
QRD Form 2:
For applicants when submitting revised translations to the European Medicines Agency 

DAY 235 / DAY + 25

(Applicant to complete by Day 235/+25 and send to the Agency)

(Only one form to be completed for all the languages)

(Only one form to be completed for Worksharing and grouping submissions)
(Only one form to be completed per procedure, even if (multiple) comments may be received at different stages)
SECTION 1:

(to be completed by the applicant)

	Product Name
	:
	

	
	
	

	Type of Procedure 
	:
	

	
	
	

	Application Number
	:
	


	Worksharing submission
	
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 



	Grouping submission
	
	Yes   FORMCHECKBOX 

	No   FORMCHECKBOX 



	Opinion date or 

Start of procedure

	
	


	Deadline for providing linguistic comments
	
	


	Applicant/MAH Name
& Address
	:
	

	
	

	Details of contact person for translations

(Name, tel, fax & E-mail)
	:
	Name:
E-mail:

Tel. no:


	Worksharing submission ONLY
	:
	<Confirm here that changes implemented to this CAP will be implemented in all CAPs included in the worksharing submission>




	
	
	BG
	CS
	DA
	DE
	EL

	ES
	ET
	FI
	FR
	HR
	HU
	IS

	Member States’ comments 
	:
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	IT
	LT
	LV
	MT
	NL
	NO
	PL
	PT
	RO
	SK
	SL
	SV

	
	
	
	
	
	
	
	
	
	
	
	
	
	


Tick the appropriate box for each language as follows:

(  - Comments received and implemented

X  - Comments received, not all implemented

NC- Confirmation received that there are no comments on the translation for this procedure

n/a – No response received from Member State
If not all comments implemented, a justification should be provided for the appropriate language(s) stating why certain comments are not reflected in the final texts. Please indicate, as presented below, for the language(s) concerned the document (SmPC, Annex II, labelling or package leaflet) and section to which the disputed comment relates together with an alternative proposal or an indication of how the issue has been resolved. 

If comments have been discussed and agreed/revised with the Member States, a copy of any relevant correspondence should be attached to this form. 

{LANGUAGE}

· SmPC

	Section Title & Paragraph
	Comment
	Alternative proposal or how was the issue resolved?

	
	
	

	
	
	


SECTION 2:

(to be completed by Procedure Assistant):
· I confirm that ALL Member States have provided comments
. 
	Yes   FORMCHECKBOX 

	No  FORMCHECKBOX 



      If not, list below the Member States who did not provide comments.
· NO RESPONSE RECEIVED from the following Member States:
	


· Delay in Member States comments? If yes, provide country name and number of days delayed: 
	


· Delay in transmitting translations to the Commission? If yes, provide details below:
	


· Any other feedback?
	


	Date: _____________    Procedure Assistant: ________________________________


� Start of procedure for Type IB Variations, Notifications 61(3) and USRs; opinion date for all other procedures.�





� New application are checked by Cyprus, all other procedures are checked by Greece


� Ensure all Member States comments are appropriately saved in the relevant product/procedure folder






