Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra - Kurla Complex,

Bandra (E),

Mumbat - 400 051

Date :

2 1AUG 2018

CERTIFICATE OF GQOD MANUFACTURING PRACTICES

A e R o e R o e e e e e ettt e

This Certificate conforms to the format recommended by the World Health Organization.
(General instructions and explanatory noles atfached).
Certificate No.: NEW-WHO-GMP/CERT/KDI72365/2018/11/24339

On the basis of the inspection carried out on 07/06/18 , 08/07/18 and 18/07/2018 we
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categorias and activities listed in Table 1.

1. Name of the Firm : CIRON DRUGS & PHARMACEUTICALS PVT.
LTD.
Address + N-11B,11BM, 119,448/,118/2,113 MIDC,

TARAPUR, BOISAR, DIST. THANE 401506
MAHARASHTRA STATE, INDIA

KD80 In Porm 23,

KD74 In Form 28,

KD/3 In Form 288

2. Licence No.

Table 1
Sr.No, Dosage Form(s) Categor(ics) Activity(ies)

! fg::;‘::ﬂgﬁ”g::m , General { Other than Production, Filing, Packing
Lotion/GeVEar drop/Nasal Cephalc_}sporins, Penicillin, labelling, Quality Control, 3:
drop/Spray) Cytatoxic, Hormones ) Quality Assurance -

2 General { Other than Production, Filling, Packing,
Eye f Ear Drops Cephalosporins, Penicillin, labelling, Quaiity Control,

Cytotoxic, Hormones } Quality Assurance

3 . General { Other than Production, Filling, Packing,

E‘r’:p'gg:: iy Cephalosporins, Penicitin,  [iabaling, Quality Control,
Cytotoxic, Hormonas ) Quality Assurance

4 General { Other-than Production, Filling, Packing,

Inhatation Cephaiosparins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance

5 General { Other than Production, Filling, Packing,

Liquid Injection { SVP } Cephalosporins, Penicillin, abeifing, Quakty Control,
Cylotoxic, Hormones } Quality Assurance

8 General ( Other than Production, Filling, Packing,

Liquid Orails Cephatosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
. ’

12

"¢

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

This*certificate remains vaiid untit 01 Aug 2621 . It becomes invalid if the activities and / or
categories cerlified herewith are changed or if the site is no longer considered to be in
compliance with GMP. * s

*

Address of cerlifying authorily : Name of the Authorised parson (A, T, NIKHADE
Food & Drug Administration, M.S.
Bandra-kura Complex, i R Signalure :
Bandra (E), Mumbal - 400 __;;-' i [ Stamp and Date : Joint Commissioner {HQ) & Con
Maharashira INDIA, ’ i Authority
Tal: +91-22-2650236304" .
Fax: +31.22-2659 (k. e Food & Drug Administration, M.S.
' ‘:.H Bandra (E), Mumbal.
(3 Maharashtra State, India
o Date 16 Aug 2018
A

16 AUG 2018

Area Gr. M

< _M: .
l i

1 GOMSA}._&_Q:;Q!SR




Explanatory notes

1. This certificate which is in the format recommended by WHO, certifies the

in point | of the certificate.

2. The certification number should be traceable within the

certificate.

3. Where the regulatory authority i

4. Tablel

List the dosage forms, starting materials,

Example -1

issues a licence

record “not applicable” in cases where there is no legal framework

categories and

status of the site listed

regulatory authority issuing the

for the site , this number should be specifi
for the issuing of a licence.

activities. Examples are given below.

Pharmaceutical Product (s}t | Category (ies) | Activity (ies)
Dosage form (s)
Tablets Cytotoxic Packaging
Hormone Production,  Packaging, Quality
control.
Injectables Penicillin Repackaging & Labelling.
Cefalosporin | Aseptic preparation, Packaging,
Labelling,
Example - 2.
Pharmaceutical Product (s | Category (ies) | Activity ( ies )
Starting material (s)2 _
Paracetamol Analgesic Synthesis, Purification,
Packing, Labelling.

Use, whenever available. International Nonproprietary Names (INNs) or otherwise national
nonproprietary names.

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 longer considered to be in
compliance with GMP.

The requirsments for good practices the manufacture 2
the certificate are those included in Quality Assurang
guidelines and related materials . Good manufa 5:‘5"'-
1999. World Health Organization, Geneva and subsky u({nt upda




-

Office of The Commissioner,

Food & Drugs Administration M.S.
Bandra — Kurla Complex,

Bandra (E),

Mumbai - 400 051

Date : 2 1 AUG 20]3

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/72365/2018/11/24339

On the basis of the inspection carried out on 07/06/18 , 08/07/18 and 18/07/2018 ,we
certify that the site indicated on this Certificate complies with Good Manufacturing
Practices for the dosage forms, categories and activities listed in Table 1,

1. Name of the Firm : CIRON DRUGS & PHARMACEUTICALS PVT.
LTD.
Address : N-118,118A, 119,119/1,119/2,113 MIDC,

TARAPUR, BOISAR, DIST. THANE 401506
MAHARASHTRA STATE, INDIA

2. Licence No. . D80 In Form 25,
KD74 In Form 28,
KD/3 In Form 288

Table 1
Sr.No. Dosage Form(s) Categor(ies) Activity(ies)
7 General { Other than Production, Fitling, Packing,
Lyophilised / Powder injectable [Cephalosporins, Penicillin, labelling, Quality Control,
Cytotoxic, Hormones ) Quality Assurance
12

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 01 Aug 2021 . it 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 GMP.

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

Name of the Authorised person : A. T. NIKHADE

; Signature :

Bandra (E), Mumbai — 400 051, Stamp and Date : Joint Commissioner (HQ) & Cdntroliing |
Maharashtra, INDIA. Authority |
Tel: +91-22-26592363/64 '

Fax: +91-22-26551059 Food & Drug Administration, M.S,
Bandra (E), Mumbal.
Maharashtra State, India

Date:16 Aug 2018

16 AUG 2018

A copy of this document / CERTIFICATE

i y has baen recordsd with the Chamber
)

; %ﬁulhorised Signatory

wwmvu,o  Eombey Chambar of Comm, Ht W
Regn. No;{qnzm 2




Explanatory notes

i. This ccrtiﬁcéte which is in the format recommended by WHO, certifies the status of the site listed
in point | 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, Tablel
List the dosage forms, starting materials, categories and activities. Examples are given below.
Example -1
Pharmaceutical Product (s)! Category (ies) Activity (ies)
Dosage form (s)
Tablets Cytotoxic Packaging
Hormone Production,  Packaging, Quality
control,
Injectables Penicillin Repackaging & Labelling.
Cefalosporin Aseptic preparation, Packaging,
Labelling, B
Example-2.

[Pharmaceutical Product ()1 1amzax s o
‘j_t_arting material (s)2 -j:{;1'=' 2 - A

Paracetamo! :
\ [ ol
. This public doc
Use. whenever availabl  aoumERCIAL DOCUMENT

nonproprietary names. 5 LY e
UGS & PHARMACEUTICALS - R g

L L

S ad s CRON DR
The certificate remains  pyT 1TD g valid if the

activities and/or categori . ety SAMIR PAUL PINTO " red to be in
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N/ . H. SHUKLA,
NOTARY GREATER MUMBAI

Jagdamba Bhavan, Ground Figaf
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v | MUMBAI - 400 013
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