Please also provide information below to determine eligibility of FRP for API part and upload into S10 with title FRP Requirements Checklist for API Part.

	Information submitted to NPRA
	Information per approved document submitted to SRA*
	File name of assessment report** & page number with the version number 

	Comment of the sameness

	DMF/CEP version no. submitted to NPRA
	Latest DMF/CEP version no. approved by SRA
	E.g. Document 1.pdf/ Page 5
	 

	API Specification version no. from API manufacturer 
	API Specification version no. from API manufacturer 
	E.g. Document 2.pdf/ Page 10
	 

	API Specification version no. of API from finished product manufacturer 
	API Specification version no. of API from finished product manufacturer 
	E.g. Document 3.pdf/ Page 15
	 


 
Chronology of DMF or CEP Version Updates During SRA Assessment/ Post-approval Changes (Variation)
	Date
	Version
	File name of assessment report** 

	E.g. Feb 2023
	DMF Version No. 1
	Documents 1.pdf 

	E.g. Aug 2024
	DMF Version No. 2
	Documents 2.pdf

	E.g. March 2025
	CEP 2025-01 Rev 01
	Documents 3.pdf




DMF/ APIMF/ ASMF Assessment Report # (Please tick)
· DMF Assessment Report (Applicant Part): Upload under section E14 of QUEST system.
· DMF Assessment Report (Restricted Part): API manufacturer to email to the DMF Assessment Report together with the query response document  apiscreening@npra.gov.my.

Please note that to be eligible for FRP evaluation, the DMF version submitted to NPRA by the API manufacturer shall be the same as those stated on the DMF assessment report issued by SRA. 

[bookmark: _GoBack]
Footnote: 
* SRA refers to Stringent Regulatory Authority (e.g. EMA, UKMHRA, Health Canada, TGA, etc)

** File name refers to the specific assessment report or post-approval changes (variation) of PDF uploaded in E14. This document should contain the relevant DMF/CEP version number and/or specification version number, which must be clearly highlighted for easy reference.

# The DMF/APIMF/ASMF Assessment Report is the complete, unredacted scientific evaluation authored directly by the reference regulatory authority that assesses both the Applicant and Restricted parts of the DMF/APIMF/ASMF. This must be the agency's internal review document—it is strictly not the finished product evaluation, a redacted public summary report (e.g. EPAR), standalone Q&A correspondences, or the manufacturer's submitted DMF dossier itself. 
