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APPLICATION FOR THE INCLUSION OF QR CODE IN NATIONAL PROCEDURES
	RVG number
	     

	Name of the medicinal product
	     

	Name of the active substance
	     

	Applicant
	     


I. Declaration of the QR content
The Applicant is requested to 
1) Specify the information to be linked via QR Code and 
2) Provide the URL linking such information (not needed when the information is provided via NCA website)
II. Intended location of the QR code in the product information
Applicant should declare the location of the QR code within the Product information (e.g. inner lid/inner flap of the carton, Package Leaflet, etc)
III. Location of the information to be provided via QR code (Links)
· NCA websites 








 FORMCHECKBOX 

· Website created by the MAH specifically for the QR code.



 FORMCHECKBOX 

· Standalone PDF document






 FORMCHECKBOX 

IV. Applicant’s declaration 
The undersigned certifies by the present declaration that the proposed QR code and its contents:
· Comply with the requirements stated in the Dutch policy on the use of the QR-code (“Package leaflet of pharmaceutical products”, MEB-5 and “Labelling of pharmaceutical products” , MEB-6) which is in conformity with the CMDh Position Paper on the use of QR codes to provide information about the medicinal product
· Will remain unchanged after approval. Any changes to the content of the materials after approval will be the subject of a new submission excepting for the updates of the product information resulting from the approved modifications 
NOTE: Product information and educational materials will be updated after approval/implementation of variations 
· The informing sentence as stated in the Dutch policy on the use of the QR-code (“Package leaflet of pharmaceutical products”, MEB-5 and “Labelling of pharmaceutical products” , MEB-6) which is in conformity with the CMDh Position Paper on the use of QR codes will be included in the PIL
On behalf of  <Applicant/MAH name>,
Authorised signatory
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