MINISTRY OF HEALTH & SOCIAL SECURITY

NATIONAL ORGANIZATION FOR MEDICINES

284, Mesogeion Avenue, 155 62 Holargos, Greece REGISTERED MAIL
www.eof.gr

Holargos: 20-9-2023

Division : Division of Production Ref. No: |O1&2%
and Distribution Control

Department : Inspections TO: TITAN LABORATORIES Pvt. Ltd.

Information : Dr S. Giannakou / Plot No. E27/1 & E27/2, M.1.D.C.

Tel. / Fax : 210 6507338/ 210 6507405 \/ Mahad, Village-Jite, Dist. Raigad

Fax : 210 6549591 Maharashtra State, Pin-402309

Email : sgiannakou(@eof.gr India

g Subject: TITAN LABORATORIES Pvt. Ltd.

Dear Sirs,

Following the inspection of TITAN LABORATORILES Pvt. Ltd., please find attached the
GMP certificate. %

A copy of this document /
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Ref. No...[3G122.064366

R e o re §5§" ito \ K age &

T aUPTA : f»rn d ,Fr f! lan‘a:tment Bo.a{d

DL —— of the National Organization for Medicines
" -

Pub.
Inspection Department

Attached




Il L
i
Jl /

l//‘j{llé" 1Y
i o //// 0
? ';/'/J : 47//_// 7

i)
E

1)
7 miRe
j sl I

Iy

0 - /
s

ey
o ;)\Z//Z/ﬂ’% /.w/' *,-'///w
e
(Jand‘{ AR TSRS )
3""”-{77: f?\p Kurnar Malthotra)
P AT (e / ey
g (,Aéfta;ftation}(').l. oy
v JAQE] HETA = :V. Divisio
Winistry of Exie}}ﬁAfg?rsf e D‘;'

T



National Organization For Medicines
CERTIFICATE NUMBER: 84296/ 1-8-2023

5

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

[ssued following an inspection in accordance with :
Art. 111(3) of Directive 2001/83/EC as amended

The competent authority of Greece confirms the following:

The manufacturer: Titan Laboratories Private Limited

Site address: Plot No E 27/1 And E 27/2, Midc Mahad Village Jite, Raigad, 402309, India
OMS Organisation [d. / OMS Location Id.: ORG-100021420 / LOC-100030117

DUNS Number: 86-337-0948

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 transposed in the

following national legislation:
A YT 3(a)/T.I1 32221/29-4-2013, Art. 162(4)

From the knowdedge gained during inspection of this manufacturer, the latest of which was conducted
on 2023-06-09, it is considered that it complies with:
» The principles and guidelines of Geod 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 to in paragraph Art. 111(5) of Directive 2001/83/EC, shall also be required for imports coming from third countries into a
Member State.
Guidance on the interpretation of this template can be found in the Help menu of EudraGMDP database

These requirements fulfil the GMP recommendations of WHO.
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Part 2

Human Medicinal Products

I MANUFACTURING OPERATIONS

1.2 Non-sterile products
1.2.1  Non-sterile products (processing operations for the following dosage forms)

1.2.1.1 Capsules, hard shell
1.2.1.8  Other solid dosage forms
1.2.1.13 Tablets

1.2.2 Batch certification

1.5 Packaging

1.5.1  Primary Packaging
[.5.1.1  Capsules, hard shell
1.5.1.8  Other solid dosage forms
1.5.1:137 Fablets

1.5.2  Secondary packaging

1.6 Quality control testing
1.6.2 Microbiological: non-sterility

1.6.3  Chemical/Physical

™

Any restrictions related to the scope of this certificate:

Other solid dosage forms include granules and pellets. The GMP Certificate is limited to Module 1],
Module Il, Module IV & Module M of the building.

Clarifying remarks (for public users)

Other solid dosage forms include granules and pellets. The GMP Certificate is limited to Module I1,
Module ITl, Module IV & Module M of the building.
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Name and signature of the authorised person of the
Competent Authority of

Dimitrios Dimas
Tel:+30 213 2040373
Fax:+30 213 2040563
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