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Medical Device Division

Change Form for Listed Medical Devices

To: Maedical Device Division (Fax No: 3157 1286) MDD Reference: AN
(Attn: Secretary to MDLAB)

Listing No: HKMD No.

LRP Name:

[] application for Change(s) to the existing Listing

We, [Mame of the LRP], confirm that there isfare change(s) to the listed medical device details since the latest approval. Attached please find
the completed change form together with valid supporting document(s) for your consideration.

[] Application for Withdrawal of the Listing (Delisting)

We, [Name of the LRP], confirm to remove the captioned listing from the List of Medical Devices under the Medical Device Administrative
Control System. We will continue with all the post market surveillance and vigilance activities stipulated in the Code of Practice COP-01: Code of Practice
for Local Responsible Persons and Guidance Notes GN-03: Adverse Incident Reporting by Local Responsible Persons for products supplied to users.

Moreover, we confirm that the assigned HKMD Mo. will no longer be used in any advertisement, promotional materials and/or other labeling of the
device(s) from the date of delisting.

Please complete the following checklist and return it to Medical Device Division with valid supporting document(s)

AP R - BRE NG E 2R ERAEFRLmDN L LB 30
MDD (A1l rights reserved)
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Check the box, if
Details (Use separate sheet
Item Description there is any
if necessary)
change/update
1 Particulars of Local Responsible Person (LRP)
(a) Business Registration Certificate of LRP |:|
(Please provide a copy of valid Business Registration Certificate of LRP.)
(b) LRP’s name (in English / Chinese®) |:|
(c) LRP’s address in Hong Kong (in English / Chinese*) |:|
(d) Contact details (e.g. Contact Person and Post, E-mail, Telephone, |:|
Fax, contact telephone for public enquiries, maobile telephone for
urgent use (24 hours), etc.)
2 Particulars of Manufacturer
(a) Manufacturer’s address (in English / Chinese®) |:|
(b) Quality Management System Certificate (i.e. 1SO13485 certificate) |:|
3 Particulars of the Device
(a) Model name(s) / product code(s) of device(s) |:|
(Please indicate Addition/Deletion/Amendment® of device(s) in the
existing Certificate of Listing, if any)*
- (b) Intended use / Indications for use |:|
S — A 31
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(c) Contraindications

(d) Device labeling (including instructions for use, device package labels |:|
and Special Listing Information)
(Please provide details on changes(s) to content of the instructions for

use)

(e) Manufacturing site(s)

(f) Device design and performance specifications

(g) Sterilization method

(h) Shelf life

(i) Risk analysis and/or clinical/performance evaluation®

O|0|DEmE|)|E

(j) AMDNS code and term (as device description)

(Please provide AMDNS code and term if they have not been covered in

the existing Certificate of Listing.)

AR EH - BREE G E 2 FAEHE L R
MDD (A1l rights reserved)
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Marketing Approvals and Essential Principles

(a)

TGA ARTG Certificate

(b)

EC Certificate(s) and EC Declaration of Conformity (EC DoC)

(c)

Health Canada Licence

(d)

Japan (Ministry of Health, Labour and Welfare) Certificate

(e)

U.S. FDA 510(k) Letter / Pre-Market Approval (PMA) Letter /

Certificate to Foreign Government (CFG)*

(f) MDACS Conformity Assessment Certificate issued by the Conformity
Assessment Bodies recognized by MDD
(g) Essential Principles Conformity Checklist (Form MD-CCL in most

recent version) or Essential Requirements Checklist in accordance
with relevant EU directives or regulations supplemented with

Essential Principles Declaration of Conformity (EP DoC)

O 0O O§8OO00

Others (please specify) (e.g. LRP designation letter):

Signature:

(Name)

(Position)

(Date)

(Company chop)

33
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