Medical Device Control Office
Application Form for Certificate to National Medical Products Administration

To:    Medical Device Control Office   
	Particulars of Application

	1
	Device Classification and Applicable Rule Numbers with Reference to Technical Reference TR-003 or TR-006
	Class I general medical device / Class A in vitro diagnostic medical device*
* Delete where appropriate
Classification rule:      

	
	Make, Brand and Model
	     

	
	AMDNS Code and Term
	     

	
	Intended Use of the Device
	     

	
	Name of Local Manufacturer
	     

	
	Address of Local Manufacturer
	     

	
	Manufacturing Sites
	     

	
	Contact Person
	     

	
	Local Telephone Number
	     

	
	E-mail
	     

	2
	(i) A copy of valid Business Registration Certificate; 
(ii) A copy of valid ISO 13485 Certificate;
(iii) A copy of delivery note of the concerned device sold to local healthcare facilities with customer information, address and customer signature/ company chop; 
(iv) Package insert including Instructions for use and device labelling; and

(v) Photo of the device;
are enclosed.

	3
	There are active recalls, field safety corrective actions or adverse incidents (local and worldwide)
 No         Yes. Details are provided on separate sheets.     

	Declaration

	We, _                                                      __[name and address of the Applicant], fully understand that the approval of this application is not equivalent to the approval of device registration by the National Medical Products Administration nor the listing of the device(s) under the Medical Device Administrative Control System.
To the maximum extent permitted by law and in consideration of the Department of Health of the Government of the Hong Kong Special Administrative Region (“the Government”) processing our application, we agree to exempt, relieve, exonerate, indemnify and hold harmless, and to keep indemnified and harmless, as the case may be, the Government from and/or against any and all losses, claims, demands and proceedings (including but not limited to all costs, charges and expenses) whatsoever and howsoever suffered or incurred by, or made or issued against, the Government, as the case may be, by any third party in respect of any loss of or damage to any property or injury to or death of any person arising out of and/or relating and/or incidental to: a. any act, neglect or default on our part or on the part of our employees or agents; b. any defect in the design, material, workmanship or installation of our device or devices; c. any use of any of the information supplied by us or our employees or agents in relation to our device or devices whether or not such information has materially contributed to the approval of this application and whether or not such information is misleading, wrong or inaccurate.

We also agree and accept that the Government, its employees or agents shall not be liable to us for any loss of or damage to property caused by the act, default or neglect of the Government or its employees or agents in the processing of our application.

We confirm that the information contained in our application is true and correct and that our device or devices (including any spares or replacement parts) are of merchantable quality and are fit for the purposes for which they are commonly bought.

We confirm that we have neither amended any wording in this form, nor otherwise altered the form in any material manner, apart from filling in the appropriate blanks / boxes. 

Signature of Applicant: 
Name:      
Company Chop
Position:      
Date (dd/mm/yyyy):      


	


Personal Data (Privacy) Ordinance 
Statement of Purposes 
1. Purpose of Collection 
The personal data that are provided by you in connection with this application will be used by the Department of Health for the processing and issuance of certificate to National Medical Products Administration.
2. Classes of Transferees 

The personal data you provide are mainly for use within the DH but they may also be disclosed to other Government bureaux/departments or relevant parties for the purpose mentioned in para. 1 above, and related matters if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where it is allowed under the Personal Data (Privacy) Ordinance. 

3. Access to Personal Data 

You have a right of access and correction with respect to personal data as provided for in sections 18 and 22 and Principle 6 of Schedule 1 of the Personal Data (Privacy) Ordinance. Your right of access includes the right to obtain a copy of your personal data. A fee may be imposed for complying with a data access request. 

4. Enquiries 

Enquiries concerning the personal data provided, including the making of access and corrections, should be addressed to the Medical Device Control Office (fascimile number: 3157 1286; telephone number: 3107 8484). Please quote your application number when submitting the request. 

For official use only


Date Received (dd/mm/yyyy):             	


Application No.:                         	
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