Landesamt fiir Soziales, Jugend und Versorgung
CERTIFICATE NUMBER: DE_RF

CERTIFICATE OF GMP COMPLIANCE OF A MANL

Part1
Issued following an inspection in accordance with :
Art. 111(5) of Directive 2001/83/EC as amended

The competent authority of Germany confirms the following:
The manufacturer: Atabay Kimya Sanayi ve Ticaret A.S. ;

Has been inspected in connection with marketing authorisz on(s ) isting manufacturers located outside of
the European Economic Area in accordance v Art. 19(3) of Regulation 726/2004/EC .

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(3) 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

1 MANUFACTURING OPERATIONS l l

1.2 Non-sterile products
1.2.1 Non-sterile products (processing operations for the following dos

1.2.1.17 Other: Paracetamol DC granulates and Paracetamol tabl

1.6 Quality control testing
1.6.3 Chemical/Physical

Clarifying remarks (for public users)
This certificate is only valid in connection with the confirmation according to para 72a section 1 sentence

1 number 2 Medicinal Products Act, the German Drug Law (Arzneimittelgesetz ? AMG) dated on 8 June
2017 and after confirming the validity of the : itabas
Products Act. GMP-certificate ist valid for

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