Translations required with the submission of 
an application for orphan medicinal product designation


Sponsors are advised to source translations from the European Commission (EC) orphan designation decisions published in the Community Register of Orphan Medicinal Products. If an active substance or an orphan condition have been designated it is advisable to use these translations.

Note to sponsors established in Ireland
Sponsors established in Ireland, should either:

- request a language waiver if they want English to be the authentic language of the product information and of the EC decisions. Such waiver request should be sent to IrishWaiver@ema.europa.eu with completed form. The request should also be uploaded via the online platform as part of the submission package

OR

- provide the Irish translation in the table below.

Note to sponsors with active SME status


EMA provides assistance with translations of product information into all official European Union languages to sponsors that have their SME status registered at EMA (SME number), at the time of applying. SME sponsors are not required to submit translations. However, sponsors are recommended to submit any translations available with their submission.

	Language
	Active substance 
	Proposed condition
Words 'treatment/prevention/diagnosis of' should be translated

	English
	
	

	Bulgarian
	
	

	Croatian
	
	

	Czech
	
	

	Danish
	
	

	Dutch
	
	

	Estonian
	
	

	Finnish
	
	

	French
	
	

	German
	
	

	Greek
	
	

	Irish

	
	

	Hungarian
	
	

	Italian
	
	

	Latvian
	
	

	Lithuanian
	
	

	Maltese
	
	

	Polish
	
	

	Portuguese
	
	

	Romanian
	
	

	Slovak
	
	

	Slovenian
	
	

	Spanish
	
	

	Swedish
	
	

	Norwegian
	
	

	Icelandic
	
	


� Required from sponsors established in Ireland only. In absence of a language waiver request from Irish sponsor, Irish translation should be provided.  Background information is available at the �HYPERLINK "https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/product-information-requirements" \l "irish-language-(new)-section" \t "_blank"��EMA website�.





