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EMA/793981/2010 v.1.0

Patient Health Protection

Formatting check list for the product information (annexes) in PDF format - veterinary

	For the enclosed PDF versions of Annexes I, II, IIIA, IIIB
 in all EU languages, the Applicant/MAH confirms that they meet the following quality criteria
:
	Tick to confirm check

	The QRD Convention published on the Agency website was followed for the preparation of the Word source files.
	 FORMCHECKBOX 


	The PDF versions in all EU languages are identical to the Word source files.
	 FORMCHECKBOX 


	Annex I (SPC), Annex II, Annex IIIA (Labelling) and Annex IIIB (Package Leaflet) are provided as an integrated document, the PDF versions in all EU languages contain the correct properties and were correctly bookmarked. 
	 FORMCHECKBOX 


	Track changes and comments have been ‘accepted’ (not simply switched off) and coloured or highlighted text does not appear in the PDF versions.
	 FORMCHECKBOX 


	The marketing authorisation dates of first authorisation (dates for different presentations to reflect the date of the first authorisation) and latest renewal (date of first authorisation + 5 years), if any, are correct and indicated in section 9 of the SPC, as appropriate.
	 FORMCHECKBOX 


	Revision dates do not appear in section 10 (‘Date of revision of the text’) of the SPC.
	 FORMCHECKBOX 


	Revisions dates do not appear in section “this leaflet was last approved on” of the Package Leaflet.
	 FORMCHECKBOX 


	Pictures in the SPC and Package Leaflet display correctly and do not overlap with the text. They appear in the correct order and references made to picture numbers in the text are correct. The entire text in pictures was translated into the respective EU language.
	 FORMCHECKBOX 


	There are no blank pages or unexpected blank spaces (note: half empty pages are acceptable if they occur in connection with tables or pictures).
	 FORMCHECKBOX 


	There is no text in the Header of the pages.
	 FORMCHECKBOX 


	Only page numbers appear in the Footer of the pages, starting with ‘1’ (bottom, centre) on the title page of Annex I, and the format is font Arial 8.
	 FORMCHECKBOX 


	The filenames of all language versions comply with the filename conventions described in the PDF user guide.
	 FORMCHECKBOX 



Confirmed by:

	Name:
	
	Signature:
	
	Date:
	


� Contact the PM or designated contact person if the product information contains also Annex IV (conditions or restrictions with regard to the safe and effective use of the medicinal product to be implemented by the Member States). 


� Where the Product Information does not meet the required quality criteria, the Applicant/MAH will be asked to make the necessary corrections and to resubmit.
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	Telephone

+44 (0)20 7418 8400

Facsimile

+44 (0)20 7523 7129 

E-mail

info@ema.europa.eu

Website

www.ema.europa.eu


	

	

	© European Medicines Agency, 2011. Reproduction is authorised provided the source is acknowledged.
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