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Implementation plan for MRP/DCP/purely-national
 MAs: QRD template v.8.2
The Quality Review of Documents (QRD) Group, the CMDv and the EMA have revised the veterinary product information (PI) templates. The template for each European language, as well as an annotated template in English (clean and tracked changes), are available on the EMA website. 
The QRD template v8.2 is revised to specify Northern Ireland in the list of local representatives at the end of the package leaflet.

As of 1 January 2021, any new marketing authorisation application submitted via the de
 More information can be found under 'Authorisation of medicines'." \t "_blank" 

centralised, mutual recognition or national procedure
s must comply with the revised QRD template v8.2 as early as possible, and by Day 170 of the procedure at the latest for decentralised procedure and by Day 65 at the latest for mutual recognition procedure.

Holders of existing marketing authorisations must update the 
 More information can be found under 'Product-information requirements'." \t "_blank" 

product information
 annexes by 31 December 2021, in any regulatory procedure that affects these annexes, to comply with the revised QRD template.

Marketing authorisation holders for medicinal products with no regulatory procedure affecting the 
 More information can be found under 'Product-information requirements'." \t "_blank" 

product information
 annexes before 31 December 2021 must submit a type IA variation (C.II.6.a) to comply with the revised QRD template.

	Applicants/MAHs wishing to discuss any consequences of PI template v.8.2 for their product(s) may submit any questions to their Reference Member State for MRP/DCP or to the relevant national competent authority for purely‑national MAs.
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� Not applicable for purely-national MAs in Poland
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