National Organization for Medicines
CERTIFICATE NUN

CERTIFICATE OF GMP COMPLIANCE OF AM

Part 1

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

The competent authority of Greece confirms the following:
The manufacturer: AAMITOKEM EMHOPIKH [IPQTQN |
XHMIKON ANONYMH ETAIPEIA / LABOCHEM
Site address: Aprotovikov 1/ Aristonikou 1, AOrjva A

@APMAKOBIOMHXANIAZ KAl

j / Athens Attiki, 11636, Greece

e in connection with manufacturing
0 of Directive 2001/83/EC transposed in the

Has been inspected under the national inspe
authorisation no. 060004173/18/1 in accor
following national legislation:

AXYT 3(a)/I11. 32221/29-4-2013, art. 7

- This certificate reflects 1

From the knowledge gamewfi durin this manufacturer, the latest of which was conducted on

e manufacturing site at the time of the inspection noted above and
should not be relied upon to r 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 EndraGMDP database.
? These requirements fulfil the GMP recommendations of WHO.
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Part2

Human Medicinal Products

2 IMPORTATION OF MEDICINAL PRODUCTS

2.2 Batch certification of imported medicinal products
2.2.2 Non-sterile products
2020-02-06
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