Food & Brugs Control Adyministration
BLOCKNO. 8, 1% FLOOR, Dr. JIVRA MEHTAISHAVAN

GANDHINAGAR, GUJARAT STATE, !!\IDIA FIN:382010

Cerhﬁcate No. : 1808977

On the basis of the inspection carvied out on 30-31/05/2018 & 02/08/2018 we certify that
the site indicated on this certificate complies with Geod Manufact L
dosage forms, categories and activities (isted in Table 1

L Name & Address JCL CHEMICALS LIMITED

of site:
3102/ B, GIDC, INDUSTRIAL ESTATE A iq,
City : ANKLESHWAR -393 002, Dist : B
INDIA
2 Manufacturer’s G/25/ 1777 G/25-F/52
Licence number :
3 Table::
Dosage féi’rﬁ'('s') C'dtegory (ies) Activity (ies)
Bulk Drugs {(APIls) . General Manufacturer

The responsibility for the quafity of the mdividual batches of the pharmaceutical
products manufactured through this process lies with the manufacturer.

This certificate remains valid until 12/08/2021. It becomes invalid if the activities and
/ov categories certified hevewith are changed or if the site is no longer considered to be in
compliance with GMP

Format of this certificate is as per WHO TRS No. 908 of 2003.

(V7

(Dr. 3£G. KOSHIA)
Commissioner

Address of certifying authority

Food & Drugs Control Administration,
‘Block No. 8, 157 floor, Dr. Jivraj Mehta
Bhavan, Gandhinagar, Gujarat State,
| India. — Pin : 382010

C LY omeﬁ‘ﬁ) Per ﬁpﬁ?;
GlaaRid aHﬁ”E

Email : comfdca@gujarat.gov.im

Phone @ 91-79-23253.417, Fax : 91-79-232-53400

Date  : 13/08/2018
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REPUB\UC OF INDIA

This public document
COMMERCIAL DOCUMENT
has been signed by H G KOSHIA

acting in the capacity of - COMMISSIONER

bearsthe selilamp ot BOMBAY CHAMBER OF COMMERGE ‘A i
INDUSTRY ;

Certified
NEWDELHI, INDIA e 01-Jul-2019
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HO -GMP Guidelines

A | B
Date: 05.05.2018
(For Export only)

nufacturing License in Form 25, Eicense No - G/25/1777 & Form 25-F, License No -G/25F/52

{ Srno | Name of Product Market
1. Trifluoperazine Hydrochloride EP ( For Export )
2. Trifluoperazine Hydrochloride USP ( For Export)
3 Fluvoxamine Maleate EP ( For Export )
4, Fluvoxamine Maleate USP ( For Export )
5. Fluvoxamine Maleate BP ( For Export )
6. Memantine Hydrochloride ( For Export)
7. Memantine Hydrochloride USP ( For Export )
8. Betahistine Hydrochloride BEP { For Export )
9. Betahistine Hydrochloride BP ( For Export)
10. Betahistine Hydrochleoride USP ( For Export )
[1. Zaltoprofen JP ( For Export )
12. Atomoxetine Hydrochloride ( For Eﬁpor‘t )
13. Atomoxetine Hydrochloride EP { For Export )
QG Ggﬂ ) 14. Atomoxetine Hydrochloride USP ( For Export )
& IO 15. | Felbinac EP ( For Export )
Q’( -t \Y - : £
g( —t \.% 16. | Felbinac BP ( For Export )
§ ( _-33" "*l_l‘f'.‘ ) = 17. | Methylphenidate Hydrochloride EP ( For Export )
ol L AL “‘ )} 18. | Methylphenidate Hydrochloride USP ( For Export )
q_kc. MBAY CHIA "'“J) é): 19. Aripiprazole EP ( For Export )
& \'\—v JJ\:S’ 20. | Aripiprazole USP N, ( For Export )
09 i 1{ 2L Clozapine EP & N ‘.;,A“\ ( For Export )
22. | Clozapine BP 5/ oy YZ\} (For Export)
23. | Clozapine USP %5 s [5)] (For Export)
24. | Zonisamide USP \2\ e V] (For Export)
25. | Quetiapine Fumarate BP N\ BN\ cuwrem siar /877 ( For Export )
26. | Quetiapine Fumarate EP  \yJo 0~ ( For Export )
77, Quetiapine Fumarate USP et ( For Export )
28. Pirfenidone EP ( For Export )
29, Pirfenidone BP ( For Export )
30. Rivaroxaban { For Export )
31. | Lurasidone Hydrochloride ( For Export )
32, Eslicarbazepine acetate ( For Export )
33: Levomepromazine Maleate EP ( For Export )
34. | Levomepromazine Maleate BP ( For Export )
For, ZCL Chemicals Limited,‘(
Authorized Signatory. <}, P
/%;f ) *{\f\\fﬁ%ﬁ for cor L\
S.B.Shah. For Commissioner

(Vice President— Quality)

Reagistered office

ZCL Chemicals Ltd.
215 Atrium, "C" Wing, 8th Floor,

Andheri Kurla Road, Chakala, Andheri (E).
Mumbai- 400 093, Maharashtra, India.

Food & Drugs Control Administration

Gujarat State

)

819-821,
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Web: www.zclchemicals.com

CIN : U24100MH1991PLCOG0T748
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Tel: +31 22 61539999 | Fax: +97 22 671539997
Email: enquiries@zclchemicals.com

s

ZCL Chemicals Lid.
Plot No. 3102/B, G.1.D.C.
| Ankleshwar - 393 002.
. Gujarat, India.



