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Office of The Commissioner,
Food & Drugs Administration hl.S
Bandra * Kurla Coniplex,
Bandra (E),
lVlumbai * 400 051
Date :-tg May 2a22

CERTIFICATE OT GOOD M CTURI|{ G PRACTICES

This Certificate conforms to the format recomrnended by the World Health Organization
(General instructians and explanatory nates attachecl).

c e rtificate N o. : N EW-WH o-G M P/e H RTlKDll 1 0 z8s t zozzt 11 /40430

On the basis of the inspection carried out on 15"12.2A21 AND 16.12.202I ,we certify that
the site indicated on this Certificate complies with Good Manufacturing Practices for the
dosage forms, catesCIries and activities listed in lable j.

1 Name of the Firnr

Address
UNIMAX CHEMICALS PVT LTD

E'l{6, M|DC TARAPUR BOTSAR PALGHAR
4O1506 MAHARASHTRA STATE. INDIA

BDO22 ln Form 282. Licence No

Tai:ie 1

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

This certificate remains valid until 18 lVlay 2A25. lt becomes invalid if the activities and / or
categories certified herewith are changed or if the site is no longer considered to be in
compliance with G[/P.

Address cf certifuing authcrity :

Food & Drug,Administration. tVI.S
Bandra-kurla Cornplex,
Bandra (E), tt/lumbai - 400 051
[\Iaharashtra tNDlA.
Tel +91 -22-26592363t64
Fax.. +91-22-26591959
1iNU2541 10785202205 79
UNiMAX CHEMICALS PVT LTD - NEW
GMP/CERI/KDll 1O7 85 / 2 O22/ 1

Authorised person : G. B. BYALE ,r

signature W
Stamp and Date :Joint Gornmiftioner (He) & Controlling

AuthoritY U

Name of the

Food & Drug Administration, M.S.
Bandra {E). Mumbai
Maharashtra State, lndia
Date:19 lVlay 2022

Sr.No" Dosage Form(s) Categor(ies) Activit-v(ies)
1

Active Pharmaceuticai
lngredients ( Bulk Drugs)

General ( Other than
Cephalosporins, Penicillin,
Cytotoxic, Hormones )

Synthesis, Purification,
Packing, Labelling, Quality
Control, Quality Assurance

({

) ")*
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Explanator). notes

1. This cefiificate which is in the format recommended by WHO, certifies the status of the site listed
in point 1 ofthe cefiificate.

2. The certification number should be traceable within the regulatory authority issuing the
certificate.

3. Where the regulatory authority issues a licence for the site , this number should be specified
record "not applicable" in cases where there is no Iegal framework for the issuing of alicence.

{.:auplci

Irxample - 2.

Use, whenever available. International Nonproprietary
nonproprietary nantes.

5. The certificate remains valid until the
activities andlor categories certified are
compliance with GMP.

6. The requirements for good practices the
the certificate are those included in Quality
guidelines and related materials . Good
1999. World Health Organization, Geneva and

4. Table 1

List the dosage forms, starting materials, cariegr.rries ancl activities. Exanrples are given belou,,
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Fhalrnaceutical Product ( s) I Category (ies) Activity iies)
Dosage lbrm (s)

Tablets Crtotoxic Pacliaging
Honnone Production" Fackaging, Quality

crlntrol.
In"!ectables Pen icillin Repackaging & Lahelling.

Cel'alosporin Aseptic prel:aration. Pacl<aging^

L,abe lling.

Pharntaceutical ['roduct {s) r Category (ies) Activity ( ies )
Starting material (s):
Paracetantol Analgesic Synth esis, Puri fication,

Packing, Labelling.

site ##*&longer

qoutitjF.r&rt ot or
Pharnidciluticals:
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No. ofcertifitate

Name of Manufacturi

Drug L,icense No

LIST OF PRODUCT APPROVED UNDER WHO GMP1: NEW-WHO-GMP/CE(|/I(Di1i078512022111 vAI-IDUpro:18 May ZAZS
/40430

ng Firrn : UNiMAX CHEMICATS PVT LTD
El15, MIDC TARAPTTR BOISAR PALGHAR 401506
MAHARASHTRA STATE, INDIA

: BD022lnFarm28

Name of the Product Com
1

AZITHROTVIYCIN 8P

2

ITH ROMYCI N DIHYDRATE USP

3

ITI.iROMYCiN TP

4

FRYTHRCII\4YCIN BASE BP

r
J

TRYTHROIVIYCIN BAST EP

6

TRYTHROMYC|N SASr U5P
)
)
)*

ERYTHROMYCIN ESTOLATE USP

o

ERYTIJ ROMYCIN ETHYI. SUCCI NATE

BP

Address of certifying authority :

Food & Drug Administration, R/l.S.
Bandra-kurla Complex,
tsandra (E), hlumbai - 400 051.
Maharashtra,lNDlA.
Tel: + 9 1 -22-26 592363 I 64
Fax'. +91-22-26591959
1rNU2541 10785202205rs
UNIMAX CHEMICALS PVT LTD - NE\A/.WHO-
GM P/CE RT/KDI1 1 07 85 / 2A22/ tt I 4s430

Name of Authorised person : G. B. BYALE

sisnature , WL-
Stamp and Date :Joint Commissil$ner {He) & Controlting Authority

Food & Drug Administration, M.S.
Bandra {E}, Mumbai.
Maharashtra State, lndia
Date:f g May ZA2Z
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No. of certi{icate

Name of klanufacturing Firm

f)rug License No

LIST OF PRODUCT APPROVED UNDER WHO GMP1
: NEW-WHO-GMP/CERT^(D/1107\S|Z022/11 vALrDUpro:18 M.av2025

t4a$0
: LINIMAX CHEMICAIS PVTLTD

E116, MIDC TARAPUR BOISAR PALGHAR 401506
MAHARASHTRA STAIE, INDIA

: BDA22In Forrn 28

Narne of the Procluet Com 0sition
I

E RYTH ROMYCII\t ETHYL SUCCI NATE

EP

10

E RYTH RO MYCI N ETHYLSUCCI NATE

USP (
11

EiiYTH RO MYC| N STEARATI BP
(
(t

)
I

)
L2

ERYTHROMYCIN 51 FARATE FP
I

a\

.LJ

E RYTH RO I\IYCI N STEARATI U5P

l2
Address of certifying authority .

Fosd & Drug Administration, M.S
Bandra-kurla Complex,
Bandra (E), ililumbai - 400 051.
[/laharashtra,lNDlA.
T el. + 9 1 -22-26592363 I 64
Fax: +91-22-26591959
11NU2541 1078520?-705 19
UNIMAX CHEMICALS PVT LTD . NEW-WHO-
GMP/CE Rr/KD/1 1 A7 85 I 2072 | t L / 40 4A

Name of the Authorised person : G. B. BYALE

Signature :

Stamp and Date . Joint
Food

{HA} & Gontrolling Authority
& Drug inistnaticn, [iS.S.

Bandra (E), Murnbai.
Maharashtra State, lndia
Date:19 May ZA22
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Sr.No.
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