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Union format for a GMP certificate (NEW)

(LETTERHEAD OF COMPETENT AUTHORITY)

Certificate No: _ _
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER'?
Part 1

Issued following an inspection in accordance with Art. 111(5) of Directi
Art. 80(5) of Directive 2001/82/EC or Article 63(4) of Regulation (EU) No 536/2014’
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Issued under the provisions of the Mutual ition Agr the
Union and [MRA Partner].*
The competent authority of [Member State] confirms t]

GMPESFEREELI-INEE.
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The manufacturer

Site
addre:

Has been inspected under the national inspection programme in connection with manufacturing
authorisation NO. ......cccevevieiinanns in accordance with Art. 40 of Directive 2001/83/EC/ Art. 44 of
Directive 2001/82/EC/ Article 61(1) of Regulation (EU) No 536/2014* transposed in the following

national legislation:

HﬂFﬁ : EMA Compilation of Union Procedures on Inspections and Exchange of Information, Directive 2001/83/EC
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