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Wiedical Device Division

Change Form for Listed Medical Devices

@
Medical Device Division (Fax No: 3157 1286) MDD Reference: AN fﬁil l%
Secretary to MDLAB) ment of Health

Listing No: HKMD No.
LRP Name:

[ | Application for Change(s) to the existing Listing
We, [Name 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 No. 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):

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, mohile telephone for

urgent use (24 hours), etc.)




“
FEE
Department of Health

2 Particulars of Manufacturer

(a) Manufacturer’s address (in English / Chinese®)

1

(b) Quality Management System Certificate (i.e. 15013485 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

(c) Contraindications

L O O

(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) []

APME L - BRBSGE  F 2 G A HEF LD L EFPH 2

MDD (All richts reserved)



(f)

Device design and performance specifications

(g)

Sterilization method

(h)

Shelf life

(1)

Risk analysis and/or clinical/performance evaluation®

i)

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.)

.

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 DaC)

Others (please specify) (e.g. LRP designation letter):
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Acoustic Scanning Laser Microscopes
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Definition Ophthalmic instruments designed to measure aqueous flare (i.e.,
protein concentration) and the number of cells in the agueous
humor. These instruments usually consist of a computerized unit
with a low-power laser (e.g., He:Ne, diode) as a light source, a
slit-lamp microscope, photo-multipliers, and dedicated software.
Aqueous flare/cell meters measure the light scattered from the
protein and cells in the aqueous humor using a photo-multiplier
and typically analyze the results using a personal computer; they
are used mainly to assess anterior chamber inflammation.

o DEEFTEARESIE (CAB)

Related Terms

Specialty Categories Ophthalmology
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C005 : monitoring physiological parameters of
adult, paediatric or neonatal patients.
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	受此人雇用或委託將此產品攜帶入香港的人
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	註
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	不包括
	(1) 
	購買或接收醫療儀器僅供自用的人
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	直接及只向最終使用者供應醫療儀器
	，或使用醫療儀器以提供服務的零售商
	; (3) 
	為病人
	/
	個人
	提供診斷或治療服務的醫護機構或服務提供者
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	購買或接收醫療儀器，僅供其僱員在工期間使用
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	例如急救工
	具及用完即棄手套
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	，或緊急事
	故時使用，惟該商業機構並非從事向僱員或其他人士提供醫護服務的業務；以及
	(5) 
	在供應鏈中為製造商、進口商、分銷商或本地負責人
	提
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	
	
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	I
	級
	(
	Class
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	過
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	的基本資訊


	
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	
	
	有源醫療儀器


	
	
	
	
	依靠
	電源
	或任何
	非直接源自人體或重力的能源
	，
	並藉轉換該等能源而運作
	的醫療儀器



	
	
	
	使用時間


	
	
	
	
	短暫
	使用
	:
	通常擬連續使用
	少於
	60
	分鐘


	
	
	
	短期
	使用
	:
	通常擬連續使用
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	分鐘至
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	超過
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	文件
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	所載的全部
	規
	則
	.
	TR
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	003 (
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	7
	部
	分
	)
	內
	包含一些相關分級規則的
	醫療儀器
	例子
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	
	
	若適用於儀器的規則
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	歸入
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	Span
	液體的隔離物
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	I
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	；
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	簡單傷口敷料
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	棉花
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	主要擬作
	Span
	治療真皮破裂的傷
	Span
	口
	，
	包括主要用作處理傷口微環
	境的儀器
	，
	則
	屬
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	第
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	II
	Span
	級
	。
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	Span
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	則
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	級
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