Specimen submission form[footnoteRef:1] [1:  For the dispatchment of specimens from outside of the European Union, MAHs are advised to indicate that the consignment has no monetary value when providing a description of goods during the consignment booking process. Otherwise, parcels are likely to be held by customs until the latter grant clearance, which may delay the delivery process to the Agency.] 


	Product (invented) name:
Marketing authorisation holder:

	Pharmaceutical form
	Strength
	Container type (e.g. vial, pen etc.)
	Procedure 
	Procedure number
	Type of specimen submitted
	Member State(s)(e.g. DK/FI/SE)
	OC[footnoteRef:2] [2:  OC: Outer carton] 

	LAB[footnoteRef:3] [3:  LAB: Immediate labelling/blister] 

	PL[footnoteRef:4] [4: , PL: Package leaflet.] 
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	Notes to the EMA (e.g. description of changes affecting the layout or readability compared to the last reviewed specimens):
     

	The undersigned declares that:

	|_| The specimens are in compliance with the relevant approved product information.

	|_| The specimens contain (all) the relevant official language(s) of the Member State(s)[footnoteRef:5] where they will be marketed. [5:  Except for Malta, where packs can be marketed in English and/or Maltese.
] 


	|_| The ‘blue box (es)’ is(are) in line with the relevant national requirements, as outlined in the current Guideline on Packaging Information. The local representative when mentioned in the ‘blue box’, is identical to the one mentioned in the package leaflet.

	|_| Braille (if applicable): The Braille is embossed correctly on the pack, is in line with section 16 of the outer labelling text, and in line with relevant national requirements of the Member State(s) concerned (where applicable).

	|_| Safety features: The specimen bears safety features (in line with sections 17 and 18 of the outer labelling text) and the unique identifiers for marketed packs will be uploaded to the repositories system before they are released for sale or distribution.

	Contact details:     

	Signature:     
	Date:      
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