National Organization for Medicines
CERTIFICATE NUMBER: 82818/ 1-8-2018

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended
Art. 15 of Dircctive 2001/20/EC

The competent authority of Greece confirms the following:

The manufacturer: PHARMATHEN INTERNATIONAL SA

Site address: BIO.IA. Xandyv Nopot Podonys/ Industrial Park Sapes Rodopi Prefecture, Oucodopci
Terpaywvo No 5/ Block No 3, Podénn / Rodopi, 69300, Greece

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 6000007311/16/1 in accordance with Art. 40 of Directive 2001/83/EC and Arl. 13 of
Directive 2001/20/EC transposed in the following national legislation:

AXYD 3a)/I 01 32221/29-4-2013, art. 57

AYI"3/89292/03, Art. 12

Other :

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2018-06-22 , 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 verificd
in EudraGMDP. [f it does not appear, please contact the issuing authority.
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The certificate referred 1o in paragraph 111(5) of Directive 2001/83/EC and 80(3) of Divective 2001/82EC, shall alse be required for imporis
conting front third couniries info a Member State.
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Gutdance on the interpretation of this semplate can be found in the Help mem of EndraGMDP daiabase.

? These requiremenis Julfif the GMP reconumendations of WHO
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Part 2

Human Medicinal Products
Iuman Investigational Medicinal Products
. G -~ . /O
I MANUFACTURING OPERATIONS A > "o
Ll Sterile products /:"/és}/
11,0 Aseptically prepared (processing operations for the following dosage forms),; 'TE;( B
1.1.1.4  Small volume licuids ‘; ' =
1.1.1.5  Solids and implants . - 2
-
1.1.3  Batch certification s’
132 Non-sterile products
1.2.1  Non-sterile products (processing operations for the following dosage forms)
1.2.1.1 Capsules, hard shell
1.2.1.13 Tablets
1.2.2  Batch certification
1.5 Packaging
1.5.1 Primary Packing
1.5.1.1  Capsules, hard shell
1.5.1.2  Capsules, soft shell
1.5.1.13 Tablets
s 1.5.2 Secondary packing
1.6 Quality control testing
1.6.2 Microbiological: non-sterility
1.6.3  Chemical/Physical

Manulacture of active substance. Names of substances subject to inspection :
CHOLECALCIFEROL CONCENTRATE( en) - confidential

3.5

3. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : CHOLECALCIFEROL CONCENTRATE - confidential

%

General Finishing Steps S :

P

3.5.1 Physical processing steps :

Physical processing: mixing
3.5.2  Primary Packaging (enclosing / scaling the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the scaled primary package within an outer packaging
material or container. This also includes any labelling of the material which could be used for
identification or traceability (lot numbering) of the active substance)
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Chemical testing
3.6.2 Microbiological testing excluding sterility testing
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v Injectables

Clarifying remarks (for public users)

1L.1.1.5. Dry Injectables

2018-09-26

%’i ictions related to the scope of this certificate :

Name and signature of the authorised person of the
Competent Authority of Greece

Mrs, Pantelia Gkoura

National Organization for Medicines
Tel: 430 213 2040 283

Fax: +30 210 6549 500
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APOSTILLE - Emgnpeiwon

(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961
LduBaon g Xayng e 545 Oxtwgiov 1961)
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