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<(Active Substance)>
<(ASM)>
<EU/ASMF/XXXXX>
<(Version Number applicant's part, dated

Version Number restricted part), dated>

* This Assessment Report solely concerns the ASMF. 

ADMINISTRATIVE INFORMATION

	ASMF number as allocated by NCA (if available): 
	

	ASM’s Internal API code (if applicable):
	<API internal code>

	ASMF holder 
	<ASMF Holder name> 

<Full ASMF Holder administrative address> 

<Country> 

 

	ASM’s manufacturing site(s):
	<Active substance manufacturer name> 

<Manufacturing site address(es)> 

<Country> 

Brief description of manufacturing steps performed by manufacturing site (if more than one site/if applicable):

	Assessor/s


	Name

     
Tel:
 
     
  Email:
     


	Confidential Annex 1* to Active Substance Master File (ASMF) Assessment Report/s 
	<Attached as separate document/s> <N/A>


*The template for Confidential Annex 1included in the template for the Active Substance Master File (ASMF) Assessment Report should be used
Letters of Access and Annex 3 in relation to specific drug products are described in the < Variation Assessment report> for the products in question.

An ASMF in CTD-format has been provided by (ASMF holder( for the ( active substance(:

Applicant’s Part version: 

Restricted Part version:

1. Assessment and Conclusions

Nature of change/s requested:

	Variation No(s) as per guideline:
	Scope
	Type

	
	
	


Assessment:

<Text> 
Note: In case of minor changes to the restricted part of the ASMF it should be mentioned that the assessment is provided in the confidential Annex 1
Conclusions:

<The changes proposed by the <MAH> are accepted and may be approved.>
< The following changes proposed by the <MAH> are accepted and may be approved:
<Text>>
<The changes proposed are not accepted and the <MAH> may amend the application within 30 days in order to address the issues outlined in Section “2. Request for Supplementary Information”, before the variation(s) can be approved.>
2. Request for Supplementary Information
<Text> <N/A>

3. Response Assessment and Conclusions
<Text> <N/A>

Summary of the <MAH’s> response:
<Text>
Assessment of the responses:
<Text>
Conclusions:

<Further to the supplementary information provided by the <MAH>, the changes proposed are accepted and may be approved.>
< Further to the supplementary information provided by the <MAH>, the following proposed changes are accepted and may be approved:
<Text>>
<Based on the following grounds, the changes below proposed by the <MAH> are not accepted and may not be approved:

<Text>>
<Furthermore, the <MAH> is reminded that the holder shall cease to apply the Type IA variations that received an unfavourable opinion immediately, according to Art 24(1) of Commission Regulation (EC) No 1234/2008.>
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