

Attestation

Name and Address of Manufacturer
[Please print on Company Letterhead of Legal Manufacturer or QMS Certificate Holder]


Medical Device Authority
Ministry of Health Malaysia
 [Date]

Dear Sir/Madam,

Subject: Attestation by Manufacturer for Export Certificate Application for Export Only Medical Device under Circular Letter No.4/2018 (Revision 1) 
  	 	 	 
I, [name of Person Responsible and ID Number] hereby attest that we are the manufacturer/ contract manufacturer for the medical device in this Export Certificate application, and the information provided in this application and in any attached documentation is/ are accurate, correct, complete and current to this date;
I hereby attest that this/ these medical device(s) have the objective evidence that the medical device meets the Essential Principles for Safety and Performance; 
I hereby attest that there are no misleading claims made relating to the safety and performance of the medical device; and
I understand and acknowledge that it is an offence to make, sign or furnish any declaration, or other documents which is untrue, inaccurate, or misleading. 
 
 
Yours Sincerely,
[Signature]
[Full Name and Title of Person from Company’s Top Management]
[Company stamp]
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