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	In case the expectation is that the applicant for conditional approval will continue to submit required documents until full product registration, use this checklist to specify the available information provided in the application dossier. If some information will be provided in the future, indicate the estimated date of submission of additional data. 
	

	No.
	Documents 
	Yes 
	No
	Date of future submission  

	1. Administrative Document  

	1.1
	Signed and dated original copy of a cover letter
	
	
	

	1.2
	Signed and dated and duly filled application form (Appendix II)
	
	
	

	1.3
	Proof of payment of veterinary notification fees as per relevant regulations governing service tariff/fees and charges at the time of dossier submission.
	
	
	

	1.4
	A copy of a free sale certificate or equivalent document
	
	
	

	1.5
	Appointment letter of a Local technical representative (LTR)
	
	
	

	1.6
	Certificate of conformity of the veterinary device
	
	
	

	1.7
	Samples
	
	
	

	2. Technical documents

	2.1
	The Device art works
	
	
	

	2.3
	Instructions for Use (IFU)
	
	
	

	2.4
	Statement of the intended use depending on the device
	
	
	

	2.5
	Device manufacturer
	
	
	

	2.6
	Device Description
	
	
	

	2.7
	Certificate of compliance to quality standards
	
	
	

	2.8
	Veterinary Medical device and/or IVDD Specification
	
	
	

	2.9
	Device’s Labels 
	
	
	

	3. Module 3: Quality Data

	Other submitted documents

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Format: QMS/FMT/002


Revision No: 1


Effective Date: 20/06/2022










