Food & Brugs Control Administration
BLOCK. NO.s, 12 FLOOR. Dr.JVRAJ MEHTABHAVAN,

GANDHINAGAR, GUJARAT STATE. INDIAFIN:582010

Certificate No. : 1807930
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Manufacturer

The responsibility for the quality of the individual batches of the pharmaceutical
products manufactured through this process lie With the manufacturer.

This certificate remains valid until 15/07/202%.
/or categories certified fierewith are cﬁangeéf ov

compliance with GMP

Format of this certtﬁc!lte s,

Block No. 8, 15T floor, Dr. Jivraj Mehta
India. — Pin : 382010
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Bhavan, Gandhinagar, Gujarat State,

as per WHO M.NO. 908 of 2003.
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My Commisslan explres on 28-0414023
Shilpa B. Zavdfi

(pr. H.GAKOSHIA)

SHILPA B. ZAVERI

-6 AUGZ018




This puhlic documenr of rf,e tx_pg
- COMMERCIAL DOCUMEN*r W

W

- !-ssued!c ALEMBIC PHARMACEUWQALS LTD.

hasburr&mnd@y

‘wim the eeal/.mmp of. D ECRETAH‘Y FEDERATION OF

7 o Itit
- GUuARAT wnusmté“ . VADODARA 3w
' Cemﬁedby 7 ;
Section Officer(Ol) | MINISTRY OF EXTERNAL AFF’AIRS L)
o 13—Aug-2018 & NEWDELHI INDIA - T

n\al Aﬁ‘:_..p ¥
3‘&'\/ Denm

Atrestation ; iarat
ration of Gujara
The Do dment/ Signature / Pa er Fede

stries, Vadodara is a
is Aliosted Res Noa-é//9-47 Indu

-----

&1 Reeognised Chamber of Commerce
Sg_Bge

&R D"}he Mi fesh Pate!
Dacuiy oz.cretmy li veeratary General

Federation of Gujarat [ndisiring

{NousSTRIES\?

{ 03\ yADODARA
o\

- 8 AUG 2018




\

Alembicy
lembic,

API DIVISION PANELAYV,
Tal-Halol, Dist : Panchmahal

LIST OF PRODUCTS FOR GRANT OF COPP AS PER WHO GUIDELINES

Mfg. Lic. No. G/1411 in Form 25 Mfg. Lic. No. G/25F/50 in Form 25F
Mfg. Lic. No. G/1050 in Form 28

—

Azithromycin Dihydrate JP/USP/Ph.Eur.
Azithromycin Monohydrate USP/Ph.Eur,

Bupropion Hydrochloride USP

Clarithromycin Enteric Coated Granules 28%

Clarithromycin Enteric Coated Granules 29%

Clarithromycin Enteric Coated Granules 30%

Clarithromycin Enteric Coated Granules 31%

Clarithromycin Enteric Coated Granules 33%
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Clarithromycin Enteric Coated Granules 35%
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Clarithromycin Enteric Coated Granules 36%
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Clarithromycin Enteric Coated Granules 38%
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Clarithromycin Enteric Coated Granules 39%
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Clarithromycin Enteric Coated Granules 40% o VQ\)/
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Clarithromycin Enteric Coated Granules 41% \DHH- A’éi-‘/, ~
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15 | Clarithromycin Enteric Coated Granules 42%

16 | Clarithromycin Enteric Coated Granules 43%

17 | Clarithromycin Enteric Coated Granules 44%
18 | Clarithromycin JP/Ph.Eur./USP

19 | Clonidine USP

For ALEMBIC/PHARMACEUTICALS LTD,,

BhavesH D. Patel.

Authorized Signatory.
FOR COM.’:‘.Ijﬁ'*??‘ER

FOOD & DRUGS SGNT0L AUMINISTRATION
GUIaRAY STATE. '

16 JUL 201§ 5 J0L M0

ALEMBIC PHARMACEUTICALS LIMITED

REGD. OFFICE : ALEMBIC ROAD, VADODARA - 380G 003. INDIA » TEL : +81-0265-2280550 + FAX : 491-0265-2282837
Webslte ;: www.alemblcpharmaceuticals.com ¢ E-mali : alembic®alemble.co.in * CIN: L24230GJ2010PLC061123
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Alembic
Touching Lives over 1@)

API DIVISION PANELAYV,
Tal-Halol, Dist : Panchmahal

LIST OF PRODUCTS FOR GRANT OF COPP AS PER WHOQ GUIDELINES

Mfg. Lic. No. G/1411 in Form 25 Mfg. Lic. No. G/25F/50 in Form 25F
Mfg. Lic. No. G/1050 in Form 28

20 | Clonidine Hydrochloride USP/Ph.Eur

21 | Celecoxib USP/Ph.Eur.

22 | Deferasirox

23 | Erythromycin BP/USP/Ph.Eur,

24 | Etoricoxib

25 | Fenofibrate Ph.Eur./BP/USP
26 | Fenofibric acid
27 | Fenofibric Acid Choline salt

28 | Fluoxetine Hydrochloride Ph.Eur./USP mr——
P % ues Lo,
29 | Hydrochlorothiazide Ph.Eur./JP/USP V_’no

30 | Irbesartan USP/Ph. Eur

31 | Ivabradine Adipate

32 | Ivabradine Hydrochloride
33 | Lacosamide

34 | Lamotrigine Ph.Eur./USP
35 | Leflunomide Ph.Eur./USP .

36 | Lercanidipine Hydrochloride

37 | Linezolid
38 | Memantine Hydrochloride / Memantine Hydrochloride USP

39 Mepfobynate UsP

For ALEM PHARMACEUTICALS LTD.,,

Bhavesil D. Patel.
Authorized Signatory.

FOR COVMIRCIONER
F36D & CRBES 200020 s DMINISTRATION

ULlarat S2AVE,

167UL 2016 7o 5 JuL 200

ALEMBIC PHARMACEUTICALS LIMITED

REGD. OFFICE : ALEMBIC ROAD, VADODARA - 300 003. INDIA « TEL : +01-0285-2280550 » FAX : +91-0285-2282837
Website : www.alemblcpharmaceuticale.com + E-mall : alembio@alemblo.co.in = CIN: L24230GJ2010PLCO81123
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Alembic
Touching Lives over 1@}

API DIVISION PANELAYV,
Tal-Halol, Dist : Panchmahal

LIST OF PRODUCTS FOR GRANT OF COPP AS PER WHO GUIDELINES

Mfg. Lic. No. G/1411 in Form 25 Mfg. Lic. No. G/25F/50 in Form 25F
Mfg. Lic. No. G/1050 in Form 28

40 | Metoprolol Succinate Ph.Eur./USP

41 | Metoprolol Tartrate USP/EP

42 | Mexiletine Hydrochloride Ph.Eur./USP
43 | Modafinil Ph.Eur./USP

44 | O-Desmethyl Venlafaxine Succinate Monohydrate

45 | O-Desmethyl Venlafaxine
46 | Olmesartan Medoxomil Ph.Eur./ USP
47 | Pregabalin Ph. Eur

48 | Pramipexole Dihydrochloride Monohydrate Ph, Eur

49 | Quetiapine Fumarate USP / Ph. Eur

50 | Rivastigmine Base / Rivastigmine Base Ph. Eur

51 | Rivastigmine Hydrogen Tartrate Ph. Eur

52 | Rivastigmine USP

53 | Rivastigmine Tartrate USP
54 | Ropinirole hydrochloride USP

55 | Roxythromycin JP/CP/Ph.Eur.

56 | Telmisartan USP/Ph.Eur./]JP

57 | Teriflunomide

58 | Valsartan USP/Ph.Eur.

59 | Venlafaxine Hydrochloride Ph.Eur./ USP

60 Vildagli?ﬁn

For ALEMBIZ PHARMACEUTICALS LTD.,

B.
Bhavegh D. Patel, m (o)
FCR COMMISSIONER VT o¢

Authorized Signatory. FOOD & DRUGS £0:u:.: 3% ADMINISTRATION
GUISRAT STATE,
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ALEMBIC PHARMACEUTICALS LIMITED
REGD. OFFICE : ALEMBIC ROAD, VADODARA - 390 003. INDIA » TEL : +91-0265-2280850 » FAX + +81-0265-2282837
Website : www.alembicpharmaceuticals.com « E-mall : alembic @alembic.co.in « CIN: L24230G.J2010PLC081123
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