

MS Comments - Paediatric Work Sharing

1 Comments from the <<competent authority>> on the Paediatric work sharing Preliminary assessment report

	Procedure type:
	Article 45 and/or Article 46 (delete as appropriate)

	Name of substance:
	

	Procedure No.:
	XXX

	Dosage form and strength:
	XXX 

	Date of MS comments:
	XXX


The <<competent authority>>  agrees with the overall conclusion of the Rapporteur and has no further comments. 

alt.

The <<competent authority>> agrees with the overall conclusion of the Rapporteur. However, the <<competent authority>>  has some additional points for consideration by the Rapporteur and other MS before adopting final recommendations for the SmPC. 

General comments (as required)

Specific comments (as required)

alt.

The <<competent authority>>  agrees with the overall conclusions of the Rapporteur but proposes to address the following additional questions for clarification to the MAHs in section XX of the report:

General points (as required)

Specific points (as required)

alt.

The <<competent authority>>  does not agree with the overall conclusions of the Rapporteur for the following reasons:

Give reasons and alternative recommendations for the SmPC if appropriate.

On behalf of the <<competent authority>>,

	Name of the project manager/ contact person in the MS:
	…………………………………….

	Names of the assessors:

	Quality (II): 

     
(
XXX

· XXX

· XXX

Pharmaco/Toxicological (III): 

     
(
XXX

· XXX

· XXX


	Clinical (IV):

Kinetics (IVA)

     
(
XXX

· XXX

(
XXX

Efficacy (IVB)

     
(
XXX

· XXX

(
XXX

Product information: 

     
(
XXX

· XXX

· XXX
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