O G Y E l H-1051 Budapest, Zrinyi u; 3.
1372 PO. Box:450,

National Institute of Tel: +36°1:88.69-300, Fax: +36 1 88 69-460

Pharmacy and Nutrition E-mail: ogyai@uogyei.gov.hu, Web: www.ogyei:gov.hia
Mr. Pranav Choksi Ref: OGYEL/26510-6/2019
Executive Director Subject: GMP Certificate
Gufic Lifesciences Private Limited Date: 16 September 2019

Gufic Lifesciences Private Limited
Block Survey, No.171

National Grid, At & PO Kabilpore
396424, Navsari

Gujarat, India

Dear Mr. Pranay Choksi,

Please find attached the GMP certificate of your facility registered in EudraGMDP database.

Gufic Lifesciences Private Limited

Block Survey, No.171

National Grid, At & PO Kabilpore

396424, Navsari

Gujarat, India
Please consider that any event which affects the GMP compliance shall be reported in a timely
manner, major changes related to the GMP system on a yeatly basis..

Yours sincerely,

Dr Fefenc uké“;@g
Inspectorate Hedd

Digitally signed by Margind Veaceslav
Date: 2021.04.01 15:40:19 EEST
Reason: MoldSign Signature

Location: Moldova




O G Y E I H-1051 Budapest, Zrinyi u. 3.

1372 PO. Box:450;
National Institute of Tel: 436 1 88 69-300, Fax: +36 1 88 69 460
Pharmacy and Nutrition E-mail: ogyei@ugyei.gov.hu, Web: www.ogyei.gov.hit

National Institute of Pharmacy and Nutrition
CERTIFICATE NUMBER: OGYE/26510-6/2019

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER '’

Part 1

Issued following an inspection in accordance with :
Axt, 111(5) of Directive 2001/83/EC as amended

The competent authority of Hungary confirms the following:
The manufacturer: Gufic Lifesciences Private Iiniited
Site address: Block Survey No. 171, National grid, AT&PO Kabilpore, Navsari, Gujarat, 396 424, India

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 111(4) of Directive 2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2019-06-29 , it is considered that it complies with :
* The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC *

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection, However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

! The certificate referred o in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Direciive 2001/82/EC; shall also be required forimports
conting from Hhird countries into a Member State.

? Giidaice on the interpretation of this template can be found in-the Help menu of BEudraGMDP database.
? These reguiremenis-filfil the GMP recommendations of WHO,

Online EudraGMDP, Ref key: 56263 lssuance Date: 2019-09-18 Sighatory::Dr. Lukacs Ferenc




Part 2

Human Medicinal Products

1 NIANUFACTURING OPERATIONS

1 1.1 Aséptzcally prepared (p; ocess*mg opez alzons Jorthe followmg dosage forms)

1.1.1.2  Lyophilisates
LLI.1.4  Small volurie liquids

1.5 | Packaging
1.5.2 Secondary packmg

1.6 - | Quality control testing

1.6.1 Microbiological: sterility
1.6.2  Microbiological: non-sterility
1.6.3 Chemical/Physical

1.6.4 Biological

2019-09-16 Name and signature of the authorised person of the
Competent Autliority of Hungary

National Institute of Pharmacy and Nutrition
Tel:
Fax:

Online EudraGMDP, Réf key: 56253 lssuance Date: 2019-09-16 Signatory: Dr, Lukacs Ferenc:
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