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Veterinary		☐


The Chief Executive Officer					       
South African Health Products Regulatory Authority		                        
Building A
Loftus Park
402 Kirkness Street
Arcadia
Pretoria



Date:
Letter reference:
Variations
Dear Madam/Sir
APPLICATION FOR A VARIATION / AMENDMENT TO A REGISTERED PRODUCT
	Registration Number(s)
	

	Application Number
	

	Product Proprietary name(s)
	

	API(s)
	

	Dosage strength (and Dosage form)
	

	Application ID
	

	Sequence number
	

	Related e-CTD sequence number/s
	
	Related e-Submission sequence number/s 
(if applicable)
	

	Proposed Evaluation Pathway
(mark applicable option)
	FULL REVIEW
	☐	ABRIDGED REVIEW
	☐	VERIFIED
	☐	PRIORITY REVIEW

PR number:


	☐
	Motivation for the Proposed Evaluation Pathway and any other explanations
	

	Value of fees applicable to this application 
	R




	Type of variation application/s
(Mark all applicable options)
	TYPE IAin
	☐	TYPE IB
	☐	Response to SAHPRA Technical Screening Letter
	☐	Response to SAHPRA Non-Approval Letter
	☐	Type IA-AN
	☐
	
	Type II – Clinical

	☐	Type II –Quality
	☐	Type II – Inspectorate

	☐	Type II – Naming and Scheduling
	☐	Type II -Biologicals
	☐
	
	
	
	

	
	Type II – Certificate Variations

	☐	Type II – PV/ Clinical


	☐	Type II – Vet

	☐

	First-response round
	☐	
	

	
	
	
	
	
	
	
	Second response round
	☐	
	

	
	
	
	




Summary of the variations/ amendments applied for:
	Type 
	Code 
	Code description
	Summary

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



1. Tracking Table:  Summary of Variation History:
· Approved/ Rejected – an approval or non-approval letter/ communication has been received from SAHPRA.   
· Implemented – self-implementation as per the amendment type timeline.     
· Submitted – where no regulatory outcome has yet been received by the applicant.


	Date of submission
	Sequence number
	Submission type
	Related eCTD sequence
	Regulatory activity/ Submission description
	Regulatory status (submitted / approved / rejected / implemented)
	Regulatory activity outcome date

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



2. Description of the Submission:

3. Format of the application (eCTD validation tool and anti-virus software):

4. Description of documents submitted:

5. Contact details in case of Technical Validation Errors:

6. DECLARATION

Please check all declarations that apply.

I declare that:

· All conditions specified for each change in the SAHPRA variations guideline have been met and all required documents have been submitted, or a motivation for any deviation has been submitted. 
· There are no changes being made other than those applied for in this submission. Any other changes will be applied for separately.
· The change has been assessed for the impact on the risk of nitrosamine contamination and no increase to the risk of nitrosamine contamination was concluded. The authority may request assessment reports, if applicable.
· The information submitted is true and correct.





Yours faithfully

Signature
Name of Responsible Person 
Designation
Contact Details
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