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No: WHO-GMP/1802635/ /B
Commissioner
Food & Drugs Control Adininistratios,
Gujarat State, Dr. Jivraj Mehta Bhavan,
Block No.8, 1* floor, Gandhinagar
Date : e S
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Regd. No.: 1305
Page : oy
Date :o—f/ca{,(o‘g

"o,

" A AT A EYT A Y
.\'1'.'.'». CADILA HEAI

THCARE LIMITED,
APLOT NO.26 TO 29 & 31,

~DABHASA, TAL- PADRA

il
-
2

DIST- VADODARA.

Sub :- Drugs & Cosmetics Act, 1940 & Rules there under.

—_—a

[ssue of WHO-GMP Certificate

Sir,
Refi- Your letter Dated : 17-07-2017

I send herewith World Health Organisation - Good Manufacturing Practices
Certificate (WHO-GMP) in ONE copies as desired by you.

for €ommissioner
Fded & Drugs Control Administration
No: WHO-GMP/1802635/2018/ /B Gandhinagar Date: - -2013

Copy forwsarded 10 -

1. Assistant Cormnmissioner, VADODARA
2 Conyo Dy Drugs Controller, CDSCO, Air Cargo Complex, Ahmedabac
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for Commissioner
Food & Drugs Control Administration
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L9 Jood & Brugs Control Administration
S0 I BLOCKNO.&, 1 FLOOR, Dr.JVRAJ MEHTABHAVAN,

- EED  GANDHINAGAR GUUARAT STATE. INDIA FIN: 362010

T e omes
L I

i & ‘.ertiﬁcare No.: 1802635

On the basis of the inspection carried out on-14-15/09/2017 & 11/01/2018 we certify that
the site indicated on this certificate complies with Good Manufacturing Practices for the
dosage forms, categories and activities fistedan. Table 1.

i Name & Address CADILA HEALTHCARE LIMITED

of site:
PLOT NO.26 TO 29 & 31,, DABHASA, TAL- PADRA
City : DABHASA- 391 440, Dist : VADODARA, GUJARAT STATE,
INDIA
2 Manufacturer’s T G/25/1409  G/28/1292 . ¥
Licence number :
3 Table:
Haseii  Dosage Form (s) -Z'Zit;éory fies) Activity (ies)
Bulk Drugs (APIs) 58 | General | manufacturer

The responsibility for the quality of the individual batches of the pharmaceutical
products manufactured thvough this process lies with the manufacturer.

This certificate rema ins valid until 23/01/2020. 1t becomes invalid if the activities and
/or categories certified fievewith are changed or if the site is no longer considered to be in
compliance with GM®P

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

R

Address of certifying authority

Food & Drugs Control Administration,
| Block No. 8, 15T floor, Dr. Jivraj Mehta
| Bhavan, Gandhinagar, Gujarat State,
India. — Pin : 382010 responsible P

Email - comfdca@gujarat.gov.in /.-\'.s)
PNt : A
Phone : 91-79-23253417, JFax : 91-79-222-53400 "g'
o
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Date  : 24/01/2018 e
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Cadila

Healthcare Limited
4 I Dabhasa-Vadodara

£¥J/ OF PRODUCTS COVERED UNDER WHO-GMP CERTIFICATE
57/ MANUFACTURING LICNECE NO. G/1409 IN FORM 25
& LICENCE NO G/28/1292 IN FORM 28

BULK DRUGS (APIs)
r. No /NAME OF PRODUCT
L Cipimox ) =
2__lfuzosin Hydrochloride TR e ST O
3 __iAnagrelide Hydrochloride

& ripiprazole

5 |Atenolol BP/USP/EP .

6 __|Atomoxetine Hydrochloride B
7__Azelastine Hydrochloride EP ) |
8__ [Balofioxacin Dihydrate > o

9 __ |Bosentan Monohydrate

10 _|Bupropion Hydrochloride
11 _ICarvedilol BP/EP/USP/IP
12 [Clindamycin Hydrochloride USP/EP
13 _[Clindamycin Phosphate USP/EP/BP

. —S——

14 [Clonidine EP/USP

15 IClopidogrel Besylate _ : &
16 _[Clopidogrel Bisulfate usp
17 _[Deferiprone : 7
18 [Desvenlafaxine Succinate A
19 [Diclofenac Diethylamine BFP ol
20 [Donepezil Hydrochioride
21 _|Duloxetine HCI EP/USP
22 _[Entecavir

23 |Fsomeprazole Magnesium USP_ / {
24 Itthacrynic Acid USP/EP 1531 AtAL
25 _|Famotidine BP/USP/EP T | &
26 |Febuxostat '3 i/
27 _[Fluconazole PR B S
28 [Fosphenytoin Sodium USP. "’@%,,M:m -/f/

R e

29 _Hexoprenaline Suifate
30__[Hydrochlorothiazide USP/EP _ Sk
21 Hydroxychloriq_ufne Sulfate BR/USP -

32 _[Irbesartan it %
33 _[Ivabradine HCI e a
34 |Lamotrigine EP/USP e e e
35__|Linezolid B,

36 _[Losartan Potassium EP /USP ) i
37 Mesalamine EP/USP

Fof Comimigsioner
“—#00d & Drugs Control Administratior
Guiarat State Gandhinagar

For Cadila Healthcare Ltd.,

P 24 JAN 20870 5 5 AN 2020

Signatory)
Factory : Piot No_ 2610 25 & 31, Dabhasa-Umaraya Roae, Vill Dabiuss 391 440, Tal. Padra, Disl. Vadodara, Guiarat, India,

Phona ; +91 - 2662 - 244311 / 244412 /244386 /242337 Fav: 491 . 2862 - 244243 wwwizyduscadila.com
Regd. Office : Zydus Towar, Satelite Cross Road. Ahmedabad-380015, ladia. Phone +81-20.2685 61 0 0s) Fax : +91-79-2686 23 65/ 88
CIN : L24230G/1995PLC025878
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Cadila

Heaithcare Limited
Yy 4 Dabhasa-Vadodara
“lp g1 OF PRODUCTS COVERED UNDER WHO-GMP CERTIFICATE
MANUFACTURING LICNECE NO. G/1409 IN FORM 25
& LICENCE NO G/28/1292 IN FORM 28
BULK DRUGS (APIs)
Sr. No [INAME OF PRODUCT

38 Metopro!ol Succinate USP/EP “]y Comnvsuon Expires

39 Midodrine _Hydrochloride i ey Cn 19th September 2021

39 _Jaftopid! J. H. THAKOR

41 [Olanzapine } ¥ ; NOTARY

42 |[Olmesartan Medoxomil ‘

43 |Paliperidone

: J. H. THAKOR

44__[Pantoprazole Sodium Sesquihydrate EP

& NOTARY
ADVOCATE & NOTAR &
1. PARAMKRUPA SOCIETY,

o CRAI AONIETY.
NR. ARUMACHAL SOCIETY,

4> [Paroxetine Hydrochloride
46 _|Paroxetine Hydrochloride Hemihydrate

47 _|Pioglitazone HCI USP/3P ,_ Al 4
48 [pitavastatin Calcium SUBHANPURA, VADCDARA-25
49 __|Pramipexole Dihydrochloride 7 GUJARAT, m"il'\.'

= g ] MOBILE : 97232 82483

50 _jPromethazine Hydrochloride USP/EP
51 [Propafencne HCl EP/USP

52 _|Rabeprazole Sodium IP

53 [Risperidone EP/BP/USP

54 __[Rivastigmine

55 [Salmeterol Xinafoate

56 [Sarcglitazar 3
57 |Silodosin |, e Mo 4
58 [Simvastatin USP/EP

59 [Sitagiiptin Phosphate_

60 _[Tamsulosin Hydrochloride

61 [Terazosin Hydrochloride BP

62 _ [Tirofiban HCI
63 _[Topiramate }
64__|venlafaxine Hydrochioride BP/EP
65 [Warfarin Sodium BP/USP/EP

66 __(Ziprasidone Hydrochloride Anhydrous
67 |Ziprasidone Hydrochloride Monohydrate

1 TRUE

- 3-RolP-

THAKOR

68 |Zolpidem Tartrate EP

69 JZonisamide i
70__[Cinacalcet hydrochloride
71 Hyoscyamine Sulfate IP/EP/BP/USP
72 _ |Linagliptin (Amorphous) _

73 |Lurasidone Hydrochioride
74 [Rasagiline Besylate gs Cornttrol Administratior
75 JRoflumilast Guiarat Staie Gandhinagar

For Cadila Healthcare Ltd., | —24 JAN 2028 725 @3 JAN ZOZU

Comimissioner

L F
d & Dru

(AUthﬂﬂﬁ?Q’{ IQQ‘@MM Dabhasa-Umaraya Road, Vil Dabhesa - 391440, Tal, Padra, Dist. Vadodare, Gujarat, India,
Phone : +31 - 2662 - 244411 1244412 { 246395 f 244337 Fax +91 - 2662 - 244243 Ryduscadifa.com
Regd. Office : ‘Zydus Tower, Satellite Cross Road, Ahyy B0 15. India. Pnone : +91-/9-2566 81 b (20 s) Fax - +91.79-2686 23 65/88
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