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	NB: The reviewer`s report and comments should be sufficiently detailed to allow for secondary assessment 


1. TYPE OF APPLICATION
	Type of Application

	New Chemical Entity (NCE)
	

	Generic with other clinical data
	

	Generic
	

	Clone/Duplicate
	



	Date of submission
	

	Application number
	

	Product (proprietary) name
	

	Approved name(s) (INN)
	

	Composition
	

	Pharmacological Classification
	

	Applicant
	

	Dosage form
	

	Route of administration
	

	Pharmacological action
	

	Date of Committee meeting
	




	Evaluation phase

	First evaluation  
	
	Response evaluation  
	



	References used by Applicant 
Completed by Primary Reviewer in the same sequence as the applicant has used
	Date
	Comment

	
	
	

	
	
	



	References used by Reviewer
	Date
	Comment

	
	
	

	
	
	

	
	
	


2. EVALUATION OF THE PROFESSIONAL INFORMATION (PI)
	Sections of the PI
	Primary Reviewer
	Secondary Reviewer
Agreement with Primary Reviewer?

	
	Fully compliant with Clinical recommendations
	Not compliant with Clinical recommendations
	Not applicable
	Yes
	No

	2. QUALITATIVE AND QUANTITATIVE COMPOSITION
	Yes ☐
No ☐
	
	☐	☐	☐
	REVIEWER COMMENTS
	Provide comments where the application is not fully compliant with the local innovator
	Provide comments if “No” is selected above

	3. PHARMACEUTICAL FORM
	
	
	
	
	
	

	REVIEWER’S COMMENTS
	Provide comments where the application is not fully compliant with the local innovator
	Provide comments if “No” is selected above

	4. CLINICAL PARTICULARS

	4.1: Indications 
 for use, specifying the target species
	
	
	
	
	
	

	4.2 Contraindications
	
	
	
	
	
	

	4.3 Special warnings for each target species
	
	
	
	
	
	

	4.4 Special precautions for use in animals
	
	
	
	
	
	

	4.5 Special precautions to be taken by the person administering the veterinary medicine to animals
	
	
	
	
	
	

	4.6 Adverse reactions
	
	
	
	
	
	

	4.7 Use during, pregnancy, lactation, breeding or lay
	
	
	
	
	
	

	4.8 Interactions with other medicinal products and other forms of interactions
	
	
	
	
	
	

	4.9 Dosage and directions for use
	
	
	
	
	
	

	4.10 Advice on correct administration
	
	
	
	
	
	

	4.11 Overdose and particulars of treatment per species
	
	
	
	
	
	

	4.12 Withdrawal period(s)
	
	
	
	
	
	

	REVIEWER COMMENTS
	Provide comments where the application is not fully compliant with the local innovator. Provide numbering to link the comment to the associated section of the PI (e.g., 4.1 {insert comment} for Indications 
 for use, specifying the target species)
	Provide comments if “No” is selected above

	5. PHARMACOLOGICAL PROPERTIES

	5.1 Pharmacodynamic properties
	
	
	
	
	
	

	5.2 Pharmacokinetic particulars
	
	
	
	
	
	

	REVIEWER COMMENTS
	Provide comments where the application is not fully compliant with the local PI. Provide numbering to link the comment to the associated section of the PI (e.g., 5.1 {insert comment} for Pharmacodynamic Properties)
	Provide comments if “No” is selected above

	6. PHARMACEUTICAL PARTICULARS

	6.1 List of excipients
	
	

	6.2 Incompatibilities
	
	

	6.3 Storage instructions and shelf life
	
	

	6.4 Identification
	
	

	6.5 Nature and composition of immediate packaging
	
	

	6.6 Special precautions for the disposal of unused veterinary 
Medicine or waste materials
	
	

	REVIEWER COMMENTS
	Provide comments where the application is not fully compliant with the local IPI. Provide numbering to link the comment to the associated section of the PI
	Provide comments if “No” is selected above



	General comments on the Professional Information

	PRIMARY REVIEWER

	Provide comments only where issues have not already been captured in the table above

	PEER REVIEWER

	Provide comments only to summarise deviations from the primary reviewer

	ADVISORY COMMITTEE MEMBER REVIEWER (Where necessary)

	Provide comments only where there have been deviations between the evaluation of the primary and secondary reviewers




	Report details

	Primary reviewer
	

	Report date
	DD/MM/YYYY

	Secondary reviewer
	

	Review date
	DD/MM/YYYY
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