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	Pihak Berkuasa Peranti Perubatan

	
	
	Medical Device Authority

	
	
	Kementerian Kesihatan Malaysia

	
	
	Ministry of Health Malaysia

	
	
	Portal: portal.mda.gov.my

	
	
	Email: mdb@mdb.gov.my                                                                                               


	For office use only

	Submission ID No:

Date:


	APPLICATION OF EXPORT CERTIFICATE FOR EXPORT ONLY MEDICAL DEVICE EXEMPTED FROM REGISTRATION


	All field are mandatory unless stated otherwise 

	SECTION A: APPLICANT / COMPANY DETAILS 

	Company Name:
	ROC Number:

	Company Business Address:

	Contact Person:

	1. 
	Email Address:

	2. 
	Telephone No.:

	3. 
	Fax:

	Country(ies) Requesting:
	Copy of Certificates Required:

	SECTION B: MANUFACTURER DETAILS 

	Manufacturer Name:

	Manufacturer’s Full Site Address:



	SECTION C: MEDICAL DEVICE DETAILS 

	Please provide details of the medical device in Appendix A.


	SECTION D: DECLARATION

	I declare that all the information and attachment provided in this application is true and correct. I further certify by signature hereon, that I am authorized to execute this document on behalf of the corporation.
Signature:

Name of Authorized Person:

IC Number :


Designation :

Date :

Company stamp :



APPENDIX A
MEDICAL DEVICE DETAILS 

	Acknowledgement on Notification for

export only medical device
	
	Yes
	
	No
	
	
	
	
	

	Is the medical device for export only:
	
	Yes
	
	No
	
	
	
	
	

	Type of medical device:
	
	General Medical Device
	
	In-Vitro Device

	Medical Device Name:
	

	Description of medical device:


	

	Intended use of the medical device:


	

	Indications:


	

	Product label importing country: 
	

	Attestation:
	


