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Office of The Commissioner,

Food & Drugs Administration M:8.
Bandra ~ Kuria Compiax,.

Bandra (E), "
Mumbai — 400 051

Date:2 0 UCT 20]8

CERTIFICATE OF GOOD MANUFACTURING PRACTICES

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory notes attached).
Certificate No.: NEW-WHO-GMPICERTIKD!N?UOIZN8[11]25368

On the basis of the inspection carried out on 16/08/2018, 17/08/2018 and 06/09/2018 f}SN,e
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices for the deszqe forms, categories and activities listed in Table 1.

1. Name of the Firm . AARTI DRUGS LIMITED
Address . E-22, MIDC, TARAPUR, TAL-PALGHAR. DIST-
THANE 401506 MAHARASHTRA STATE,
IND1A
2. Licence No. . KDGB2 in Form 25,

KB408 It Form 28

e —————————————————E S

Table 1 !
Sr.Ne, Dosage Form(s) Catepor(ies) Activity(ies)
1 Active Pharmaceutical General ( Other than Synthesis. Puiification,
Inaredients { Bulk Drugs Cephalosporins, Penicillin, Packing, Labeliing, Quality
RgYEESIiEU gs) Cytoftoxic, Hormones ) Control, Quality Assurgnce

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

“This certificate remains valid until 15 Oct 2021 . it becomes invalid if the activities and / or
catsgories certified horewith are changed or If the site is ne longer considered to be in

compliance with GMP.

Address of certifying authority : Name of the Authorised person : A, T. NIKHADE

Food & Drug Administration, k.S, e, I

Bandra-kurla Complex, '”-'“H 94 Signature : A

Bandra (E}, Mumbai ~ ' : Stamp and Date : Joint Commissionar (HQ) & Controliing

Maharashtra INDIA. Authority

Food & Drug Administration, .S,
Bandra (E), Mumbai

Maharaghtra State, India

Date:16 Oct 2018
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Explanatory notes

1. This certificate which is in the format recommended by WHO, certifies the siatus of the site listed Y
in point 1 of the certificate.

| &%)

>
The certification number should be traceable within the regulatory authority issuing the /gf’&

certificate. o @:ﬁ
3. Where the regulatory aulhority issues a licence for the site , this number should be speuﬁéd

record “not applicable” in cases where there is no legal framework for the issuing of a llccnce‘i § " 3
4. Table | l{ \
List the dosage forms, starting materials, categories and activities. Examples are given belnw.:::‘\"\:
AN
Example -1
Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)
Dosage form (s)
Tablets : Cytotoxic Packaging
Hormone Production, Packaging,  Quality
a control.
Injectables Penicillin Repackaging & Labelling.
Cefalosporin Aseptic preparation, Packaging.
Labelling,

Pharmaceutical Product {(s)1 | Category (ics) | Activity (1es )

Starting material (s)2

Paracetamol Analgesic Synthesis, Purification,
Packing. Labelling.

Use, whenever available. lnternational Nonproprietary Names (INNs) or utherwise national
nonproprietary names.

wh

The certificate remains valid until the specified date. The certificate becomes invalid if the
activities and/or categories certified are changed or if the site is no Jonger considered to be in
. compliance with GMP.
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'n.nd‘qﬂ:rh'ey}-gg'ﬂﬁl. of drugs referred to in
- of Pharmac 13[31 a compendium of

6. The requirements for good 'practices the manufz
the certificate are those included in Quality A

guidelines and related materials . Good mgi§facturing practices a "@;pm.non Volume 2.
1999. World Health Organization, Geneva m’ef ;,‘,
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I,IST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate

Name of Manufactring Firm

Drug License No

NEW-WHO-GMP/CERT/KD/74700/2018/11 vALID UP TO 115 Ocet 2021 :
125368

AARTI DRUGS LIMITED -
E-22. MIDC. TARAPUR. TAL-PALGHAR. DIST-

THANE 401506 MAHARASHTRA STATE, INDIA

KDS82 In Form 23,

KD408 In IFonn 28

Sr.No. Name of the Product

Composition

1
Clopidogrel Hydrogen Sultate EP

2 |Celecoxib EP

3 |Celecoxib USP

4 |Ctprofloxacin HCL BP

5 |Ciprofloxacin HCL IP

6 |Ciprofloxacin HCL USP

7 |Ciprofloxacin HCP EP

8 |Diclofenac Epolamine

1234

Address of cerifying authority :
Food & Drug Adeinistration, M S
Bandra-kurla Complex,

Eangra (E). Mumbgi - 400 051,
Maharashtra.INDIA.

Yel: +91-22-26692363/64

Fax: +81-22-26591959
1RAAIE174700201B1016

Name of tha Authorised person : A. T. NIKHADE E
Signature : e

Stamp and Date  Joint Commissione. {HQ} & Controlling Autherity
Food & Drug Administration, M.S.
Bandra (E), Mumbai
Maharashtra State, India
Date:18 Oct 2018
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No. of certificate

Name of Manufactring Firm

Drug License No.

LIST OF PRODUCT APPROVED UNDER WHO GMP!

NEW-WHO-GMP/CERT/KD/14700/2018/11 VALID (P 1O :18 Oct 2021 i
125368 |
AARTI DRUGS LIMITED - !
E-22, MIDC, TARAPUR. TAL-PALGHAR. DIST- i
THANE 401306 MAHARASHTRA STATE, INDIA i
K DS$82 In Form 25,
KD408 in Form 28

Sr.No.

Name of the Product

Composition

S

Gatifloxacin Sesquihydrate

10

Metopralol Succinate BP

11

Metoprolol Succinate EP

iz

Ivietoprolo! Succinate USF

13

Niacin USP

14

Raloxifene HCI EP

15

Raloxifene HCI USP

16

Rivastigmine Hydrogen Tartrate

Tel: +81

Address of cartifying authority :
Food & Drug Administration, M.S.
Bendra-kura Compilex,

Bandra (E), Mumbai — {50 G517,
Maharashtra,INDIA.
«22-28592363/64

Fax; +81-22-26591859

| AAATIITA700201 81026

Name of the Authorised person : . T. NIKHADE (\‘& (}
)

Signature - ST "‘T—"
Stamp ana Date : Joint Commissicner (&) & Contraiing Authority
Food & Drug Administration, M.S.
Bandra (E), Mumbai
Maharashtra State, Indla
Date:16 Oct 2018 :

(16 0C7 2018
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No. of certificate

Nume of Marufactring Firin

Drug License No

LIST OF

PRODUCT APPROVED UNDER WHO GMP! : !
NEW-WHO-GMP/CERTRDA4Y00:2018°11 viatv c Pao 1S Oet 2020
25368

AARTT DRUGS LIMITED -
E-22, MIDC, TARAPUR, TAL-PALGHAR. DINT-

THANE 401506 MAHARASHTRA STATE, IXDIA

KDS82 In toem 25,

KIDHOR In Fonm 28

Sr.No. Name of the Product

Composition

17 ITerbinafine Hcl BP

18 [Terbinafine Hc! EP

19 iTinidazoie BP

20 Tigidazole EP

21 |Tinidazole IP

22 [Tinidazole USP

23 |Zolpidemn Tartrate BP

24 |Zolpidem Tartrate EP

1234

Address of certifying authonty -
Food & Drug Adminrstration, M.S
Bandra-kurla Compiex

Bandta (E) Mumbai - 400 051
Maharashira iNDIA.

Tel +91.22-26592363/64

| Fax: +91-22.26591959

1RAATHS 7470CICIELDLD

|
|

Name of the Authorised person : A, T. NIKHADE

. Signature
Stamp and Date Joint Commisgsioner (HQ) & Controiiing Authority
Food & Drup Administration, M.S. |
Bandra (E), Mumbai
Maharashtra State, India
Date:18 Oct 2018
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LIST OF PRODUCT APPROVED UNDER WHO GMP'

i
No. of certificate NEW-WHO-GMP/CERT/KD/7470072018/11  varpue 10:15 Oct 2021 |
125368
Name of Manufactring Firm : AARTI DRUGS LIMITED - ’,

E-22. MIDC, TARAPUR, TAL-PALGHAR. DIST-

THANE 401506 MAHARASHTRA STATE, INDIA
Drug License No : KDS82 tn Form 25,

K D408 In Form 28

Sr.No. Name of ihe Product Composition

25 |Zolpidemn Tartrate USP

1234 |
Address of certifying authorily Name of the Authorised person : A, T. NIKHADE ? f
| Food & Drug Administration, MS e i
Bandrakurla Complex, Signalure : =i . f
a:?\:r;iﬁ‘);x:g:’:’ - 400 051. Stamp and Date : Joint Commissioner {HQ) & Controlling Authority |
Tol +91.22:26502363/64 ;°°‘; & :2';“:4“";:53“’“”' = :
Fax: +91-22-26591959 Y e CIUEE (I3 LMol '
1RAATE17470020181016 Pt ;115‘3‘*\\\ Maharashtra State, Indla
A \_\ Date:16 Oct 2018

= A copy of this document/
2 ¢ has been recorded with the Chamber
SR /1O

—

Authorised Sigratory
Bombay Chambes of (;i‘.rrveme and Industry

Regn.No?..S.&ﬁ..ua:e 3 0 NOV Zgw
BBATIK RALE

. . EXECUTIVE




ATTESTED TRUE COPY
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