National Organization for Medicines
CERTIFICATE NUMBER: 95137, 103230 & 119520/2019 / 14-1-2020

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 Directive 2001/20/EC

The competent authority of Greece confirms the following:
The manufacturer: PAPMATEN ABEE / PHARMATHEN SA
Site address: depfevariwv 6 / Dervenakion 6, Ilaidyjvy Atrikijc / Pallini Attiki, 15351, Greece

Has been inspected under the national inspection programme in connection with manufacturing
authorisation no. 0000006501/20/1 in accordance with Art. 40 of Directive 2001/83/EC and Art. 13 of
Directive 2001/20/EC transposed in the following national legislation:

A.YT 3(a)/T.II. 32221/29-4-2013, art. 57

AYT 3/89292/03, Art. 12

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2019-07-03 , 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 to in paragraph 111(5) of Directive 2001/83/EC and 80(5) of Directive 2001/82/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

Human Investigational Medicinal Products

1 MANUFACTURING OPERATIONS

1.1

Sterile products

1.1.1 Aseptically prepared (processing operations for the following dosage forms)
1.1.1.1 Large volume liquids
1.1.1.4 Small volume liquids

1.1.2 Terminally Sterilised (processing operations for the following dosage forms)
1.1.2.1 Large volume liquids
1.1.2.3  Small volume liquids

1.1.3 Batch certification

1.2

Non-sterile produects

1.2.1 Non-sterile products (processing operations for the following dosage forms)
1.2.1.1 Capsules, hard shell
1.2.1.5 Liquids for external use
1.2.1.13 Tablets

1.2.2  Batch certification

1.3

Biological medicinal products (list of product types)

1.3.2 Baich Certification (list of product types)

1.3.2.6 Human or animal extracted products

1.5

Packaging

1.5.1 Primary Packaging

1.5.1.1 Capsules, hard shell
1.5.1.2 Capsules, soft shell
1.5.1.5 Liquids for external use
1.5.1.13 Tablets

1.5.2 Secondary packaging

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

Online EudraGMDP, Ref key: 70239 Issuance Date: 2020-01-14 Signatory: Mrs. Pantelia Gkoura

Page 2of 4



IMPORTATION OF MEDICINAL PRODUCTS
Quality control testing of imported medicinal products
2.1.1 Microbiological: sterility

rk\mb‘

2.1.2  Microbiological: non-sterility

cy/ 2.1.3 Chemical/Physical

2.1.4 Biological

2.2 Batch certification of imported medicinal products
2.2.1 Sterile products

2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2  Non-sterile products

2.3 Other importation activities
2.3.1 Site of physical importation

Any restrictions related to the scope of this certificate :

Storage of semifinished and finished products, packaging materials, starting materials, cosmetic products
and medical devices, in the warehouse in Afoi Ksintara road, Pikermi Atiiki, Greece Storage of
pharmaceutical starting materials, semifinished, finished medicinal products and packaging materials, in
the warehouse in NATO Avenue, Site Aspropyrgos, Aspropyrgos, Attiki, Greece. Storage of finished
products and starting materials in the warehouse in PHARMATHEN INTERNATIONAL, Industrial Park
Sapes Rodopi Prefecture, Block No 5, Rodopi, Greece Sterilization of the small volume solution for
injection in a pre-filled syringe will be performed at a third-party facility with gamma irradiation. Under
Biological controls only LAL test is performed.

Clarifying remarks (for public users)

Storage of semifinished and finished products, packaging materials, starting materials, cosmetic products
and medical devices, in the warehouse in Afoi Ksintara road, Pikermi Atiiki, Greece Storage of
Ppharmaceutical starting materials, semifinished, finished medicinal products and packaging materials, in
the warehouse in NATO Avenue, Site Aspropyrgos, Aspropyrgos, Attiki, Greece. Storage of finished
products and starting materials in the warehouse in PHARMATHEN INTERNATIONAL, Industrial Park
Sapes Rodopi Prefecture, Block No 5, Rodopi, Greece Sterilization of the small volume solution for
injection in a pre-filled syringe will be performed at a third-party facility with gamma irradiation. Under
Biological controls only LAL test is performed.
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2020-01-14 Name and signature of the authorised person of the
Competent Authority of Greece

Mrs. Pantelia Gkoura
National Organization for Medicines
Tel: +30 213 2040 283
Fax +30 210 6549 500
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APOSTILLE - Entoypeinoy

(CONVENTION DE LA HAYE DU 5 OCTOBRE 1961
XbpBaoyn g Xdyng g Sng OxtwBeiov 1961)

= 1. Xaga: EAAAY
PAYS: HELLAS

To nugov npdato yygugo

LE PRESENT ACTE PUBLIC

2. éyet vmoygagel and tov/mv:  TKOYPA NANTEAIA
A ETE SIGNE PAR:

3. mov evéQynae pe Ty 181OTNTA: MPOIZTAMENH

AGISSANT EN QUALITE DE:
4. péget v opoayibe/enionpe Tov Yopéa: EONIKOI OPFANIZMOE GAPMAKQN (E.0.0.)
EST REVETU DU SCEAU/
TIMBRE DE:
H BeBaiwon yoonyeitat/ATTESTE

5. oty AGHNA 6. v(npegopnvic) 30/4/2020
A ATHENES LE

7. ano v ATIOKENTPQMENH AIOIKHXZH ATTIKHZ
PAR L' ADMINISTRATION DECENTRALISEE DE L' ATTIQUE

8. pe wpBpé 15587

SOUS No
9. Zooayiba/enionpa 10. Ynoyougy

SCEAU/TIMBRE SIGNATURE

Kbﬁﬁz‘. N IQANNAR







