanded Price As per DRAP policy
1 x 106s
3 x 1006s
2 X 70s
Approval status of product in Reference Vimpat by UCB Inc.
Regulatory Authorities. (USFDA Approved)
Me-too status Lalap by Genix
GMP status Last inspection report dated-03-2017 panel recommended
the grant of DML
Remarks of the Evaluator.
Decision! LILINE SR A GK Lyy.20F02NR&a ALISOATAOF(GAZ2Y
161. | Name and address of manufacturer / | Karsons Pharmaceuticals, Plot No. 1, Street # SENational

Applicant

Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Enzid 400mg tablets
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Diary No. Date of R& | & fee Dy No. 379 . 204-2017

PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains

Linezoli dééééédq00mg
Pharmacological Group OxazolidoneAntiinfective
Type of Form Form 5
Finished Product Specification Firm has cl ai med innovator
Pack size & Demanded Price As per DRAP policy

1 x 1206s

Approval status of product in Referencg
Regulatory Authorities.

Zyvox by Pharmacia
(USFDA Approved) but discontinued for reasons other than
safety and efficacy

Me-too status

Ecasil by Sami

GMP status

Last inspection report dated-03-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

DecisionApproved withL Yy 2 @ | {

2 N a

ALISOATAOIGAZY

162.

Name and address of manufacturer /
Applicant

Karsons Pharmaceuticals, Plot No. 1, Street # SSNational
Industrial Zone Rawat, Islamabad

Brand Name +Dosage Form + Strength

Enzid 600mg tablets

Diary No. Date of R& | & fee Dy No. 378 284-2017
PKR 20,000/ : 2404-2017
Composition Each film coated tablet contains
Linezoli déééeéeéosionmg
Pharmacological Group OxazolidoneAntiinfective
Type of Form Form 5

Finished Product Specification

Firmhasclaimed nnovator 6s speci fi

Pack size & Demanded Price

As per DRAP policy

1 x 126s
Approval status of product in Referencg Zyvox by Pharmacia
Regulatory Authorities. (USFDA Approved)

Me-too status

Ecasil by Sami

GMP status

Last inspection repodated 1301-2017 panel recommended
the grant of DML

Remarks of the Evaluator.

DecisionAppr oved with

l nnovatords specification

iv. M/s. Don Valley Pharmaceuticals (Pvt) Ltd. ( New Section)

Files received vide letter No. FE@82013RegV, Dated 17 April, 2017 and 2% May, 2017, stating following

details

Capsule (Cephalosporin Section) 3 products/ 2 Molecules

163.

Name and address of manufacturer /
Applicant

M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
39-Main Peco Road, Lahore, Pakisan.

Brand NametrDosage Form + Strength

Tcef Capsules 400mg

Diary No. Date of R& | & fee

Diary No: 2093, 26/10/2016, Rs: 20,000/

Composition

Each capsule contains:

Cefixime trihydrate eq to
Pharmacological Group Cephalosporin
Type of Form Form5

Finished Product Specification

Innovator Specifications

Pack size & Demanded Price

As per SRO / 56s

Approval status of product in Reference
Regulatory Authorities.

SUPRAX Capsule 400mg by MAsUPIN LTD , USFDA
approved
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Me-too status

Cefiget 400mg Capsules by M/s Getz Pharma, (Reg# 045

GMP status

10-11-16
Panel inspection
GMP was satisfactory

Remarks of the Evaluator.

DecisionApproved with Innovator 0 s

speci fi cathraadnameand cha

164. | Name and address omanufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
Applicant 39-Main Peco Road, Lahore, Pakisan.
Brand Name +Dosage Form + Strength | Dcef Capsules 250mg
Diary No. Date of R& | & fee Diary No: 1805, 05/05/2017, Rs: 20,000/
Composition Eachcapsule contains:
Cephradineé?250mg
Pharmacological Group Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price As per SRO / 106s
Approval status of product in Reference | Cefradine 250mg Capsulbg M/s Kent Pharmaceuticals Ltg
RegulatoryAuthorities. MHRA approved
Me-too status Velsoef 250mg Capsules by M/s GSK Pharma, (Reg#
001871)
GMP status 10-11-16, Panel inspection
GMP was satisfactory
Remarks of the Evaluator. -
DecisionApproved with change inbrand name.
165. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
Applicant 39-Main Peco Road, Lahore, Pakisan.
Brand Name +Dosage Form + Strength | Dcef Capsules 500mg
Diary No. Date of R& | &fee Diary No: 1805, 05/05/2017, Rs: 20,000/
Composition Each capsule contains:
Cephradineé500mg
Pharmacological Group Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price AsperSROL 06 s
Approval status of product in Reference | Cefradine 500mg Capsulbg M/sKent Pharmaceuticals Ltg
Regulatory Authorities. , MHRA approved
Me-too status Velsoef 500mg Capsules by M/s GSK Pharma, (Reg#
001863)
GMP status 10-11-16
Panel inspectiarGMP was satisfactory
Remarks of the Evaluator. -
DecisionApproved with change inbrand name.
Oral Dry Suspension (Cephalosporin Section) 5 products/ 3 molecule
166. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt)Ltd.

Applicant

39-Main Peco Road, Lahore, Pakisan.

Brand Name +Dosage Form + Strength

Tcef Suspension 100mg/5ml

Diary No. Date of R& | & fee

Diary No: 2091, 26/10/2016, Rs: 20,000/

Composition

Each 5 ml contains:
Cefi xi me

trihydrate eq t
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Pharmacological Group

Cephalosporin

Type of Form

Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As per SRO / 30ml, 60ml

Approval status of product in Reference
Regulatory Authorities.

SUPRAX100mg/5ml dry powder suspension by MI$PIN
LTD , USFDA approved

Me-too status

Cefamax 100mg/5ml dry suspension by M/s Pulse Pharm
(Reg# 036579 (30ml & 60 ml))

GMP status

10-11-16
Panel inspectigrGMP was satisfactory

Remarks of th&valuator.

DecisionApprovedchange inbrand name.

167. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
Applicant 39-Main Peco Road, Lahore, Pakisan.
Brand Name +Dosage Form + Strength | Tcef Suspension 200mg/5ml
Diary No. Date of R& | & fee Diary No: 2092, 26/10/2016, Rs: 20,000/
Composition Each 5 ml contains:
Cefixime trihydrate eq to Cefiximesbs e € 2 0 0 mg
Pharmacological Group Cephalosporin
Type of Form Form5
Finished Product Specification USPSpecifications
Pack size & Demanded Price As per SRO / 30ml
Approval status of product in Reference | SUPRAX200mg/5ml dry powder suspension by MI$PIN
Regulatory Authorities. LTD , USFDA approved
Me-too status Biozil 200mg/5ml dry suspension /s Bio-Labs, (Reg#
054770 (30ml & 60 ml))
GMP status 10-11-16
Panel inspectiarGMP was satisfactory
Remarks of the Evaluator. -
DecisionApproved with USP specifications andchange inbrand name.
168. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.

Applicant

39-Main Peco Road, Lahore, Pakisan.

Brand Name +Dosage Form + Strength

Dcef Suspension 125mg/5mi

Diary No. Date of R& | & fee

Diary No: 1804, 05/05/2017, Rs: 20,000/

Composition

Each 5 ml contains:
Cephradineél25mg

Pharmacological Group

Cephalosporin

Type of Form

Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As per SRO / 60ml

Approval status of product in Reference
Regulatory Authorities.

Cephradindtaly (Not reference regulatory agency)

Me-too status

Velosef 125mg/5ml dry suspension by M/s GSK, (Reg#
001867)

GMP status

10-11-16
Panel inspectigrfGMP was satisfactory

Remarks of the Evaluator.

1 Approval status of product in Reference Regulat
Authorities Not confirmed.

DecisionDeferred for evidence of approval status of product in Reference Regulator
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Authorities.

169. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
Applicant 39-Main Peco Road, Lahore, Pakisan.
Brand Name +Dosage Form + Strength | Dcef Suspension 250mg/5ml
Diary No. Date of R& | & fee Diary No: 1806, 05/05/2017, Rs: 20,000/
Composition Each 5 ml contains:
Cephradineé?250mg
Pharmacological Group Cephalosporin
Type of Form Form5
FinishedProduct Specification USP Specifications
Pack size & Demanded Price As per SRO / 60ml
Approval status of product in Reference | Cephradine Italy (Not reference regulatory agency)
Regulatory Authorities.
Me-too status Velosef 250mg/5ml dry suspensiby M/s GSK, (Reg#
001868)
GMP status 10-11-16
Panel inspection
GMP was satisfactory
Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authorities Not confirmed.
DecisionDeferred for evidence of approval status of productin Reference Regulatory
Authorities.
170. | Name and address of manufacturer / M/s. Don Valley Pharmaceuticals (Pvt) Ltd.
Applicant 39-Main Peco Road, Lahore, Pakisan.

Brand Name +Dosage Form + Strength

Cefolox Suspension 40mg/5ml

Diary No. Date of R& | &fee

Diary No: 1802, 05/05/2017, Rs: 20,000/

Composition

Each 5 ml contains:

Cef podoxi me proxetil é40mg

Pharmacological Group

Cephalosporin

Type of Form

Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

As perSRO / 50ml

Approval status of product in Reference
Regulatory Authorities.

Cefpodoxime Arrow Children And Infants 40 Mg /5 M,
Powder For Oral Suspension, ANSM France approved

Me-too status

Buticef 40mg/ 5ml dry Suspension by M/s Martin Dow
(Reg#046055)

GMP status

10-11-16
Panel inspectigrlGMP was satisfactory

Remarks of the Evaluator.

DecisionApproved.
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V.

M/s. Saffron Pharmaceuticals (Pvt) Ltd.

Files received vide letter No. F&82013RegV, Dated 17 April, 2017, staing following details

Status of already considered products of M/s Saffron Pharma Faisalabad for new section.

Section Approved Meeting No. Total number of Status
products considered by
RB
Cream/ ointment/ gel (M-263) 05 3 approved
(General) (M-265) 2 deferred
Cream/ ointment/ gel (M-263) 03 3 approved
(steroidal)

Cream/ ointment/ gel (General) 4 products/ 4 Molecule

171. | Name and address of manufacturer / M/s. Saffron Pharmaceuticals (Pvt) Ltd.
Applicant 19-km, Sheikupura Roadraisalabad
Brand Name +Dosage Form + Strength | Sebonil Topical Liquid
Diary No. Date of R& | & fee Diary No: 1445, 16/01/2017, Rs: 20,000/
Composition Each gram contains:
Ciclopirox Ol amineél5mg (1]
Pharmacological Group Antifungal
Typeof Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price Rs:200f (60ml), Rs:400/(120ml)
Approval status of product in Reference | Stieprox by M/s GSK, Ireland
Regulatory Authorities.
Me-too status StieproxTopical Liquid by M/s GSK (Reg#026392)
GMP status 2811-16
Panel GMP inspection
GMP was satisfactory
Remarks of the Evaluator. 1 Approval status of product in reference regulat
authorities not confirmed.
DecisionDeferred for evidence of approval status of product in Reference Regulatory
Authorities.
172. | Name and address of manufacturer / M/s. Saffron Pharmaceuticals (Pvt) Ltd.
Applicant 19-km, Sheikupura Road, Faisalabad

Brand Name +Dosage Form + Strength

Adoxide Gel

Diary No. Date of R& | &fee

Diary No: 1442, 16/01/2017, Rs: 20,000/

Composition

Each gram of topical gel contains:
Adapaleneg 1mg (0. 1% w/ w)
Benzoyl Peroxid& 25 mg ( 2. 5 %)

Pharmacological Group

Retinoids for topical use in acne

Type of Form

Form5

Finished Producspecification

Manufacturer specifications

Pack size & Demanded Price

Rs:200f (15g), Rs:400/(309)

Approval status of product in Reference
Regulatory Authorities.

Epiduo Gel by M/s Galderma Australia Pty Ltd , TGA
confirmed

Me-too status

Differin gel by M/s Crystolite.

GMP status

2811-16
Panel GMP inspectiQicMP was satisfactory

Remarks of the Evaluator

DecisionApproved with

l nnovator 6s

specificati
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173. | Name and address of manufacturer / M/s. Saffron Pharmaceuticals (Pvt)Ltd.
Applicant 19-km, Sheikupura Road, Faisalabad
Brand Name +Dosage Form + Strength | Sfonex Ointment
Diary No. Date of R& | & fee Diary No: 1439, 16/01/2017, Rs: 20,000/
Composition Each gram of topical ointment contains:
Cal cipotriol é0. 05mg
Pharmacological Group Vitamin D Analogue/ Antipsoriatics For Topical Use
Type of Form Form5
Finished Product Specification Manufacturer specifications
Pack size & Demanded Price Rs:1200/ (309)
Approval status of product in Reference | Dovonex Ointment by M/s Leo Laboratories UK, MHRA
RegulatoryAuthorities. confirmed
Me-too status Daivonex Ointment by M/s Leo/ Zam Zam (Reg#015726)
GMP status 2811-16
Panel GMP inspection
GMP was satisfactory
Remarks of the Evaluator. -
DecisionApprovedwi t h I nnovator6s specifications.
174. | Name and address of manufacturer / M/s. Saffron Pharmaceuticals (Pvt) Ltd.
Applicant 19-km, Sheikupura Road, Faisalabad
Brand Name +Dosage Form + Strength | Safderm Gel
Diary No. Date of R& | & fee Diary No: 144316/01/2017, Rs: 20,000/
Composition Each gram of topical gel contains:
Clindamycin phosphateél2mg
Tretinoiné0O.25mg (0. 025 %w/
Pharmacological Group Antiacne (Macrolide antibiotic + retinoid)
Type of Form Form5
Finished Produc®pecification Manufacturer specifications
Pack size & Demanded Price Rs:200f (209)
Approval status of product in Reference | Veltin Gel By M/S Aqua Pharms LIg USA
Regulatory Authorities.
Me-too status Acdermin Gel by M/s Atco
GMP status 2811-16
Panel GMP inspectiQiGMP was satisfactory
Remarks of the Evaluator. -
DecisionApproved with I nnovatordés specificati
Cream/ ointment/ gel (General) 1 product/ 1 Molecule
175. | Name and address of manufacturer / M/s. Saffron Pharmaceuticals (Pvt) Ltd.

Applicant

19-km, Sheikupura Road, Faisalabad

Brand Name +Dosage Form + Strength

Tricomb Cream

Diary No. Date of R& | & fee

Diary No: 1440, 16/01/2017, Rs: 20,000/

Composition

Each gram of topical cream contains:
Nystatind 100, 000

Neomycin Sulfate eq toée 2.
Gramicidiné 0.25mg
Triamicinolone Acetonideél]
Pharmacological Group Antibacterial/ antifungal/ corticosteroid
Type of Form Form5

Finished Product Specification

USP specifications

Pack size & Demandderice

Rs:100f (10g), Rs:156/(159)

Approval status of product in Reference
Regulatory Authorities.

Kenacomb Cream by M/s Bristol Myers Squibb, Canada

Me-too status

Kenacomb Cream by M/s GSK (Reg#001859)

GMP status

28-11-16
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Panel GMP inspectiQicMP was satisfactory

Remarks of the Evaluator.

DecisionApproved.

M/s. Crystolite Pharmaceuticals (Pvt) Ltd. ( New Section)
CLB in its 252 Meeting granted approval of 2 new sections.

Soft Gelatin Capsule Section
Syrup Section (General)

Filesreceived vide letter No. F#/2016Reglll, Dated 18" April, 2017, stating following details:

Syrup Section (General) 7 products/ 7 Molecule

176. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, S2, National Industrial Zone, Rawat, Islamabg
Brand Name +Dosage Form + Strength | Fermin Plus Syrup
Diary No. Date of R& | & fee Diary No: 3497, 17/04/2017, Rs: 20,000/
Composition Each 5ml contains:
Iron Il Hydroxide Polymaltose Complex eqBtemental
Il ron é50mg
Folic Aci déO. 35mg
Pharmacological Group Antianemic Preparations
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 120ml/ As per SRO
Approval status of product iReference N/A
Regulatory Authorities.
Me-too status Bioron-F syrup by M/s Shaheen (Reg#054851)
GMP status 1801-17
Routine GMP inspection
GMP compliance was Good
Remarks of the Evaluator. -
DecisionRegistration Board approved the product wi t h i nnovator &as Iros
formulations are not considered as drugs in reference regulatory authorities.
177. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.

Applicant

Plot# 1 & 2, S2, National Industrial Zond&Rawat, Islamabad

Brand Name +Dosage Form + Strength

Cetocol Oral Solution

Diary No. Date of R& | & fee

Diary No: 3498, 17/04/2017, Rs: 20,000/

Composition

Each 5ml contains:
Levocetirizine Dihydrochl g

Pharmacological Group

H1-ReceptorAntagonist (Antihistamine)

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

60ml, 120ml/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

LevocetirizineDihydrochloride 2.5mg/5ml oral solution by
M/s Taro Pharm, USFDA

Me-too status

Neo-Sedil by M/s Sami Pharmaceuticals (Reg#076065)

GMP status

1801-17
Routine GMP inspection
GMP compliance was Good

Remarks of the Evaluator.

Decision:Approvedwi t h |

nnovator6s

specifications.
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178. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, $2, National Industrial Zone, Rawat, Islamabg
Brand Name +Dosage Form + Strength | OsaminD Suspension
Diary No. Date of R& | & fee Diary No: 3502, 17/04/2017, Rs: 20,000/
Composition Each 5ml contains:
VitaminD;é 4001 U
Ossein Mineral Compl exé40(
Corresponding to:
Cal ci umé85. 59 mg
Phosphorusé39. 61mg
Resi dual mineral saltsél2n
Coll agenél07. 95mg
Ot her proteinsé32mg
Trace El ementsékFlI, Mg, Fe,
Pharmacological Group Mineral+Vitamin
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 120ml/ As per SRO
Approval status of product iReference Not given
Regulatory Authorities.
Me-too status OsnateD Suspension by M/s AGP Pharmaceuticals
GMP status 1801-17
Routine GMP inspection
GMP compliance was Good
Remarks of the Evaluator. f Commitments as per 25IDRB meeting not attached.
1 Approval status of product in Reference Regulat
Authorities not provided by firm.
9 Evidence of atomic absorption spectrophotometer
given.
DecisionDeferred for evidence of aproval of applied formulation in the reference regulatory
authorities and atomic absorption spectrophotometer
179. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.

Applicant

Plot# 1 & 2, S2, National Industrial Zone, Rawat, Islamabg

Brand Name +Dosage Form + Strength

Dexifen Suspension

Diary No. Date of R& | & fee

Diary No: 3501, 17/04/2017, Rs: 20,000/

Composition

Each 5ml contains:
Dexi buprofenél1l00mg

Pharmacological Group

Propionic acid derivatives

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

60ml, 120ml/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

Not given

Me-too status

Dexy 100mg/5ml suspension by M/s Tabros Pharmaceuti

GMP status

18-01-17
Routine GMP inspectigrisMP compliance was Good

Remarks of the Evaluator.

Decision for DEXIBUPROFEN 100MG/5ML SUSPENSIO
in 250" DRB meeting:

i. Rejected as the formulation is not approved in refere
drug regulatory agencies.

ii. Show cause notice for deregistration of already regist
formulations

DecisionDeferred for evidence of approval of applied formulation by reference regulatory

authorities.
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180. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, $2, National Industrial Zone, Rawat, Islamabg
Brand Name +Dosage Form + Strength | Levitam Oral Solution
Diary No. Date of R& | & fee Diary No: 3494, 17/04/2017, Rs: 20,000/
Composition Each ml contains:
Levetriacet amél0O0mg
Pharmacological Group Antiepileptic
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 60ml, 120ml/ As per SRO
Approval status of product in Reference | Levetriacetam Oral Solution by M/s Desitin Pharma Ltd
Regulatory Authorities. (MHRA)
Me-too status Klevra 100mg/ml oral solution by M/s Pharmevo
Pharmaceuticals
GMP status 1801-17
Routine GMP inspectigrisMP compliance was Good
Remarks of the Evaluator. 1 Firm has claimed USPspecifications but product
monograph is not in available pharmacopeias.
Decision:Approved.
181. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, S2, National Industrial Zone, Rawds)amabad
Brand Name +Dosage Form + Strength | Fermin Syrup
Diary No. Date of R& | & fee Diary No: 3495, 17/04/2017, Rs: 20,000/
Composition Each 5ml contains:
Iron 1l Hydroxide Polymaltose Complex eq to Elemern
I ron é50mg
Pharmacological Group Antianemic Preparations
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 120ml/ As per SRO
Approval status of product in Reference | N/A
Regulatory Authorities.
Me-too status FerosoftSyrup by M/s Hilton Pharma (Reg#026942)
GMP status 1801-17
Routine GMP inspection
GMP compliance was Good
Remarks of the Evaluator. -
DecisionRegistration Board approved wi t h i nnovat or the prosiycte asi fon
formulations are not considered as drugs in reference regulatory authorities.
182. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.

Applicant

Plot# 1 & 2, S2, National Industrial Zone, Rawat, Islamabg

Brand Name +Dosage Form + Strength

Noopril Syrup

Diary No. Date of R& | & fee

Diary No: 3496, 17/04/2017, Rs: 20,000/

Composition

Each 5ml contains:
Piracetamélgm

Pharmacological Group

Psychostimulant

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Packsize & Demanded Price

120ml/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

PIRACETAM ARROW 20% oral solution ANSM France

Me-too status

Nootropil Syrup by M/s GSK

GMP status

18-01-17
Routine GMP inspectigicsMP compliance was Good

Minutesfor 270" Registration Board/leeting 113



Remarks of the Evaluator.

DecisionAppr oved wi

t h

|l nnovatord6s specificati

Soft Gelatin Capsule Section 2 products/ 1 molecule

183. | Name and address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, S2, National Industrial Zone, Rawat, Islamabsg
Brand Name +Dosage Form + Strength | OratanelOmg Soft Capsule
Diary No. Date of R& | & fee Diary No: 3499, 17/04/2017, Rs: 20,000/
Composition Eachsoft gelatincapsule contains:
|l sotretinoinél0mg
Pharmacological Group Retinoic Acid Derivative
Type of Form Form5
Finished Product Specification BP Specifications
Pack size & Demanded Price 3x106 s, 1x1006s/ As per SR(
Approval status of product in Reference | Isotretinoin 10mg soft capsules (MHRA)
Regulatory Authorities.
Me-too status Roaccutane by M/s Roche Pakistan (Reg#023612)
GMP status 1801-17
Routine GMP inspectigicMP compliance was Good
Remarks of the Evaluator. -
DecisionApproved.
184. | Nameand address of manufacturer / M/s. Crystolite Pharmaceuticals (Pvt) Ltd.
Applicant Plot# 1 & 2, S2, National Industrial Zone, Rawat, Islamabsa
Brand Name +Dosage Form + Strength | Oratane20mg Soft Capsule
Diary No. Date of R& | & fee Diary No: 3500,17/04/2017, Rs: 20,000/
Composition Eachsoft gelatincapsule contains:
|l sotretinoiné?20mg
Pharmacological Group Retinoic Acid Derivative
Type of Form Form5
Finished Product Specification BP Specifications
Pack size & Demanded Price 3x106pmerSROAS
Approval status of product in Reference | Isotretinoin 20mg soft capsules (MHRA)
Regulatory Authorities.
Me-too status Roaccutane by M/s Roche Pakistan (Reg#023613)
GMP status 1801-17
Routine GMP inspectigicMP compliance was Good
Remarks of the Evaluator. -
DecisionApproved.
vi.  M/s. Bio-labs (Pvt) Ltd. ( New Section Remaining Applications)

CLB in its 229" Meeting dated 186-2012 granted approval of new section i.e:

1 Lyophilized Vial (General)

2. The detail of product grantéal firm for Lyophilized Vial (General) section is as under:

Name Of Approved Product wise detalil Total Remaining Applied
Section products Lyophilized Vial products Balance Products
(General) granted products
Lyophilized | 03 (M-236) 03 04 06 04
Vial 01 (M-237) 01
(General)

Files received vide letter No. F82016Reglll, Dated 18" April, 2017, stating following details:

Minutesfor 270" Registration Board/leeting 114



Lyophilized Vial (General) 4 products

185. | Name and address of manufacturer / M/s. Bio-Labs (Pvt) Ltd.
Applicant Plot# 145 Industrial Triangle, Kahuta Road, Islamabad
Brand Name +Dosage Form + Strength | Tigacel Injection
Diary No. Date of R& | & fee Diary No: 948, 23/09/2016, Rs: 20,000/
Composition Each vial contains:
Tigecycline (lyophilized y
Pharmacological Group Glycylcycline Antibiotic (Tetracycline)
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s/ As per SRO
Approval status of product in Reference | Tygacil by M/s Pfizer, UK MHRA approved
Regulatory Authorities.
Me-too status Tygacil Injection by M/s Pfizer
GMP status 16-08-16
Surprise inspection
GMP compliance was Good
Remarks of the Evaluator. -
DecisionApproved.
186. | Name and address of manufacturer / M/s. Bio-Labs (Pvt) Ltd.
Applicant Plot# 145, Industrial Triangle, Kahuta Road, Islamabad
Brand Name +Dosage Form + Strength | Colicraft Injection
Diary No. Date of R& | & fee Diary No: 947, 23/09/2016, Rs: 20,000/
Composition Each vial contains:
Colistimethatesodium eq. to colistimethate (lyophilized
powder ) él MI U
Pharmacological Group Antibiotic (Polymyxin)
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s, 106s/ As per SRO
Approval status oproduct in Reference | Colomycin Injection by M/s Forest Laboratories, UK MHR
Regulatory Authorities. approved
Me-too status Colistat Injection by M/s Medisure Laboratories, Karachi
(Reg#076160)
GMP status 16-08-16
Surprise inspectigrGMP compliancevas Good
Remarks of the Evaluator. -
DecisionApproved.
187. | Name and address of manufacturer / M/s. Bio-Labs (Pvt) Ltd.

Applicant

Plot# 145, Industrial Triangle, Kahuta Road, Islamabad

Brand Name +Dosage Form + Strength

Bioclar Injection

Diary No. Date of R& | & fee

Diary No: 950, 23/09/2016, Rs: 20,000/

Composition Each vial contains:
Clarithromycin (lyophili ze
Pharmacological Group Antibiotic (Macrolide)
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 16s/ As per SRO
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Approval status of product in Reference
Regulatory Authorities.

Klaricid IV by M/s Mylan Products Limited Products, UK
MHRA approved

Me-too status

Klaricid IV by M/s AbbottLaboratories (Reg#018142)

GMP status

16-08-16
Surprise inspection
GMP compliance was Good

Remarks of the Evaluator.

1 Firm has claimed mfgspecificationsbut monograph
available in BP

DecisionApproved wi

t h

l nnovatordés specificati

188. | Name andaddress of manufacturer / M/s. Bio-Labs (Pvt) Ltd.
Applicant Plot# 145, Industrial Triangle, Kahuta Road, Islamabad
Brand Name +Dosage Form + Strength | Biozith Injection
Diary No. Date of R& | & fee Diary No: 952, 23/09/2016, Rs: 20,000/
Composition Each vial contains:
Azithromycin (lyophilized
Pharmacological Group Antibiotic (Macrolide)
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s/ As per SRO
Approval statusf product in Reference | Zedbac by M/s Aspire Pharma, UK MHRA approved
Regulatory Authorities.
Me-too status Zithrax Injection by M/s Biocare (Reg#053895)
GMP status 16-08-16
Surprise inspectigftGMP compliance was Good
Remarks of the Evaluator. -
DecisionApproved.
vii.  M/s. Scilife Pharmaceuticals (Pvt) Ltd. ( New Section)

Files received vide letter No. FI®/2013Reg I, Dated 19' April, 2017, stating following details:

CLB in its 247" Meeting held on 29April 2016 granted new license to M/s Scilife Pharm, Karachi.
Accordingly firm has applied for registration of molecules for capsule (General) section as per 10 moleq

policy
Section Total Molecules Considereq Status
w.r.t DRB meeting
Capsule (geneba 06 (M-260) 05 Approved
01 Deferred

Capsule (General) 7 products/ 3 Molecules

189.

Name and address of manufacturer /
Applicant

M/s. Scilife Pharma (Pvt) Ltd.
Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.

Brand Name +Dosadeorm + Strength

Relin 300mg Capsule

Diary No. Date of R& | & fee

Diary No: 3535, 06/03/2017, Rs: 20,000/

Composition Each capsule contains:
Pregabal i né300mg

Pharmacological Group Antiepileptic

Type of Form Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

146s/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

Lyrica 300mg Capsule by M/s PF Prism CV, USFDA

Me-too status

Gabica 300mg Capsule by M/s Getz Pha(Reg#047368)
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GMP status

30-12-16
Grant of GMP certificateGMP compliance was acceptable

Remarks of the Evaluator.

DecisionApproved with

|l nnovator s specificati

190. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.
Applicant Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.
Brand Name +Dosage Form + Strength | Relin 150mg Capsule
Diary No. Date of R& | & fee Diary No: 3536, 06/03/2017, Rs: 20,000/
Composition Each capsuleontains:
Pregabal i nél50mg
Pharmacological Group Antiepileptic
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 146s/ As per SRO
Approval status of product in Reference | Lyrica 150mg Capsuleby M/s PF Prism CV, USFDA
RegulatoryAuthorities.
Me-too status Gabica 150mg Capsule by M/s Getz Pharma (Reg#0487?
GMP status 30-12-16
Grant of GMP certificateGMP compliance was acceptable
Remarks of the Evaluator. -
DecisionApproved with I nnovatorés specificati
191. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.
Applicant Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.
Brand Name +Dosage Form + Strength | Relin 100mg Capsule
Diary No. Date of R& | & fee Diary No: 3537, 06/03/2017, Rs: 20,000/
Composition Each capsule contains:
Pregabal i nél100mg
Pharmacological Group Antiepileptic
Type of Form Form5
Finished Product Specification ManufactureiSpecifications
Pack size & Demanded Price 146s/ As per SRO
Approval status of product in Reference | Lyrica 100mg Capsuleby M/s PF Prism CV, USFDA
Regulatory Authorities.
Me-too status Gabica 100mg Capsule by M/s Getz Pharma (Reg#047 3¢
GMP status 30-12-16
Grant of GMP certificateGMP compliance was acceptable
Remarks of the Evaluator. -
DecisionApproved with change in brand nameand nnovator 6ds. speci f
192. | Name and address of manufacturer / M/s. Scilife Pharma(Pvt) Ltd.

Applicant

Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.

Brand Name +Dosage Form + Strength

Relin 75mg Capsule

Diary No. Date of R& | & fee

Diary No: 3538, 06/03/2017, Rs: 20,000/

Composition Each capsule contains:
Pregabal i né75mg

Pharmacological Group Antiepileptic

Type of Form Form5

Finished Product Specification

Manufacturer Specifications
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Pack size & Demanded Price

146s/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

Lyrica 75mg Capsuleby M/s PF Prism CV, USFDA

Me-too status

Gabica 75mg Capsule by M/s Getz Pharma (Reg#047 36"

GMP status

30-12-16
Grant of GMP certificateGMP compliance was acceptable

Remarks of the Evaluator.

DecisionApproved

wi t $peclficatioms\arad chamgé of brand name.

193. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.
Applicant Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.
Brand Name +Dosage Form + Strength | Relin 50mg Capsule
Diary No. Date of R& | & fee Diary No: 3539, 06/03/2017, Rs: 20,000/
Composition Each capsule contains:
Pregabal i né50mg
Pharmacological Group Antiepileptic
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size& Demanded Price 146s/ As per SRO
Approval status of product in Reference | Lyrica 50mg Capsuleby M/s PF Prism CV, USFDA
Regulatory Authorities.
Me-too status Gabica 50mg Capsule by M/s Getz Pharma (Reg#04872"
GMP status 30-12-16
Grant of GMPcertificate GMP compliance was acceptable
Remarks of the Evaluator. -
DecisionApproved with | nnoanddchangednbransipaee.i f i cat i
194. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.
Applicant Plot# FD57/58A2, KorangiCreek Industrial Park (KCIP),
Karachi.
Brand Name +Dosage Form + Strength | Tyo Rotacaps 18mcg
Diary No. Date of R& | & fee Diary No: 3541, 06/03/2017, Rs: 20,000/
Composition Each rota capsule contains:
Ti otropium as bromide mong¢
Pharmacological Group Anticholinergics
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 2006s, 306s / As per SRO
Approval status of product in Reference | Spiriva by M/sBoehringer Ingelheim Pharmaceuticals,
Regulatory Authorities. USFDA
Me-too status Tiovair by M/s Highnoon Laboratories (Reg#054315)
GMP status 30-12-16
Grant of GMP certificate
GMP compliance was acceptable
Remarks of the Evaluator. 1 Evidence for rota capsulenanufacturing equipmer
provided by the firm.
DecisionApproved with I nnovatorés specificati
195. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.

Applicant

Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.

Brand NametrDosage Form + Strength

Galbil 250mg Capsule

Diary No. Date of R& | & fee

Diary No: 3540, 06/03/2017, Rs: 20,000/

Composition

Each capsule contains:
Ursodeoxycholic

Aci dé50mg
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Pharmacological Group

Bile acid preparations

Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 106s/ As per SRO

Approval status of product in Reference
RegulatoryAuthorities.

Ursodeoxycholic Acid by M/s Concordia International,
MHRA approved

Me-too status

Urso 250mg Capsule by M/s AGP (Reg#015677)

GMP status

30-12-16
Grant of GMP certificate
GMP compliance was acceptable

Remarks of the Evaluator.

DecisionApproved.

196. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.
Applicant Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.
Brand Name +Dosage Form + Strength | B-Form Rotacaps 100mcg+6mcg
Diary No. Date of R& | &fee Diary No: 3534, 06/03/2017, Rs: 20,000/
Composition Each capsule contains:
Budesoni deél100mcg
Formoterol Fumarate (as Di
Pharmacological Group Adrenergics in combination with corticosteroids
Type of Form Form5
Finished Produc®pecification Manufacturer Specifications
Pack size & Demanded Price 306s/ As per SRO
Approval status of product in Reference | Symbicort 100 Turbuhaler, by M/s AstraZeneca Health
Regulatory Authorities. Canada
Me-too status Combivair 100/6 Rotacaps/ M/s Highnoon
GMP status 30-12-16
Grant of GMP certificate
GMP compliance was acceptable
Remarks of the Evaluator. 1 Budesonide (corticosteroid) is used in formulation.
1 Evidence of rotacaps is not found iReference
Regulatory Authorities. Thisformulation is availablg
asSymbicort available in a multidose inspiratory fl
driven, metered dose dry powder inhaler (Turbuhaler)
DecisionRegistration Board deliberated that instant product is in unit dose preparation /
rotacap having same dose per actuation as in multidose product. Thus Registration Boa
approved the product.
197. | Name and address of manufacturer / M/s. Scilife Pharma (Pvt) Ltd.

Applicant

Plot# FD57/58A2, Korangi Creek Industrial Park (KCIP),
Karachi.

Brand Name +Dosage Form + Strength

B-Form Rotacaps 200mcg+6mcg

Diary No. Date of R& | & fee

Diary No: 3542, 06/03/2017, Rs: 20,000/

Composition

Each capsule contains:
Budesoni deé200mcg

For moterol Fumarate (as Di

Pharmacological Group

Adrenergics in combination with corticosteroids

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

306s/ SR per

Approval status of product in Reference
Regulatory Authorities.

Symbicort 200 Turbuhaler, by M/s AstraZeneca Health
Canada

Me-too status

Combivair 200/6 Rotacaps by M/s Highnoon

GMP status

30-12-16
Grant of GMP certificateGMP compliance wascceptable
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Remarks of the Evaluator.

Budesonide (corticosteroid) is used in formulation.

Evidence of rotacaps is not found iReference
Regulatory Authorities. This formulation is availal
asSymbicort available in a multidose inspiratory fl
driven, méered dose dry powder inhaler (Turbuhaler).

=a =

Decision:Registration Board deliberated that instant product is in unit dose preparation
rotacap having same dose per actuation as in multidose product. Thus Registration Boa

approved the product.

viii.  M/s. MTI Medical (Pvt) Ltd. ( New Section)
Files received vide letter No. F&2013RegV, Dated 18 April, 2017 and 2% April, 2017, stating following
details:
New Section Dry Powder Injectable (Cephalosporin) and Lyophilized Vials Injectable (Generghantasi on
11" April, 2017 by CLB.
Dry Powder Injectable (Cephalosporin) 24 products/ 9 Molecules
198. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Cytobac Injection 2gm .V
Diary No. Date of R& | & fee Diary No: 3457, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftriaxone Sodium eg. to
Pharmacological Group 3 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml/
Approval status of product in Reference | Ceftriaxone Sodium 2g Injectidoy M/s Stravencon Ltd
Regulatory Authorities. MHRA approved
Me-too status Cesod Injection 2gm IV by M/s Amson
GMP status 22-11-16
Grant of new sectigrGrant of Additional section
Recommended
Remarks of the Evaluator. Source of WFI (Medisti 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
199. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Cytobac Injection 1gm .V
Diary No. Date of R& | & fee Diary No: 3451, 17/04/2017, R20,000¢
Composition Each Vial contains:
Ceftriaxone Sodium eqg. to

Pharmacological Group

37 Generation Cephalosporin

Type of Form

Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

106s Vi WHI 2x5mv/iAs ger SRO

Approval status of product in Reference
Regulatory Authorities.

Ceftriaxone Sodium 19 Injectidsy M/s Stravencon Ltd
MHRA approved

Me-too status

Cefotrim Injection 1gm IV by M/s Pharmedic

GMP status

22-11-16
Grant of newsection
Grant of Additional section Recommended
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Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
200. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Cytobac Injection 500mg 1.V
Diary No. Date of R& | & fee Diary No: 3456, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftriaxone Sodium eg. to
Pharmacological Group 39 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 5ml [ /
Approval status of product in Reference | CEFTRIAXONEAFT ceftriaxone (as sodium) 500 mg
Regulatory Authorities. powder for injection TGA confirmed
Me-too status Cefotrim Injection 500mg IV by M/s Pharmedic
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of th&valuator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
201. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage FormStrength Cytobac Injection 250mg .V
Diary No. Date of R& | & fee Diary No: 3455, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftriaxone Sodium eqg. to
Pharmacological Group 3" Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with diluent (I
Approval status of product in Reference | ceftriaxone (as sodium) 250 mg powderifgection vial by
Regulatory Authorities. M/s Alphapharm Pty Ltd, TGA confirmed
Me-too status Antrix Injection 250mg IV by M/s Fynk (Reg#062723)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Source of diluen{lignocaine 2ml) Injection Medica b
M/s Medisave Pharmaceuticals (Reg#077163)
DecisionApproved.
202. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Cytobac Injection 500mg I.M

Diary No. Date of R& | & fee

Diary No: 3454, 17/04/2017, Rs: 20,000/

Composition Each Vial contains:
Ceftriaxone Sodium eqg. to
Pharmacological Group 37 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial with diluent (I

Approval status of product in Reference
Regulatory Authorities.

CEFTRIAXONEAFT ceftriaxone (as sodium) 500 mg
powder forinjection TGA confirmed
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Me-too status

Antrix Injection 500mg IM by M/s Fynk

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

1 Source of diluent (lignocaine 2ml) Injection Medica
M/s Medisave Pharmaceuticals (Reg#077163)

DecisionApproved.

203. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Cytobac Injection 250mg |.M
Diary No. Date of R& | & fee Diary No: 3458, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftriaxone Sodium eg. to
Pharmacological Group 39 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial |/ As per SRO
Approval status of product in Reference | ceftriaxone (as sodium) 250 mg powder for injection vial &
Regulatory Authorities. M/s Alphapharm Pty Ltd, TGA confirmed
Me-too status Antrix Injection 250mg IM by M/s Fynk
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
204. | Name andaddress of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Mizec Injection 1gm .V
Diary No. Date of R& | & fee Diary No: 3453, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cefotaxime Sodium eq. to
Pharmacological Group 3" Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml /
Approval status of product in Reference | Claforan Injection by M/s US Pharm Holdings, USFDA
Regulatory Authorities.
Me-too status Baxim Injection 1gm IV by M/s Nabigasim (Reg#027203)
GMP status 22-11-16
Grant of new section
Grant of Additionalection Recommended
Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
205. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estaleahore.

Brand Name +Dosage Form + Strength

Mizec Injection 500mg 1.V

Diary No. Date of R& | & fee

Diary No: 3442, 17/04/2017, Rs: 20,000/

Composition Each Vial contains:
Cefotaxime Sodium eqg. to
Pharmacological Group 37 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 5ml [ 4
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Approval status of product in Reference
Regulatory Authorities.

Claforan Injection byM/s US Pharm Holdings, USFDA

Me-too status

Baxim Injection 500mg by M/s Nabigasim (Reg#027202)

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionApproved.

206. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Mizec Injection 250mg 1.V
Diary No. Date of R& & fee Diary No: 3442, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cefotaxime Sodium eq. to
Pharmacological Group 3" Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 5ml [ 4
Approval status of product in Reference | Claforan Injection by M/s US Pharm Holdings, USFDA
Regulatory Authorities.
Me-too status Baxim Injection 250mg by M/s Nabigasim (Reg#027201)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authorities confirmed
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
207. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Pimex Injection 500mg
Diary No. Date of R& | & fee Diary No: 344417/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cefepime Hydrochloride with Arginine eq. to Cefepime
€500 mg
Pharmacological Group 4™ Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Packsize & Demanded Price 16s Vi al with WFI 5 ml | A
Approval status of product in Reference | Maxipime Injection, USFDA
Regulatory Authorities.
Me-too status Bio Nex Injection 500mg by M/s Nexus
GMP status 22-11-16
Grant of new section
Grantof Additional section Recommended
Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
Decision: Approved.
208. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundamdustrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Pimex Injection 1gm

Diary No. Date of R& | & fee

Diary No: 3445, 17/04/2017, Rs: 20,000/
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Composition

Each Vial contains:
Cefepime Hydrochloride with Arginine eq. to Cefepime
élgm

Pharmacological Group

4™ Generation Cephalosporin

Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml /

Approval status of product in Reference
RegulatoryAuthorities.

Maxipime Injection, USFDA

Me-too status

Bio Nex Injection 1gm by M/s Nexus

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionApproved.

209. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Bactidim Injection 250mg
Diary No. Date of R& | &fee Diary No: 3446, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftazidi me sodium car bona
Pharmacological Group 3" Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 5ml [ 4
Approval status of product in Reference | Fortum Injection 250mg, MHRA
Regulatory Authorities.
Me-too status Fortazim Injection 250mg by M/s Bosch (Reg#025112)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authorities Not confirmed.
1 Source of WFI (Medistii 5ml) by M/s Medisay
PharmaceuticaldReg#064758)
DecisionApproved.
210. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Bactidim Injection 500mg

Diary No. Date of R& | & fee

Diary No:3447, 17/04/2017, Rs: 20,000/

Composition Each Vial contains:
Ceftazidi me sodium car bona
Pharmacological Group 3 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Packsize & Demanded Price 16s Vi al with WFI 5ml | A

Approval status of product in Reference
Regulatory Authorities.

Fortum Injection 500mg, MHRA (confirmed)

Me-too status

Fortazim Injection 500mg by M/s Bosch (Reg#025113)

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended
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Remarks of the Evaluator.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionApproved.

211. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Bactidim Injection 1gm
Diary No. Date of R& | & fee Diary No: 3448, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Ceftazidime sodium carbonateeqQ@ f t az i di me
Pharmacological Group 39 Generation Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml /
Approval status of product in Reference | Fortum Injection 1gm, MHRA (confirmed)
Regulatory Authorities.
Me-too status Fortazim Injection 1gm by M/s Bosch (Reg#025114)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisave
Pharmaceuticals (Reg#064758)
DecisionApproved.
212. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Sulproz Injection 1gnhV
Diary No. Date of R& | & fee Diary No: 3449, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Sulbactum (0.5gm)+ Cefoperazone Sodium eq. to
Sul bactum(0. 5gm) + Cef oper
Pharmacological Group Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml |/
Approval status of product in Reference | PMDA Japan Approved
Regulatory Authorities.
Me-too status Cebac Injection 1gm byl/s Bosch (Reg#037630)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Firm has claimed USP specifications but the produg
not found in available pharmacopeias (BP 2013 & U
39 NF 34)
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
213. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Sulproz Injection 2gm

Diary No. Date of R& | & fee

Diary No: 3462, 17/04/2017, Rs: 20,000/

Composition

Each Vial contains:
Sulbactum+ Cefoperazone Sodium eg. to Sulbactum+
Cef operazone é2gm

Pharmacological Group

Cephalosporin
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Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vi al with WFI 2x5ml /

Approval status of product in Reference
Regulatory Authorities.

Bfarm Injection 2gm,Germany ( not confirmed)

Me-too status

Cebac Injection 2gm by M/s Bosch (Reg#037631)

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

I Firm has claimed USP specifications but the produg
not found in available pharmacopeias (B®1L3 & USP
39 NF 34)

1 Approval status of product in Reference Regulat
Authorities not confirmed.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionDeferred for evidence of aproval of applied formulation in reference regulatory

authorities.
214. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Parpoz Injection 1gm
Diary No. Date of R& | & fee Diary No:3458, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cef operazone Sodium eq. td
Pharmacological Group 3% Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demandderice 16s Vi al with WFI 2x5ml |/
Approval status of product in Reference | PMDA confirmed
Regulatory Authorities.
Me-too status Ceprazone Injection 1gm by M/s Bosch (Reg#019246)
GMP status 22-11-16
Grant of new section
Grant of Additionalsection Recommended
Remarks of the Evaluator. 9 Discontinued in USFDA. Approval status of product
other Reference Regulatory Authorities not confirmed
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved.
215. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Parpoz Injection 500mg

Diary No. Date of R& | & fee

Diary No: 3441, 17/04/2017, Rs: 20,000/

Composition Each Vial contains:
Cefoperazone Sodium eq. tq
Pharmacological Group 3% Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial witphrSRG=1 5 ml | A

Approval status of product in Reference
Regulatory Authorities.

Cefobid Injection 500mg by M/s Pfizer USFDA (not
confirmed)

Me-too status

Ceprazone Injection 500mg by M/s Bosch (Reg#019245)

GMP status

22-11-16
Grant of new section
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Grant ofAdditional section Recommended

Remarks of the Evaluator.

1 Approval status of product in Reference Regulat
Authorities not confirmed.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionDeferred for evidence of aproval of applied formulation in reference regulatory

authorities.
216. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Dynarid Injection 1gm
Diary No. Date of R& | & fee Diary No: 3453, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cephradinewii-ar gi ni ne é1lgm
Pharmacological Group 1°*' Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial with WFI 2x5ml /
Approval status of product in Reference | Velosef Injection 1gm by M/s Apothecon USFDA
Regulatory Authorities. (disconinued)
Me-too status Cefrinex Injection 1gm by M/s BosdReg#015129)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authorities not confirmed.
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionDeferred for evidence of approval of applied formulation by reference regulatory
authorities.
217. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Dynarid Injection 500mg
Diary No. Date of R& | & fee Diary No: 3440, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cephradinewi-ar gi ni ne €é500 mg
Pharmacological Group 1! Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial with WFI 5ml /
Approval status of product in Reference | Velosef Injection 500mg by M/s Apothecon USFDA
Regulatory Authorities. (disconinued)
Me-too status Cefrinex Injection 500mg by M/s Bosch (Reg#015128)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Approval status of product in Reference Regulat
Authoritiesnot confirmed.
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionDeferred for evidence of approval of applied formulation by reference regulatory
authorities.
218. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Promis Injection 1gm
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Diary No. Date of R& | & fee

Diary No: 3450, 17/04/2017, Rs: 20,000/

Composition

Each Vial contains:
Cefpirome sulphate with sodiucarbonate eq to
Cef piromeélgm

Pharmacological Group

4™ Gen Cephalosporin

Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 16s Via with WFI 2x5ml

Approval status oproduct in Reference
Regulatory Authorities.

ANSM approved

Me-too status

Cefrom Injection 1gm by M/s Sanofi Aventis (Reg#021124

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

1 Approval status of product in Reference Regulat
Authorities not confirmed.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

DecisionAppr oved with

l nnovatords specificati

219. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586:587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Promis Injection 500mg
Diary No. Date of R& | & fee Diary No: 3461, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cefpirome sulphate witeodium carbonate eq to
Cef piromeé500mg
Pharmacological Group 4™ Gen Cephalosporin
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 16s Vial with WFI 5ml [/ Afg
Approval status oproduct in Reference | ANSM approved
Regulatory Authorities.
Me-too status Ivcef Injection 500mg by M/s Bosch (Reg#027734)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Approval status ofproduct in Reference Regulato
Authorities not confirmed.
1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)
DecisionApproved with I nnovatorés specificati
220. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Rokky Injection 750mg

Diary No. Date of R& | & fee

Diary No: 3460, 17/04/2017, Rs: 20,000/

Composition Each Vial contains:
Cefuroxi me Sodium eq. to (
Pharmacological Group 2" Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial with WFI 5ml/ As

Approval status of product in Reference

Cefuroxime 750mg powder for solution for injection by M/
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Regulatory Authorities.

Stravencon LtdMHRA approved

Me-too status

Zecef Injection 750mg by M/s Bosch (Reg#025111)

GMP status

22-11-16Grant of new section
Grant of Additional section Recommended

Remarks of th&valuator.

1 Source of WFI (Medistii 5ml) by M/s Medisay
Pharmaceuticals (Reg#064758)

Decision:Approved.

221. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage FormStrength Rokky Injection 1.5gm
Diary No. Date of R& | & fee Diary No: 3459, 17/04/2017, Rs: 20,000/
Composition Each Vial contains:
Cefuroxime Sodium eq. to (
Pharmacological Group 2"Y Gen Cephalosporin
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial with WFI 2x5ml |/
Approval status of product in Reference | Cefuroxime 1.5gm powder for solution for injection by M/s
Regulatory Authorities. Stravencon LtMHRA approved
Me-too status Zecef Injection 750mg by M/s Bosch (Reg#026898)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. 1 Source of WFI (Medistii 5ml) by M/s Medisay
PharmaceuticalReg#064758)
DecisionApproved.
Lyophilized Vials Injectable (General) 5 products/ 3 molecules
222. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Vinvin 1gm Lyophilized Injection
Diary No. Date of R& | & fee Diary No: 3967, 20/04/2017, Rs: 20,000/
Composition Each Vial contains:
Vancomycin as Hydrochl ori ¢
Pharmacological Group Glycopeptide Antibiotic
Type of Form Form5
FinishedProduct Specification USP Specifications
Pack size & Demanded Price 16s Vial | As per SRO
Approval status of product in Reference | Vancomycin 1g Powder for Solution for Infusion by M/s
Regulatory Authorities. Wockhardt UK Ltd MHRA approved
Me-too status Vancomycin Injection 1gm by M/s Abbott (Reg#015016)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. -
DecisionApproved.
223. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Vinvin 500mg Lyophilized Injection

Diary No. Date of R& | & fee

Diary No: 3970, 20/04/2017, Rs: 20,000/

Composition

Each Vial contains:
Vancomycinas Hydrochl ori deé500

Pharmacological Group

Glycopeptide Antibiotic
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Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial | As per SRO

Approval status of product in Reference
RegulatoryAuthorities.

Vancomycin 500mg Powder for Solution for Infusion by M
Wockhardt UK Ltd MHRA approved

Me-too status

Vancomycin Injection 500mg by M/s Abbott (Reg#015015

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

DecisionApproved.

224. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Arpes 250mg Lyophilized Injection
Diary No. Date of R& | & fee Diary No: 3967, 20/04/2017, Rs: 20,000/
Composition Each Vial contains:
Acyclovir Sodi umé250mg
Pharmacological Group Antiviral
Type of Form Form5
Finished Product Specification USP Specifications
Pack size &Demanded Price 16s Vial | As per SRO
Approval status of product in Reference | Zovirax IV 250mg M/SGSK UK Ltd MHRA approved
Regulatory Authorities.
Me-too status Zovirax Injection 250mg by M/s GSK (Reg#009975)
GMP status 22-11-16
Grant of newsection
Grant of Additional section Recommended
Remarks of the Evaluator. -
DecisionApproved.
225. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.
Applicant 586-587 Sundar Industrial Estate, Lahore.
Brand Name +Dosage Form + Strength | Arpes 500mg Lyophilized Injection
Diary No. Date of R& | & fee Diary No: 3966, 20/04/2017, Rs: 20,000/
Composition Each Vial contains:
Acyclovir Sodi umé500mg
Pharmacological Group Antiviral
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s Vial | As per SRO
Approval status of product in Reference | ACYCLOVIR SODIUM 500mg by M/s HIKMA PHARMS
Regulatory Authorities. LLC, USFDA
Me-too status ACYCLOVIR 500mg by M/s Abbott (Reg#021397)
GMP status 22-11-16
Grant of new section
Grant of Additional section Recommended
Remarks of the Evaluator. -
DecisionApproved.
226. | Name and address of manufacturer / M/s. MTI Medical (Pvt) Ltd.

Applicant

586-587 Sundar Industrial Estate, Lahore.

Brand Name +Dosage Form + Strength

Gotec 40mg Lyophilized Injection

Diary No. Date of R& | & fee

Diary No: 3968, 20/04/2017, Rs: 20,000/
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Composition

Each Vial contains:

Omeprazole Sodi uméb500mg

Pharmacological Group

Proton Pump Inhibitor

Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 16s Vial | As per SRO

Approval status of product in Reference
Regulatory Authorities.

Omeprazole 40 mg Powder for Solution for Infusion by M
SandoZ.imited MHRA approved

Me-too status

Omedoc 40mg injection by m/s martin dow pharmaceutig
(pak) Itd.

GMP status

22-11-16
Grant of new section
Grant of Additional section Recommended

Remarks of the Evaluator.

DecisionApprovedwith | nnovator s

specifications.

ix.  M/s. Novamed Pharmaceuticals (Pvt.) Ltd. ( New Section)
Files received vide letter No. F&82013RegV, Dated 24' April, 2017, stating following details:
CLB in its 252 Meeting held on 1%March 2017 granted additional sections to M/s Novamed
Pha,rmaceuticals. Accordingly firm has applied for registration of products for approved sections
S.No Name of sections
01 Cream/ ointment/ gel (general)
02 Eye drops (general)
03 Tulle dressing
Cream/ ointment/ gel (general) 5 products/ 5 Molecules
227. | Name and address of manufacturer / M/s. Novamed Pharmaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Poly-Med Ointment

Diary No. Date of R& | &fee

Diary No: 3485, 17/04/2017, Rs: 20,000/

Composition

Each gram contains:

Polymyxin B sulp
Bacitracin Zincé
Lignocaineé40mg

Pharmacological Group

Anti-infective skin ointment

Type of Form

Form5

Finished Produc®pecification

Manufacturer Specifications

Pack size & Demanded Price

20gm/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

Not confirmed

Me-too status

Polyfax plus ointment by M/s GSK

GMP status

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

Remarks of the Evaluator.

1 Approval status of product in Reference Regulal
Authorities not confirmed

DecisionDeferred for evidence of appoval of applied formulation in reference regulatory

authorities and metoo status
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228. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | Bacinil Ointment
Diary No. Date of R& | & fee Diary No: 3486, 17/04/2017, Rs: 20,000/
Composition Each gram contains:
Polymyxin B sulphateél0, 0C¢(
Bacitracin Zincé500 wunits
Pharmacological Group Anti-infective skin ointment
Type of Form Form5
Finished Product Specification ManufacturelSpecifications
Pack size & Demanded Price 20gm/ As per SRO
Approval status of product in Reference | Polysporin First Aid Antibiotic by M/s Johnson & Johnson
Regulatory Authorities. Consumer Inc, USFDA
Me-too status Polyfax ointment by M/s GSK
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panel recommends grant of sections
Remarks of the Evaluator. 1 Firm has claimed Manufacturer Specificationsbut
product monograph is available in USP.
DecisionApproved with USP specifications.
229. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | Novapermethrin Cream
Diary No. Date of R& | & fee Diary No: 3480, 17/04/2017, R20,000¢
Composition Each gram contains:
Permet hriné5% w/ w
Pharmacological Group Scabicides, insecticides and repellents
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price 30gm/ As per SRO
Approval status of product in Reference | ELIMITE cream by M/sMYLAN PHARMS INC, USFDA
Regulatory Authorities.
Me-too status Lotrix cream by M/s GSK (Reg#010516)
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panel recommendgant of sections
Remarks of the Evaluator. -
DecisionApproved with I nnovatorés specificati
230. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Volgel

Diary No. Date of R& | & fee

Diary No: 3484, 17/04/2017, Rs: 20,000/

Composition

Each 100 grams of gel contain:
1.16gm Diclofenac Diethylamine corresponding to 1gm
Diclofenac sodium

Pharmacological Group

NSAID

Type of Form

Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

20gm/ As per SRO

Approval status of product in Reference
Regulatory Authorities.

Voltarol 1.16% Emulgel by M/&laxoSmithKline Consumer
Healthcare , MHRA approved
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Me-too status

Voltral Emulgel By M/S Novartis Pharma

GMP status

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

Remarks of the Evaluator.

DecisionApproved with

|l nnovator Ofbransipaene.i f i cat i

231. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | Novo Pirocin Ointment
Diary No. Date of R& | & fee Diary No: 3489, 17/04/2017, R20,000/
Composition Each gram contains:
Mupirociné2% w/ w
Pharmacological Group antibiotic
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 15gm/ As per SRO
Approval status of product iReference BACTROBAN 2% ointment by M/§&laxoSmithKline,
Regulatory Authorities. USFDA
Me-too status BACTROBAN 2% ointment by M/§laxoSmithKline
(Reg#010399)
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panel recommends gramitsections
Remarks of the Evaluator. -
DecisionApproved.
Eye drops (general) 5 products/ 5 molecules
232. | Name and address of manufacturer / M/s. Novamed Pha,rmaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage FormStrength Gentcin Eye drops
Diary No. Date of R& | & fee Diary No: 3488, 17/04/2017, Rs: 20,000/
Composition Each ml contains:
Gentamicin sulphate eqg to
Pharmacological Group Aminoglycoside antibiotic
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 16s (7.5ml)/ As per SRO
Approval status of product in Reference | GENTAMICIN SULFATE 0.3% Eye drops by M&andoz,
Regulatory Authorities. USFDA
Me-too status Genteal Eye Drops By M/Novartis Pharma (Reg#045693
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panel recommends grant of sections
Remarks of the Evaluator. -
DecisionApproved.
233. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Oculo-Chlor Eye drops

Diary No. Date of R& | & fee

Diary No: 3481, 17/04/2017, Rs: 20,000/

Composition Each ml contains:

Chl orampheni col é5mg
Pharmacological Group Antibiotic
Type of Form Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

10ml/ As per SRO

Approval status of product in Reference

Chloramphenicol 0.5% Eye Dropy M/s Martindale
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Regulatory Authorities.

Pharma, MHRA approved

Me-too status

Spersanicol 0.5% Eye Drops By Mdevartis Pharma
(Reg#005775)

GMP status

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

Remarks of the Evaluator.

DecisionApproved.

234. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | AntibacCiprix Ophthalmic Solution
Diary No. Date of R& | & fee Diary No: 3626, 18/04/2017, Rs: 20,000/
Composition Each ml contains:
Ci profloxacin as Hydrochl ¢
Pharmacological Group Quinolone Antibiotic
Type of Form Form5
Finished Product Specification ManufacturelSpecifications
Pack size &Demanded Price 5ml/ As per SRO
Approval status of product in Reference | CILOXAN 0.3% w/v eye drop®y M/s Novartis
Regulatory Authorities. Pharmaceuticals UK Ltd , MHRA approved
Me-too status Ciloxan 0.3% Eye Drops By MMovartis Pharma
(Reg#016754)
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panel recommends grant of sections
Remarks of the Evaluator. 1 Firm has claimed manufacturer specification by proq
monograph is available in USP.
DecisionApproved with USP specifications.
235. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | AntibacFloxacin Eye Drops
Diary No. Date of R& | & fee Diary No: 362418/04/2017, Rs: 20,000/
Composition Each ml contains:
Levofl oxacin as Hemi hydr at
Pharmacological Group Quinolone Antibiotic
Type of Form Form5
Finished Product Specification USP Specifications
Pack size & Demanded Price 5ml/ As per SRO
Approval status of product in Reference | Levofloxacin 0.5% W/V Eye DropBy M/sWatson Labs
Regulatory Authorities. Teva USFDA approved
Me-too status Qumic 0.5% Eye Drops By M/s Bos¢(Reg#042185)
GMP status 08-02-17
Panel Inspection fagrant of Additional sections
Panel recommends grant of sections
Remarks of the Evaluator. 1 Firm has claimed USP specification but prod
monograph is available in JP.
DecisionApproved with JP specifications.
236. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Tobramed Eye Drops

Diary No. Date of R& | & fee

Diary No: 3730, 19/04/2017, Rs: 20,000/

Composition

Each ml contains:

Tobramyciné3mg (0. 3% w/ v)

Pharmacological Group

Aminoglycosides Antibiotic

Type of Form

Form5

Minutesfor 270" Registration Board/leeting 134



Finished Product Specification

USP Specifications

Pack size & Demanded Price

5ml/ As per SRO

Approval status of product in Reference
RegulatoryAuthorities.

AKTOB 0.3% W/V Eye Drop8y M/sAkron, USFDA
approved

Me-too status

Tobrex 0.3% Eye Drops By M/s Novar{iReg#008249)

GMP status

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

Remarks othe Evaluator.

DecisionApproved.

Tulle dressing 5 products

237. | Name and address of manufacturef M/s. Novamed Phaaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | Safra Tulle
Diary No. Date of R& & fee Diary No: 3483, 17/04/2017, Rs: 20,000/
Composition Each gauze tulle contains:
Framycetin sulphateél%
Pharmacological Group Antibiotic
Type of Form Form5
Finished Product Specification ManufacturelSpecifications
Pack size &Demanded Price I.  5cm x 5cm (Sachet Pack) 10sachets/ pack
ii.  10cm x 10cm (Sachet Pack) 10sachets/ pach
lii.  15cm x 20cm (Sachet Pack) 10sachets/ pack
iv.  10cm x 30cm (Sachet Pack) 10sachets/ pack
v. 10cm x 40cm (Sachet Pack) 10sachets/ pach
/ As per SRO
Approval status of product in Reference | SOFRATULLE DRESSING 1% by M/s ERFA CANADA
Regulatory Authorities. 2012 INC, Health Canada
Me-too status Sufre Tulle by M/s Seagull Surgical Industry, Chichawatn
(Reg#04749EX)
GMP status 08-02-17
Panelinspection for grant of Additional sections
Panel recommends grant of sections
Remarks of the Evaluator. -
DecisionDeffered for confirmation of Me-Too status as reported reference is of expol
registration.
238. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Medee Tulle

Diary No. Date of R& | & fee

Diary No: 3782, 17/04/2017, Rs: 20,000/

Composition

Each gauze tulle contains:
ParaffinB. P é .

Pharmacological Group

Medicated Dressings

Type of Form

Form5

Finished Product Specification

ManufacturelSpecifications

Pack size & Demanded Price

i. 5cm x 5em (Sachet Pack)

ii.  10cm x 10cm (Sachet Pack)
lii.  15cm x 20cm (Sachet Pack)
iv.  10cm x 30cm (Sachet Pack)
v. 10cm x 40cm (Sachet Pack)

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

/ As per SRO

Approval status of product in Reference

CUTICELL CLASSIC PARAFFIN GAUZE DRESSING by
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Regulatory Authorities.

M/s BSN MEDICAL GMBH, Health Canada (lic #76625)

Me-too status

Medee Tulle by M/s Seagull Surgical Industry, Chichawat
(Reg#049191)

GMP status

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

Remarks of the Evaluator.

1 Name resembles already approved product.
1 Approval status of product in Reference Regulat
Authorities not confirmed.

DecisionApproved with

Il nnovatords spamei fications

239. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.
Applicant 28-km, Ferozpur Road, Lahore
Brand Name +Dosage Form + Strength | Ceptigras Tulle
Diary No. Date of R& | & fee Diary No: 3487, 17/04/2017, Rs: 20,000/
Composition Each gauze tulle contains:
Chl orhexidine AcetateéO. 5¢
Pharmacological Group Medicated dressings with antiinfectives
Type of Form Form5
Finished Product Specification Manufacturer Specifications
Pack size & Demanded Price I.  5cm x 5cm(Sachet Pack) 10sachets/ pack
ii.  10cm x 10cm (Sachet Pack) 10sachets/ pach
lii.  15cm x 20cm (Sachet Pack) 10sachets/ pack
iv.  10cm x 30cm (Sachet Pack) 10sachets/ pack
v. 10cm x 40cm (Sachet Pack) 10sachets/ pach
/ As per SRO
Approval status of produi Reference Bactigrasi Dressing by M/s Smith & Nephew Pty Ltd, TGA
Regulatory Authorities. confirmed
Me-too status Surgee Tulle by M/s Rehman Rainbow, Lahore
(Reg#030783)
GMP status 08-02-17
Panel Inspection for grant of Additional sections
Panelrecommends grant of sections
Remarks of the Evaluator. -
DecisionApproved with I nnovatordés specificati
240. | Name and address of manufacturer / M/s. Novamed Phamaceuticals (Pvt) Ltd.

Applicant

28-km, Ferozpur Road, Lahore

Brand Name +Dosage FormStrength

Povi Tulle

Diary No. Date of R& | & fee

Diary No: 1790, 17/04/2017, Rs: 20,000/

Composition

Each gauze tulle contains:
Povidone iodineél0%

Pharmacological Group

Medicated dressings with antiinfectives

Type of Form

Form5

FinishedProduct Specification

Manufacturer Specifications

Pack size & Demanded Price

i.  5cm x 5cm (Sachet Pack)

ii.  10cm x 10cm (Sachet Pack)
li.  15cm x 20cm (Sachet Pack)
iv. ~ 10cm x 30cm (Sachet Pack)

v. 10cm x 40cm (Sachet Pack)
/ As per SRO

10sachets/ pach
10sachets/ pack
10sachets/ pacl

10sachedsk

10sachets/ pacl

Approval status of product in Reference
Regulatory Authorities.

N/A

Me-too status

Surgee Tulle by M/s Rehan Rainbow, Lahore

GMP status

08-02-17
Panel Inspection for grant of Additionsgctions
Panel recommends grant of sections
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Remarks of the Evaluator.

1 Me-too status not confirmed reference
submittted/provided is incorrect
1 Approval status of product in Reference Regulat

Authorities not confirmed

DecisionDeferred for evidence of approval of applied formulation in reference regulatory

authorities and evidence of méoo status.

241.

Name and address of manufacturer /
Applicant

M/s. Novamed Phamaceuticals (Pvt) Ltd.
28-km, Ferozpur Road, Lahore

Brand Name +Dosage Form + Strength

Fusidium Tulle

Diary No. Date of R& | & fee

Diary No: 3625, 18/04/2017, Rs: 20,000/

Composition

Each gauze tulle contains:

Sodium Fusidateé2% w/ w

Pharmacological Group

Medicated dressings with antiinfectives

Type of Form

Form5

FinishedProduct Specification

Manufacturer Specifications

Pack size & Demanded Price

i.  5cm x 5cm (Sachet Pack)
ii.  10cm x 10cm (Sachet Pack)
li.  15cm x 20cm (Sachet Pack)

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

iv.  10cm x 30cm (Sachet Pack) 10sachetsk
v. 10cm x 40cm (Sachet Pack) 10sachets/ pach
/ As per SRO
Approval status of product in Reference | N/A

Regulatory Authorities.

Me-too status

Fusitex Tulle by M/s Rehman Rainbow, Lahore
(Reg#046339)

GMP status

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

Remarks of the Evaluator.

1 Approval status of product in Reference Regulal
Authorities not confirmed.

DecisionApproved with

Il nnovatords specifications

b) Remaining product case®f New Section

M/s. Oakdale Pharmaceuticals ( Remaining products)

Following is the detail of the molecules which has been considered by Registration Board after ver
from the record of previous minutes of the Registration Board. In previousngeetiie to ambiguity abol
molecules certain anomalies have occurred in this respect. Now the details/ list has been prepared ¢
the formulation specifically in combination as one/ separate molecule.

APPROVED DEFERRED
Sr.No | APPROVED SECTIONS (Products / (Products/ TOTAL
Molecules) Molecules)
4. | Tablet (General Section) 7-P (M-247) - 07
5. | Dry Suspension (General) | 3-P (M-247) 1-P (M-247) 04

Files received vide letter No. F-462013Reg |V, Dated 13" June, 2015, stating following details:

Tablet (General) 1 product

242.

Name and address of
manufacturer / Applicant

M/s. Oakdale Pharmaceuticals
Plot# 114, Industrial Estate, Hayatabad, Peshawar.

Brand Name +Dosage Form +
Strength

Loxicam 8 mg Tablet

Diary No. Date of R& | & fee

Diary No:917, 13/04/2015, Rs: 20,000/
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Composition Each film coated tablet contains:
Lornoxi camé8mg

Pharmacological Group NSAID

Type of Form Form5

Finished Product Specification

Manufacturer Specifications

Pack size & Demanded Price

1x106s/ As per SRO

Approval status of product in
Reference Regulatory Authoritieg

Xefo Tablet 8mg, Switzerland approved

Me-too status

XEFAST 8 mg Tablet by M/s Pharmevo

GMP status

27-03-2017
Routine GMP InspectiqiticMP was satisfactory

Remarks of the Evaluator.

DecisionAppr oved

wi th |

nnovatoros specifica

Oral Dry Powder Suspension (General/ Antibiotic) 2 products

243. | Name and address of M/s. Oakdale Pharmaceuticals
manufacturer / Applicant Plot# 114, Industrial Estate, Hayatabad, Peshawar.
Brand NamerDosage Form + Clarimyth Dry Powder Suspension 250mg/5ml
Strength
Diary No. Date of R& | & fee Diary No: 916, 13/04/2015, Rs: 20,000/
Composition Each 5ml contains:
Clarithromycin (27.5% EC t aj
Pharmacological Group Macrolide Antibiotic
Type of Form Form5
Finished Product Specification | USP Specifications
Pack size & Demanded Price | 70ml/ As per SRO
Approval status of product in Biaxin for Suspension by M/s Abbvie, USFCadproved
Reference Regulatory Authorities
Me-too status Claritek 250mg/5ml dry suspension by M/s Getz Pharma
GMP status 27-03-2017
Routine GMP Inspection
GMP was satisfactory
Remarks of the Evaluator. 1 Source of granules Vision Pharmaceuticals, Islamabad.
DecisionApproved.
244.| Name and address of M/s. Oakdale Pharmaceuticals

manufacturer / Applicant

Plot# 114, Industrial Estate, Hayatabad, Peshawar.

Brand Name +Dosage Form +
Strength

Deflucal Dry Powder Suspension 50mg/5ml

Diary No. Date of R& | & fee

Diary No: 918,13/04/2015, Rs: 20,000/

Composition

Each 5ml contains:
Fluconazol eé50mg

Pharmacological Group

Antifungal

Type of Form

Formb

Finished Product Specification

USP Specifications

Pack size & Demanded Price

30ml/ As per SRO

Approval status oproduct in
Reference Regulatory Authorities

Diflucan 10 mg/ml powder for oral suspension by M/s Pfizer
Limited MHRA approved

Me-too status

Diflucan 50mg/5ml dry suspension by M/s Pfizer (Reg#01360

GMP status

27-03-2017
Routine GMP Inspection
GMP was satisfactory
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Remarks of the Evaluator. |

DecisionApproved.

M/s. Harrison Pharmaceutical

s Remaining products)

APPROVED APPROVED DEFERRED TOTAL
SECTIONS (Products / Molecules (Products+ (MOLECULES)
Molecules)
Capsule 7-P/ 3M (M-263) - 03
(General
Section)
Liquid Syrup 3-P/ 3M (M-263) 7-P/ 6M (M- 10
(General 1-P/ 1M (M-268) 263)
Section)

The firm was granted 3 additional sections in"2d@eting of CLB held on 1July, 2016.

Files received vide letter No. F82013ReglIl, Dated 14" October, 2016, stating following details:

S.N
0

Name of Section

1.

Liquid Syrup (General)

2.

CapsulgGeneral)

3.

Dry powder suspension (General)

Capsule (General Section)

Category Approved Deferred Total considered
Molecules 3 0 03
Products 7 0 07

Now following applications have been evaluated and the details are as follows:

14 products/ 8 molecules

245.

Name and address of
manufacturer / Applicant

Harrison Pharmaceuticals,
10-Km, Lahore Road Sargodha.

Brand Name +Dosage Form +
Strength

DICLOFAN 100mg capsules

Diary No. Date of R& | & fee

Diary No.1448, 13/10/2016, Rs:20,000/

Composition

Each Capsule Contains:
Diclofenac Sodium EC pellets32%) eq. to Diclofenac Sodiuf

€ .100 mg.
Pharmacological Group NSAID
Type of Form Form5

Finished Product Specification

ManufactureiSpecifications

Pack size & Demanded Price

2 x 1Q As per PRC

Approval status of product in
Reference Regulatory Authoritieg

Diclomax Retard Capsule by M/s Galen Ltd, MHRA approved

Me-too status

Phlogin SR (100 mg Capsule) Brookes Pharma Karachi

GMP status

Last GMP Inspection conducted on-32016 concludes that the
firm is found to be operating at Good level of GMP compliance

Remarks of the Evaluator.

1 Source of pellets Vision Pharnslamabad

DecisionAppr oved

W i

th I nnovatords specifica
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246. | Name and address of Harrison Pharmaceuticals,
manufacturer / Applicant 10-Km, Lahore Road Sargodha.
Brand Name +Dosage Form + | ESOFOLE 20ng capsule
Strength
Diary No. Date of R& | & fee Diary No.1437, 13/10/2016, Rs:20,000/
Composition Each @psulecontains:
Enteric coated pellets (8.5%) of Esomeprazole Magnes
trihydrate equivalent to Esomeprazdlé .20mg
Pharmacological Group Proton Pump Inhibitor
Type of Form Form5
Finished Product Specification | USPSpecifications
Pack size & Demandderice 2 x7; As per PRC
Approval status of product in Nexium (Esomeprazole 20 mgsA
Reference Regulatory Authoritiey Astrazeneca
Me-too status ESOMEGA (20 mg Capsule) Ferozsons Laboratories Nowshg
GMP status Last GMP Inspection conducted on-3:2016 concludes that the
firm is found to be operating at Good level of GMP compliance
Remarks of the Evaluator. T Source of pellets Vision Pharma Islamabad
DecisionApproved with change inbrand name.
247.| Name andaddress of Harrison Pharmaceuticals,
manufacturer / Applicant 10-Km, Lahore Road Sargodha.
Brand Name +Dosage Form + | ESOFOLE 40 mg capsule
Strength
Diary No. Date of R& | & fee Diary No:1440, 13/10/2016, Rs:20,000/
Composition Each Capsule Contains:
Entericcoated pellets (8.5%) of Esomeprazole Magnesium
trihydrate equivalent to Esomeprazole...40mg
Pharmacological Group Proton Pump Inhibitor
Type of Form Form5
Finished Product Specification | ManufactureiSpecifications
Pack size & Demanded Price 2 x 70s; As per PRC
Approval status of product in Nexium (Esomeprazole 40 mg)SA Astrazeneca
Reference Regulatory Authoritieg
Me-too status Nexum(40 mg Capsule) Getz Pharma Karachi
GMP status Last GMP Inspection conducted on-3:2016 concludes that the
firm is found to be operating at Good level of GMP compliance
Remarks of the Evaluator. 1 Firm has claimed Manufacturer Specifications but product
monograph is available in USP.
1 Source opellets Vision Pharma Islamabad
DecisionApproved with USP specificationsand change inbrand name.
248. | Name and address of Harrison Pharmaceuticals,

manufacturer / Applicant

10-Km, Lahore Road Sargodha.

Brand Name +Dosage Form
Strength

EPRA 20mg capsule

Diary No. Date of R& | & fee

Diary No.1466, 13/10/2016, Rs:20,000/

Composition

Each Capsule Contains:
Enteric coated pellets
Ome pr a20aong e é

(8.5%) of omeprazole eq

Pharmacological Group

Proton Pump Inhibitor
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Type of Form

Form5

Finished Product Specification

USP Specification

Pack size & Demanded Price

2x7; As per PRC

Approval status of product in
Reference Regulatory Authoritieg

Losec (Omeprazole 20mgy M/sAstra Zeneca MHRA
approved

Me-too status

Risek (20 mg Capsule)Getz Pharma Karachi

GMP status

Last GMP Inspection conducted on-32016 concludes that the
firm is found to be operating at Good level of GMP compliance

Remarks of the Evaluator.

1 Source of pellets Vision Pharnslamabad

DecisionApproved with and changein brand name.

249. | Name and address of Harrison Pharmaceuticals,
manufacturer / Applicant 10-Km, Lahore Road Sargodha.
Brand Name +Dosage Form + | EPRA 40mg capsule
Strength
Diary No. Date of R& | & fee Diary No. 1465,13/10/2016, Rs:20,000/
Composition Each Capsule Contains:
Enteric coated pellets (8.5%) of omeprazole eq .to
Ome pr a Amnige € .
Pharmacological Group Proton Pump Inhibitor
Type of Form Form5
FinishedProduct Specification USP Specifications
Pack size & Demanded Price | 2 x 7; As per PRC
Approval status of product in Losec (Omeprazole 40mby M/sAstra Zeneca MHRA
Reference Regulatory Authoritieg approved
Me-too status Risek(40 mg Capsul&}etz Pharma Karachi
GMP status Last GMP Inspection conducted on-3:2016 concludes that the
firm is found to be operating at Good level of GMP compliance
Remarks of the Evaluator. Source of pellets Vision Pharma Islamabad
DecisionApproved with USP specifications and change of brand name.
250. | Name and address of Harrison Pharmaceuticals, 10Km, Lahore Road Sargodha.

manufacturer / Applicant

Brand Name +Dosage Form +
Strength

GABRE 100mg capsule

Diary No. Date of R& | &fee

Diary N0.326 (RIll), 14/10/2016, Rs:20,000/

Composition

Each Capsule Contains:

Pregabalmgné. 100

Pharmacological Group

Antiepileptics

Type of Form

Form5

Finished Product Specification

USP Specifications

Pack size & Demanded Price

2x7; As per PRC

Approval status of product in
Reference Regulatory Authoritieg

Lyrica (Pregabalin 100 mg)
Pfizer. Germany

Me-too status

Gabica £00mg Capsules)Getz Pharma Karachi

GMP status

Last GMP Inspection conducted on -2016 concludes that
the firm is found to be operating at Good level of GMP
compliance.

Remarks of the Evaluator.

DecisionApproved wi

th I nnovatorés specificatio
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251. | Name and address of Harrison Pharmaceuticals,
manufacturer / Applicant 10-Km, Lahore Road Sargodha.
Brand Name +Dosage Form + | GABRE 150mg capsule
Strength
Diary No. Date of R& | & fee Diary No.1471, 13/10/2016, Rs:20,000/
Composition Each Capsule Contains:
Pregabamgnél150
Pharmacological Group Antiepileptics
Type of Form Form5
Finished Product Specification | Manufacturer Specification
Pack size & Demanded Price | 2 x 7; As per PRC
Approval status of product in Alzain 150 mg Capsules by M/s Dr. Reddy's Laboratories (UK
Reference Regulatory Authoritieg Ltd, MHRA approved.
Me-too status Gabica 50mg Capsules)Getz Pharma Karachi
GMP status Last GMP Inspection conducted on
31-3-2016 concludes that the firm is found to be operating at
Good level of GMP compliance.
Remarks of the Evaluator. -
DecisionApproved with I nnovatorés specifica
252. | Name and address of Harrison Pharmaceuticals,
manufacturer / Applicant 10-Km, Lahore Road Sargodha.
Brand Name +Dosage Form + | T-Sin 0.8 mgcapsule
Strength
Diary No. Date of R& | & fee Diary No.1478, 13/10/2016, Rs:20,000/
Composition Each Capsule Contains
SR pellets (0.2%) of Tamsulosin eq.Ttaa ms ul o s i n0.8H
mg
Pharmacological Group Alpha-adrenoreceptor antagonists
Type of Form Form5
Finished Product Specification | USPSpecifications
Pack size & Demanded Price |106s; As per PRC
Approvalstatus of product in Flomax Tamsulosin HCD.8mg) Japan M/s Astellas, Pharma |
Reference Regulatory Authorities
Me-too status Tamsolir{(0.8 mg Capsule) Getz Pharma Karachi
GMP status Last GMP Inspection conducted on
31-3-2016 concludes that the firm is found to be operating at
Good level of GMP compliance.
Remarks of the Evaluator. 1 Approval status of product in Reference Regulatory
Authorities not confirmed
DecisionDeferred for evidence of aproval of applied formulation in reference regulatory
authorities.
253. | Name and address of Harrison Pharmaceuticals,

manufacturer / Applicant

10-Km, Lahore Road Sargodha.

Brand Name +Dosage Form +
Strength

T-Sin 0.4 mgcapsule

Diary No. Date of R& | & fee

Diary No.1454, 13/10/2016, Rs:20,000/

Composition

Each Capsule Contains

SR pellets(0.2%) of Tamsulosin eq. ftamsulosin HCI

USP64mg
Pharmacological Group Alpha-adrenoreceptor antagonists
Type of Form Form5
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Finished Product Specification

USP Specifications

Pack size & Demanded Price

10; As per PRC

Approval status of product in
Reference Regulatory Authorities

Contiflo XL 400 Capsule by M/s Ranbaxy (UK) Limited a Sun
Pharmaceutical Company, MHRapproved

Me-too status

Tamsolin(0.4 mg Capsule) Getz Pharma Karachi

GMP status

Last GMP Inspection conducted on
31-3-2016 concludes that the firm is found to be operatin
Good level of GMP compliance.

Remarks of the Evaluator.

1 Source opellets: Vision Pharma Islamabad

DecisionApproved.

254. | Name and address of Harrison Pharmaceuticals,

manufacturer / Applicant 10-Km, Lahore Road Sargodha.

Brand Name +Dosage Form + | LANSICZOLE 30mg capsule

Strength

Diary No. Date of R& | & fee Diary No. 1438, 13/10/2016, Rs:20,000/

Composition Each capsule Contains
Lansoprazole Enteric coated pellets (22.5%) equivalent to
Lansoprazole USPééé30 mg

Pharmacological Group Proton Pump Inhibitor

Type of Form Form5

Finished Product Specification | Manufacturer Specifications

Pack size & Demanded Price |106s; As per PRC

Approval status of product in Prevacid (Lansoprazole 30 mg)

Reference Regulatory Authorities USA TAKEDA PHARMS.

Me-too status Laprazole (30 mg Capsule) Nova Med Pharmaceuticals Laho

GMP status Last GMP Inspection conducted on-32016 concludes that the
firm is found to be operating at Good level of GMP compliance

Remarks of the Evaluator. f Firm has claimed ManufactureSpecifications bu

product monograph is available in USP.

1 Source of pellets: Vision Pharma Islamabad

DecisionApproved with USP specifications.

255. | Name and address of Harrison Pharmaceuticals,

manufacturer / Applicant

10-Km, Lahore Road Sargodha.

Brand Name +Dosage Form +
Strength

DUOX 20 mg capsule

Diary No. Date of R& | & fee

Diary No. 1470, 13/10/2016, Rs:20,000/

Composition

Each Capsule Contains:

Entericcoated pellets (17%) of Duloxetine HCI eq.
Dul oxetineéé. 20 mg
Pharmacological Group Antidepressant
Type of Form Form5
Finished Product Specification | USPSpecifications

Pack size & Demanded Price

140 s, AsBpér$RCs

Approvalstatus of product in
Reference Regulatory Authorities

Cymbalta (Duloxetine 20 mg capsule) M/s Lilly, USFDA

Me-too status

Dulan(Duloxetine 20 mg capsule) Hilton Pharma.

GMP status

Last GMP Inspection conducted on
31-3-2016 concludes that the firm is found to be operatin
Good level of GMP compliance.

Remarks of the Evaluator.

1 Source of pellets: Vision Pharma Islamabad

Minutesfor 270" Registration Board/leeting 143






