State Agency of Medicines
Nooruse 1, Tartu 50411
Phone: 7 374 140
Fax: 7 374 152

MARKETING AUTHORISATION HOLDER’S APPLICATION
to distribute medicinal product in packaging of another member state of the European Economic Area (EEA)
	1. Name of the medicinal product, pharmaceutical form and strength



	2. Name of the marketing authorisation holder



	3. Pack size



	4. Language of the package labelling 



	[bookmark: _GoBack]5. Reasons for the medicinal product to be distributed in packaging of another
member state of the EEA (product shortage, medicinal product is hospital-use only etc.)    




	6. The amount of packages or the time period during which the medicinal product is intended to be sold in packaging of another member state of the EEA  



	7.  How are the packages provided with Estonian-language package leaflets
☐Package leaflet is added at the manufacturing site specified in the MA documentation  
☐Package leaflet is added by the wholesaler
☐Package leaflet is sent electronically to hospital pharmacies/healthcare institutions
☐Other (please sepcify)


	8.  The mock-up of the packaging of another member state of the EEA is added to the
application   
☐ Yes
☐ No (If no, please give the reasons why)

	9. If any, please indicate the differences in the labelling between the foreign language
packaging and the approved Estonian language packaging



	10. I hereby confirm, that the medicinal product in the EAA language packaging intended to be distributed in Estonia complies with the terms of the marketing authorisation issued in Estonia (except the language of the package labelling)




Date

Signature
Contact details of the representative of the marketing authorisation holder
