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APPLICATION FORM FOR CERTIFICATES OF MEDICINAL PRODUCTS(1)
Part A Organisational information(2)
Each Part A is subject to a processing charge
Boxes in red must be completed
A.1         Certifying Authority (3)         European Medicines Agency         Domenico Scarlattilaan 6, 1083 HS Amsterdam, The Netherlands         Website: http://www.ema.europa.eu                                                   Certificates Team
         Tel: +31 (0) 88781 6000                                                    E-mail (standard): certificate@ema.europa.eu
                                                                                         (urgent): certificate_urgent@ema.europa.eu
A.2         Marketing Authorisation Holder(s) or Holder(s) of CHMP Positive Scientific Opinion
         (Art. 58  Regulation (EC) No. 726/2004) (4)
A.3	Certificate Requesting Company (6)
Please refer to the Privacy Statement for details on the processing of personal data submitted in this form.
Certify requesting
company (12)
A.4	Precondition for acceptance of a request for certificates (14)
         Application for marketing authorisation has been submitted to the Agency via         centralised procedure
         Application under Article 58 of Regulation (EC) no.726/2004 has been submitted         to the Agency
	GMP compliance status confirmed and based on recent GMP inspections
	by an EU/EEA or Mutual Recognition Agreement partner Inspectorate
	Product(s) is free from recently reported, serious hazards
A.5	Fees
Application processing
	Request fee (18)
	TOTAL (19)
A.6	I, the undersigned, declare that all information in this request and its annexes is correct
APPLICATION FORM FOR CERTIFICATES OF MEDICINAL PRODUCTS
Part B Table for requested certificates (21) 
Sections in red are compulsory.
B.1	Product Information
         Has an opinion under Article 58 of regulation (EC) No. 726/2004 (cooperation with WHO
         for the evaluation of certain medicinal products for human use intended exclusively for
         market outside the EU) been issued for the product?
         Name(s) address(es) and activity(ies) of the site(s) involved in the manufacturing of the finished products
         (drug products), to be mentioned in the certificates (26)
Name
Address
Activity
B.2         Sets of certificates for the product(27).
         Each set of certificates is subject to an additional charge
Importing Country
MA Numbers
EU Lang.
Annexes in addition
to SPC
Available on the market in
the EU
Number of
Certificates
Total Certs.
Certificates and PD
European Medicines Agency
25 October 2012
25 October 2012
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