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CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

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

The competent authority of Denmark confirms the following:

The manufacturer: Syntese A/S
Site address: Industriholmen 11-13, Hvidovre, 2650, Denmark

[s an active substance manufacturer that has been inspected in accordance with Art. 111(1) of Directive
2001/83/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2020-06-04 . it is considered that it complies with :
 The principles of GMP for active substances * referred to in Article 47 of Directive 2001/83/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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Part2

Manufacture of active substance. Names of substances subject to inspection :
MESALAZINE( en) - confidential

. MANUFACTURING OPERATIONS - ACTIVE SUBSTANCES

Active Substance : MESALAZINE - confidential

3.1 | Manufacture of Active Substance by Chemical Synthesis
3.1.1 Manufacture of active substance intermediates
3.1.2  Manufacture of crude active substance
3.1.3  Salt formation / Purification steps :
Precipitation, centrifugation, washing, filtration
3.5 | General Finishing Steps
3.5.1 Physical processing steps :
Precipitation, centrifugation, washing, filtration, drying
3.5.2  Primary Packaging (enclosing / sealing the active substance within a packaging material
which is in direct contact with the substance)
3.5.3 Secondary Packaging (placing the sealed 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)
3.6 | Quality Control Testing

3.6.1 Physical / Chemical testing

Clarifying remarks (for public users)

Mesalazine (Ph. Eur.) - Mesalamine (USP).

2020-10-02 Name and signature of the authorised person of the

Competent Authority of Denmark

LA Vi)

Mr. Poul Vibholm Petersen
Danish Medicines Agency
Tel: +45 2095 0567

Fax
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APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country:
Land:

Denmark

Danmark

This public document
Dette offentlige dokument

er underskrevet af

2. has been signed by Dorte Heidelberg Lyndby

i cgenskab af

3. acting in the capacity of | Scientific Officer

Videnskabelig Funktionar

4. bears the seal/stamp of |Danish Medicines Agency

cr forsynet med segl/stempel af | Legemiddelstyrelsen

Certified

Attesteret
5. at Copenhagen | 6. the 17 Nov 2020
i Kebenhavn den 17 nov 2020
7. by Ministry of Foreign Affairs of Denmark
af Udenrigsministeriet
8. No F5FD014D
nr.

9. Seal/stamp:
Segl/stempel:

10. Signatu re: | N
Underskrift; ‘

£

::/

( b aro myRﬁ.
N

This Apostille only certifies the authenticity of the signature and the capacity of the person Wio has
signed the public document, and, where appropriate, the identity of the seal or stamp whigh the
public document bears. This Apostille does not certify the content of the document for wh',' hit'was

To verify the issuance of this Apostille, scan the QR code or visit the following website:

issued.

https://e-register.um.dk
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