Office of The Commissioner,

-ood & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai —- 400 051

Date :-03 Jul 2021

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-GMP/CERT/KD/98500/2021/11/35817

On the basis of the inspection carried out on 69/12/2020 & 10/12/2020 \we certifyythat the
site indicated on this Certificate complies with Good Manufacturing“PRractices for the
dosage forms, categories and activities listed in Table 1.

1. Name of the Firm :  ANUH PHARMA LTD.

Address ) . E-17/3, E-17/4 & E-18, OPP. BRiJ ICE
FACTORY, M.1.D.C, TARAPUR, BOISAR THANE
401505 MAHARASHTRA STATE; INDIA
2 Licence No. . KD1194 in Form 25,
KD990 In Form 28

Table 1
Sr.No. Dosage Form(s) Categor(ies) ? Activity(ies)
1 ; . General( Otheriban Production, rilling, Packing,
ﬁct:_:iizggzngﬁfkugﬁl s) Cephziosporins, Penicillin, labelling, Quality Control,
g g Cytotoxic, Hormornes ) Quality Assurance

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

This certificate remainsivalid‘until 29 May 2024 . it becomes invalid if the activities and / or
categories certified _herewith are changed or if the site is no longer considered to be in
compliahce with GMP.

Address of certifying authority Name of the Authorised person : D. R. GAHANE
Food & Drug Administration, M.S. . - 45 |
Bandra-kurla Complex, ) Signature —

Bandra (E), Mumbai —400 051.
Maharashtra,INDIA,

Tel: +91-22:26592363164

Fax: +91-22-26591959

Stamp and Date : Joint Commissioner (HQ) & Controlling
Authority
Food & Drug Administration, M.S.

ANUH PHARMA LTD. < IMEM/-W HO-GMP/CERT 8andra (E), Mumbai.
ik L e AR Ea——— Maharashtra State, India
R Date:03 Jul 2021
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https://digital-camscanner.onelink.me/P3GL/g26ffx3k

Explanatory notes

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

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 legal framework for the issuing of a licence.

4. Table 1
List the dosage forms, starting materials, categories and activities. Examples are given below.
Example -1
Pharmaceutical Product (s)1 | Category (ies) | Activity (ies)
Dosage form (s) F
Tablets Cytotoxic Packaging
. ity

Hormone Production, Packa
control.
Injectables : Penicillin Repackaging & Tabelling.
: Cefalosporin = | Aseptic pre , Packéaging,

Labelling.

Example - 2.

Pharmaceutical Product (s)1 | Category (ies)

Starting material (s)2

eSis., Purificetion,
acking, Labelling.

Paracetamol Analgesic

Use, whenever available. 4

Nonproprietary Names (INNs) or otherwise national
nonproprietary names. :

5. The certificate re
activities and/or
compliance

alid until the specified date. The certificate becomes invalid if the

ified are changed or if the site is no long %t\a be in
: RUGE 4 |
P F@,_r' I %{‘

~ ~
6. The requirements for good practices the manufacture and quat¥y’edntrol of drugs refe‘ﬁ;&l.
the certi ose Included in Quality Assurance of P i ceuticals: a compendi
i d related materials . Good manufacturing jees  and.tRsp

HRLES.
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No. of certificate

Name of Manufacturing Firm

LIST OF PRODUCT APPROVED UNDER WHO GMP!
: NEW-WHO-GMP/CERT/KD/98500/2021/11  VALID UP TO :29 May 2024
/35817
ANUH PHARMA LTD.
E-17/3, E-17/4 & E-18, OPP. BR1J ICE FACTORY,
M.L.D.C, TARAPUR, BOISAR THANE 401506
MAHARASHTRA STATE, INDIA

Drug License No KD1194 In Form 25,
KD990 In Form 28
Sr.No. Name of the Product Composition |
1 1
Ambroxol Hydrochloride EP
2
Chloramphenicol EP
|
3 |
Chloramphenicol Paimitate EP
. |
Erythromycin Estolate USP |
< |
Erythromycin Ethyl Succinate EP |
6
Erythromycin Stearate EP
7
Pyrazinamide EP
E {
Sulfadoxine EP : |
1 2

Address of certifying authority :

Food & Drug Administration, M.S.

Bandra-kurla Complex,
Bandra (E), Mumbai — 4000
Maharashtra,INDIA.
Tel: +91-22-26592363/

Fax: +91-22-26591959

ANUH PHARMA LTD. - N
/KD/98500/2021/11/358

e of the Authorised person : D. R. GAHANE

L S

Signature :
Stamp and Date : Joint Cummlssmnar (HQ) & Controlling Authority
Food & Drug Administration, M.S.

Bandra (£), Mumbai.

Maharashtra State, India
Date:03 Jul 2021
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LIST OF PRODUCT APPROVED UNDER WHO GMP!

No. of certificate : NEW-WHO-GMP/CERT/KD/98500/2021/11  VALID UP TO :29 May 2024
/35817
Name of Manufacturing Firm : ANUH PHARMA LTD.

E-17/3, E-17/4 & E-18, OPP. BR1J ICE FACTORY,
M.1LD.C, TARAPUR, BOISAR THANE 401506
MAHARASHTRA STATE, INDIA

Drug License No : KD1194 In Form 25,
KD9%0 In Form 28
Sr.No. Name of the Product Composition

9 |Azithromycin EP

10 |Azithromycin USP

11 |Erythromycin EP

12 |Pyrimethamine EP

- P e —

12

Address of certifying authority :
Food & Drug Administration, M.S.
Bandra-kurla Complex,

Bandra (E), Mumbai — 400 051.
Maharashtra,INDIA.

Tel: +91-22-26592363/64 -

Fax: +91-22-26591959

ANUH PHARMA LTD. - NEW-WHO-GMP/CERT
/KD/98500/2021/11/35817

andra (E), Mumbai.

laharashtra State, India
Date:03 Jul 2021
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GOVERNMENT OF MAHARASHTRA
’ COMMISSIONER
Feod and Drugs Administration (M.S.)

341, Bandra-Kurla Complex,
Opposite of RBI Buildings,

BAndra (E), Mumbai - 400 051

Tel : 022 - 26592362-65
E-Mail : comm.fda-mah@hnic.in
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