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	                Small Molecule VMPs Screening Checklist Form
	SCREENING CHECKLIST


[bookmark: _Hlk26944648][bookmark: _Hlk26946529]The first reviewer shall use red coloured Tick ✔ and indicate location in the dossier where compliant or X where non-compliant or indicate N/A and for any other comments. The second reviewer shall use blue coloured Tick ✔ and indicate location in the dossier where compliant or X where non-compliant or indicate N/A and for any other comments.
The checklist is applicable to Small molecule VMPs Only. A different checklist specific to small molecule VMPs should be used where necessary.
	DOSSIER/PRODUCT INFORMATION

		Non-proprietary name of the finished pharmaceutical product (FPP)
	

	Proprietary name of the finished pharmaceutical product (FPP)
	

	International non-proprietary name(s) of the active pharmaceutical ingredient(s) (API(s)), including form (salt, hydrate, polymorph)
	

	Applicant name and address 
	

	Dosage form
	

	Application Number(s)
	

	Strength(s)
	

	Route of administration
	

	Proposed indication(s)
	

	Contact information
	



























	 

	










NB. THE CONTENTS OF THIS DOCUMENT SHOULD NOT BE ALTERED / DELETED
	Minimum Requirements
	Applicant
(State location)
	MRA use

	Proof of payment (BoMRA receipt)
	
	

	CD labelled with product name, applicant and date of submission.
	
	

	Five (5) named folders - Module 1-5, including all the relevant subfolders and files as per CTD format.
	

	

	
MODULE 1: Administrative Information

	
	

	1.2. Application Form (appropriately completed, signed and dated)
	
	

	1.3. Product Labelling Information
	
	

	a. SmPC / SPC / Package insert 
	
	

	b. Patient Information leaflet
	
	

	c. Labels
	
	

	1.7. Valid GMP Certificates (as per the MRA’s recognition policy) 
	
	

	a. API manufacturing site(s)
	
	

	b. FPP manufacturing site(s)
	
	

	1.7. Valid Manufacturing License (s) of the FPP manufacturing site(s)
	
	

	1.2. Proof of registration in country of origin
	
	

	1.10. Registration certificates from:
	
	

	a. Stringent Regulatory Authority (ies) 
	
	

	b. Other Regulatory Authority
	
	

	ZAZIBONA Procedure
	
	

	a. Expression of interest
	
	

	b. Proof of submission in at least one other ZAZIBONA member country
	
	

	1.2 API information presented as:
	
	

	a. CEP: current CEP, Letter of Access, Commitment to notify the Authority in case of cancellation, withdrawal, or update of CEP, and FPP manufacturer’s API specification. 
	
	

	b. WHO CPQ
	
	

	c. Full API MF 
	
	

	1.11Application Forms in word format
	
	

	a. Bioequivalence study is required, the BTIF in Word format
	
	

	b. Bioequivalence study is not required, the Biowaiver-BCS Application Form in Word format
	
	

	c. For additional strengths, Additional Strengths Based Biowaiver- Application Form in word format.
	
	

	d. Clinical studies information – Innovator products
	
	

	
MODULE 2: Critical Summaries

	
	

	a. QOS completed in Word format
	
	

	b. QIS 
	
	

	
MODULE 3: Quality Data

	
	

	3.2.S Active Pharmaceutical Ingredient: (Option 2 & 3 submission format)
	
	

	3.2.S.1 General Information
	
	

	3.2.S.2 Manufacture of API
	
	

	3.2.S.2.1 Manufacturer
	
	

	3.2.S.2.2 Description of Manufacturing Process & Process Controls
	
	

	3.2.S.2.3 Control of Materials (Control of substances of animal origin and BSE/TSE Free Certification)
	
	

	3.2.S.2.4 Control of Critical Steps & Intermediates
	
	

	3.2.S.2.5 Process validation (required for sterile APIs)
	
	

	3.2.S.2.6 Manufacturing Process Development
	
	

	3.2.S.3 Characterisation (elucidation of structure, other characteristics and impurities (cell-derived, process and product related))
	
	

	3.2.S.4 Control of the API
	
	

	3.2.S.4.1 FPP Manufacturer’s API specifications (Signed, dated, version controlled)
	
	

	3.2.S.4.2 Analytical Procedure
	
	

	3.2.S.4.3 Validation/verification of API Analytical Procedures
	
	

	3.2.S.4.4 Batch Analysis Data
	
	

	3.2.S.4.5 Justification of Specification
	
	

	3.2S.5 Reference Materials/Standards
	
	

	3.2S.6 Container Closure System
	
	

	3.2.S.7 Stability data: 
	
	

	a. 6 months accelerated conditions 
	
	

	b. 12 months at the long-term condition for at least 2 batches
	
	

	
3.2.P Finished Veterinary Medicinal Product (FPP)

	
	

	3.2.P.1 Description and Composition of the VMP
	
	

	3.2.P.2 Pharmaceutical Development 
	
	

	3.2.P.3 Manufacture
	
	

	3.2.P.3.1 Manufacturer (names and physical addresses including unit or block where manufacturing activities occurs)
	
	

	3.2.P.3.2 Batch Formula
	
	

	3.2.P.3.3 Description of Manufacturing Process and Process Controls
	
	

	3.2.P.3.4 Control of Critical Steps & Intermediates
	
	

	3.2.P.3.5 Process Validation (for 3 consecutive batches)
	
	

	For Sterile Products and/or Injectables
	
	

	a. Media fill studies 

	
	

	b. Validation of sterilization methods (for the product and components of container closure)
	
	

	3.2.P.4 Control of Excipients
	
	

	3.2.P.4.1 Specifications
	
	

	3.2.P.4.5 Excipients of Animal Origin or BSE/TSE Free Certification
	
	

	3.2.P.5 Control of the VMP
	
	

	3.2.P.5.1 Specifications (Signed, dated, version controlled)
	
	

	3.2.P.5.2 Analytical Procedures
	
	

	3.2.P.5.3 Validation / verification of Analytical Procedures
	
	

	3.2.P.5.4 Batch Analysis Data (at least 3 batches)
	
	

	3.2.P.5.5 Characterisation of Impurities
	
	

	3.2.P.5.6 Justification of Specifications
	
	

	3.2.P.6 Reference Standards or Materials
	
	

	3.2.P.7 Container Closure System (CCS)
	
	

	a. Primary CCS specifications
	
	

	b. Secondary CCS specifications
	
	

	3.2.P.8 FPP Stability data
	
	

	a. 6 months at the accelerated condition (40℃±2℃/75%±5% RH)
	
	

	b. 12 months at the long-term condition (30℃±2℃/65%±5%RH)/(30℃±2℃/75%±5%RH) or whichever is applicable according to VICH guidance for 3 batches
	
	

	
3.2.R Regional Information

	
	

	a. Copy of original executed bio batch manufacturing    records
	
	

	b. Copy of blank master production record(s) for commercial production batch(es)
	
	

	MODULE 4: Non-Clinical Studies
		
	

	4.2 Pharmacological studies (PK, PD and Toxicological studies) – exempted if generic products. 
	
	

	4.3 Target animal species, User, Consumer, and environmental safety Data. (Discussion based on Published literature shall be acceptable).
	
	

	MODULE 5: Clinical Studies 
	
	

	6.1. Clinical Data presented as:
	
	

	a. Bioequivalence
	
	

	b. Biowaiver
	
	

	c. Clinical studies reports (required for innovator products)
	
	



 
(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:
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