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European Medicines Agency
Applicant’s consent to share assessment and inspection documents with Non-European Union (EU) Regulatory Authorities
Template
The undersigned hereby acknowledges and consents that the EMA shares assessment and inspection documents with the non-EU regulatory authorities listed below, for the medicinal product(s) listed below, for which the undersigned is the Marketing Authorisation Holder/applicant.
Document(s) to be shared with non-EU regulatory authorities
_____________________

_____________________

Medicinal Product(s):

_____________________

_____________________

Non-EU regulatory authority(s) (name of the authority and country)
_____________________

_____________________
Name of Authorized Signing Official: ____________________________________________________ 

Title, Company: ____________________________________________________________________ 

Signature: _________________________________________________________________________ 
Please sign the completed template, scan and send as an attachment by email to EMAinternational@ema.europa.eu with subject: Consent to EMA to share documents for the product(s) <name of the product(s)>. A signed paper copy should also be sent to EMA International Affairs, at the address below.
	

	30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom
	An agency of the European Union  
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	Telephone

+44 (0)20 3660 6000
Facsimile

+44 (0)20 3660 5555
Send a question via our website www.ema.europa.eu/contact


	

	© European Medicines Agency, 2016. Reproduction is authorised provided the source is acknowledged.

	


	

	Applicant’s Consent to Share Assessment and Inspection Documents with Non-European Union (EU) Regulatory Authorities IF  <> "Error*"Applicant’s Consent to Share Assessment and Inspection Documents with Non-European Union (EU) Regulatory Authorities \* MERGEFORMAT 
Applicant’s Consent to Share Assessment and Inspection Documents with Non-European Union (EU) Regulatory Authorities

	

	EMA/801202/2015 IF  <> "Error*"EMA/801202/2015 \* MERGEFORMAT 
EMA/801202/2015

	Page 2/2



[image: image1.png][image: image2.png]