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	                Complementary VMP Screening Checklist

	SCREENING CHECKLIST


[bookmark: _Hlk26944648][bookmark: _Hlk26946529]Please use red coloured cross X and indicated location in the dossier where compliant or blank where non-compliant or indicate N/A and for any other comments.The second reviewer shall use blue coloured cross X and indicate location in the dossier where compliant or blank where non-compliant or indicate N/A and for any other comments.
· The checklist is applicable to Complementary VMPs Only.


	DOSSIER/PRODUCT INFORMATION

		Proprietary name of the finished pharmaceutical product (FPP)
	    

	Active ingredient(s) API(s)
	    

	Applicant name and address 
	    

	Dosage form
	    

	Application Number(s)
	    

	Strength(s)
	    

	Route of administration
	    

	Target species
	    

	Contact information
	    

	Submission date
	    

	Date of 1st assessment
	    

	Date of 2nd assessment
	    

	Screening outcome
	    




















	 

	










NB. APPLICANTS ARE REQUIRED TO INDICATE THE LOCATION OF THE FOLLOWING INFORMATION IN THEIR APPLICATION SUBMISSION/DOSSIER. THE CONTENTS OF THIS DOCUMENT SHOULD NOT BE ALTERED / DELETED.
	Minimum Requirements
	Applicant Use Only
(State location)
	For BoMRA Assessor Only


	
	
	1st assessor
	2nd assessor

	ACTIVE INGREDIENTS

	
	
	
	

	General information 
	      
	      
	      

	
	
	
	

	Safety of active ingredients
	      
	      
	      

	
	
	
	

	Control of active ingredients


	a. Specifications (signed, dated and version)

	      
	      
	      

	b. Batch analysis data (including Certificate of analysis)
	      
	      
	      

	
	
	
	

	FINISHED PRODUCT (Complementary VMP)

	
	
	
	

	[bookmark: _Toc64887177]Qualitative and quantitative composition of the CVM
	      
	      
	      

	
	
	
	

	Control of Excipients or inactive ingredients
	      
	      
	      

	
	
	
	

	Manufacture of the complementary VMP

	a. Manufacturer (Full physical address of the FPP manufacturing site including Unit and Block numbers, where applicable)
	      
	      
	      

	b. Description of the manufacturing process.
	      
	      
	      

	
	
	
	

	Control of the Finished Product
	
	
	

	a. Specifications (signed, dated and version controlled)
	      
	      
	      

	b. Batch analysis data (Including certificate of analysis)
	      
	      
	      

	
	
	
	

	Container Closure System (Description of the primary packaging material or container including the pack sizes)
	     
	      
	      

	
	
	
	

	Stability data (Applicant should declare the shelf life and proposed storage conditions of the product based on the stability data)

	a. Accelerated stability
	      
	      
	      

	b. Long term stability 
	      
	      
	      

	
	
	
	

	Labelling information

	
	
	

	a. Package insert
	      
	      
	      

	b. Label
	      
	      
	      

	
	
	
	

	Efficacy data (evidence of the claim)
	      
	      
	      

	
	
	
	

	Safety of the finished product (Evidence of safety of the formulation in the target species)
	      
	      
	      

	
	
	
	

	Pharmacovigilance plan
	      
	      
	      

	
	
	
	





(BOMRA Use only)

	Screening Cycle
	       First                                Second 

	Date of 1st assessment
	     

	First assessor 
	     

	Date of 2nd assessment
	     

	Second assessor 
	     

	A. POINTS TO BE COMMUNICATED TO THE MANUFACTURER

	    

     

	B. GENERAL REMARKS TO THE NEXT ASSESSMENT

	     

	C. CONCLUSION:

	   

     



22-03-2020		Page 1 of 5

image1.jpeg
BMRA

MEDICINES REGULATORY AUTHORITY




