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Input by HX Address Lookup v S e e

Manual Input I Lookup or Manual Input

YaOT HAMNO aOncinamn A6 130 AN STraar —cr Hne

Address e
Enter your building name or street

name to search for full address
Input by HK Address Lookup v

Tai Hong Strest

Search I \

Yat Hong Mansion, 47 Tai Hong Street, Eastern District, Hong Kong BEEICS e 0
English Address Chinese Address.

E%. ﬁE KE’% 4?ﬁ ﬁ%% ‘Yat Hong Mansion, 47 Tai Hong Street, Eastern District, Hong kong BE HE ARG R BEE -
Kwun Fai Mansion, 53 Tai Hong Street, Eastern District, Hong Kong FEEE ARG 3% 8EE

Floor Unit Lai Wan Building, 1 Tai Hong Street, Eastem District, Hong Kong B EE AFE 1% BEAE

Sai Wan Ho Health Centre, 28 Tai Hong Street, Eastern District, Hong Kong BE HE, KEY 8% EETRERL
Yee Yun Mansion, 31 Tai Hong Street, Eastern District, Hong Kong B2 EE AFEH EES
‘Yee Hoi Mansion, 33 Tai Hong Street, Eastern District, Hong Kong TE HE AEE 3% EE
35 Tai Hong Street, Eastern District, Hong Kong B2 FE AFH 5%

‘Yee Qun Mansion, 37 Tai Hong Street, Eastern District, Hong Kong TE BE ARG 37H kisE

C h 0o0se an 38 Tai Heng Street, Eastern District, Hong Kong =8, wE, AHE 8%

38 Tai Heng Street, Eastern District, Hong Kong

address and click

Se I ect 38 Tai Heng Street, Eastern District, Hong Kong B EE AFE B8R

38 Tai Heng Street, Eastern District, Hong Kong B2 WE, AHE8H

AR - BPRE G E S F 2 FAERFL D E LT F P 92
MDD (A1l rights reserved)



Address

Input by HK Address Lookup v |

Floaor Please input Unit Please input

Contact Information of Management Representative
English Name l Given Name l l Surname
Chinese Name | Given Name | ‘ Surname
Post Title | | Designation |
Title | v
Email l ] Fax |
Contact l ] Mobile
Telephaone for Telephone for
Public Urgent Use
Enquiries (24 hours)
URL |

y ¢

LR

Department of Health

Fill in mandatory information
with a red bracket, and click
Submit to complete
registration.

Confirmation email will
be sent to the registered email
address with title "Your
Trader User account in MDIS
has been created"

A PR - BRB D E S F B AE R E

MDD (A1l rights reserved)
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B The registrant will receive an email, and can proceed to completing the registration of

their user account by clicking on the link embedded. The link will expire after 15

minutes.

Please be reminded to apply strong password combining special character, upper-
case letter and numbers. The password should be updated every 3 months.

(This email is sent automatically by the computer system. Please do not reply to this email. [t75'E IS4 S Si3E AR » HERLL
EFEH )

Dear Patrick Ma,

You have just created a new Trader User Account in the Medical Device Information System (MDIS)! Please click the below link to setup
your password for login to the MDIS.

Medical Device Information System

Reset Password

hitps:/mdis-uat mdd gov hc'reset-password?code=eyJhbGciOiIUzI 1 NilsInR Sc Clolkp XV CI9. evlleHAIO{EIMTIz0TY 2NjcsImhd CIOMT

cxMNGMDI2NywiaX NeljoiaGsuZ 292l mR oliwic3 Viljoi Y 1Y IN2UvY WHZiINWMC00ZGI4L Tew Y Tt ZDA 20T NDgzNiMwliwid XNIckl
kljoiN{ESOSIsImxvZ 2 TmF 2 SI6ImRIbWOfY 29tc GFue TEwliwid X NIcIR S c GUIO UTiwid KBk Y XRIVGIZSI6M Tex MINMMDIZ Nz AwM
HO.p523A7okRHL LuR0QgqvIURNOF gBnafWuSYQSspafuo

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at mdis_support@nexify.com hk whenever necessary.

Medical Device Division

-
FEAETERRER BN MDIS) B ESEAF L T REE eI R A S

hitps://mdis-uat mdd gov hlcreset-password?code=eyJhbGeiOiIUzI I Nils[nR ScCl6lkp XV CJ9.evlleHAIOEIMT 20T Y 2N jesImhd CIoMT
cxMiNEMDI2 NywiaXNzljoiaGsuZ 292L mRoliwic3 Viljor Y TY IN2Uv Y WItZ INDMCO0ZGI4L Taw Y TktZDA2 O TI1 NDgzNiMwliwid 3 Nlckl
kljoiN{ESOSIsImxvZ 2 TmF 2 SI6ImRIbWOfY 29tc GFue TEwliwid X NIcIR S c GUIO UTiwid KBk Y XRIVGIZSI6M Tex MINMMDIZ Nz AwM
HO.p523A7okRHL LuR0QgqvIURNOF gBnafWuSYQSspafuo

IF EERE  SEEIE3702 53565 3AE FEF Emdis_support@nexdfy. com b BETE IR EN IR EIHEYE «
BREERN

Password must contains:
« Minimum of 8 characters
« Maximum of 15 characters

« At least one digit

« At least one special characte

After inputting the Login
Name, New Password

and Confirm Password,

click Reset to proceed.

A PR - BRB AL E S F B AE

3 Z [ 2\
2 P

MDD (A1l rights reserved)
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=  Medical Device Information System (MDIS) [EITELS] Is Your Product A Medical Device? Epera  osoerens

Fs
User Account -
View the Role, Contact Info and
Account Information Role Contact Info Individual Accounts Inleld ual Accou nts under the Trader
Medical Device
Account
Safety Alert
Company Information
Adverse Event
Company / Organization Name
User Account English
Chinese
Registration Certification Type Q Business Registration Certificate
Certificate of Registration of a Society
Upload BR Experia_BR_2023.pdf 21/11/2023 11:53:44 Select files... Drop files here to upload
Business Registration 62558875-000-12-22-3 Expiry Date day/month/year i)
Number
© Main Company M

Comnanv Tune
Save Reset

Save

AR - BPRE G E S F 2 FAERFL D E LT F P 95
MDD (A1l rights reserved)
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B R I Y S eE i aEr P iFEIT
L/‘ —— / N - ]@ / A) .E F Fﬁ - WY ) L
= Medical Dovice Information System (MDIS) S i
User Account
Account Information Role Contact Info Individual Accounts
Medical Device
Account
Safety Alert
Company Information
Adverse Event
Company / Organization Name
User Account English
Chinese
Registration Certification Type © Business Registration Certificate
Certificate of Registration of a Society
Upload BR Experia_BR_2023.pdf 21/11/2023 11:53:44 Select files... Drop files here to upload
Business Registration 62558875-000-12-22-3 Expiry Date day/month/year &=
Number
e Upload BR — the Business Registration Number and £ rors Encounterad
Expiry Date will be automatically recognized and - BRexpired. Please upload the latest BR.
filled. Validation check applies to the expiry date.
A
PR - BPRE G E TR EREFELSNE L EERE 96
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i i i - ice? Experia
Medical Device Information System (MDIS) [LLyiViRE) Is Your Product A Medical Device? o 2024.03.08 1605

-

User Account
View individual

Account Information Role Contact Info Individual Accounts
accounts

Medical Device
Individual Accounts

Press Add to add

Trader
individual account
Safety Alert # Responsibility Login ID Given Name Surname Email Phone Post
Adverse Event + 91331934
User Account - ?ress Add after filling
!n all Mar.mdatory
information
+ 12345678 -
4 »
Click on
User Account
module
PR - BPRE G E TR RFL DL LR FRE 97
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B The added individual user will receive an email, and can proceed to completing the
registration of their individual user account by clicking on the link embedded. The link

will expire after 15 minutes.

Please be reminded to apply strong password combining special character, upper-

case letter and numbers. The password should be updated every 3 months.

[MDIS] Please setup your password for login to the Medical Device Information System ...

. ®@ | © Reply &
o To @

Sat 13/04/2024 22:59
(This email is sent automatically by the computer system. Please do not reply to thisemail. L T ES R %2

BBRHMRN, FOOBLETEMF. )

<é) Reply Al | —> Forward

Dear (Login ID: )s

Your trader has just created a new Individual User Account for you in the Medical Deyice

Information System (MDIS)! Please click the below link to setup your password for }ogin to
MDIS

https://mdis.mdd.gov.hk/reset-password?
code=eyJhbGciOiJIUzl1NilsInR5cCI61kpXVCJ9.eylleHAIOJE3MTISOTkOMzMsImLhdCI6MTcxMjkxMzAzMywiaX
kKIxqL DUAATGd3XtktKpFsc

Please reach out to our dedicated MDIS technical support team at 3702 5356 or email at
mdis_support@nexify.com.hk whenever necessary.

Medical Device Division

Medical Device Information System

Reset Password

a

Password must contains:
* Minimum of 8 characters
« Maximum of 15 characters
= At least one digit

= At least one special charactg

After inputting the Login
Name, New Password

. e and Confirm Password,
click Reset to proceed.
APELE A - BRBEFHE S F G EELHE K L EFBY

MDD (A1l rights reserved)
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PR IR TR Y rARAE R R (FI/I/IVE
Fh R EAX7dp 3 ) (dh3:GN-02) & (%B,C2 DM *H L H7F
R &% 7dp e ) (4p = : GN-06)
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Department of Health

T Department of Health MEeDICAL DEVICE DIVISION

The Government of the Hong Kong Special Administrative Region

Medical Device Information System

Trader Login Individual Login

MEmmmw Sclect Individual

Experia

gbo¥Vo

& Login with iAM Smart

More Info

Forgot Password

Tip: This web application is best viewed in fandscape mode.

PR - BPRE G E TR RFL DL LR FRE 101
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. 23X - -
B + Medical Device Modulez® = #7°¢ i
= Medical Device Information System (MDIS) (5] W o s

Medical Device Module

‘ Create Application
(Click to expand the drop-down menu

Moot and select the application type)

Medical Device

MD102
Trader MD Application LRP SOP Application
Application Screening

Safety Alert
Application Number eg: AN000OO1/1/1_1/1a
Adverse Event

Listing Number eg: 050123/05/123 Manufacturer Name

Make | & glist Chinese

User Account

Model Englist Chinese

Z x - B RSB S FHE GG HEFE L R
MDD (A1l rights reserved)
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ADO2 ESEREMESMLMIER

aETgaE E=frap-i day/month/year &l

A003 *

EZENEESEERER  IEEENET  SEREEEEE-
FEEENREEERS

SERERESEEE
15013485
YY/T 0287 EEESEREEST IR
EEEEEEZEREKGMP)

ritasErEEeEEs AU day/month/year &

EEER EEE= EERESILEET LE

AD04 * SETFESEESETHEEN? (£ HEFOESERFEMESNL M ASETETEnLs2E 2/ S =S R aNEsniw S A gz EETHEE /. - )
= BE HESECEZTHEEA

APREE - BRE NG HE B2 AL A F L L E SR o
WDD (All richts reserved)
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CAB SYSTEM LTD

ISO 13485;{3&_%‘ CERTIFICATE
(%t 1% A003)

Quality Management System

according to

ISO 13485:2016

Manufacturer: + g MEDICAL LTD |
1324N. Derby Road,
Arlington VA, USA

has established and maintains a quality management system. Conformance with
the requiremants of tha standards has been audited.
The organization is subject to a yearly surveillance audit.

Registration No.: 12345678910 Report No.: 1234567
Date of expiry:  23.10.2009 Scope: refer to Attachment
Certification Body
24.10.2006

APELE A - BRBEFHE S F G EELHE DK FEEFBY
MDD (A1l rights reserved)
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EoEEECetHae=E 008 day/month/fyear
SHEERETR
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EER=
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W) EEREEE (NEF) V) SRR (OED) EEEs SEEESILEETLS

BOOS FHAEADA CHFEESENENER/SL8E

5006 CEFESNESRATIES (S—THAS NET)

109



FEE
Department of Health

1% 6 425 (B004 % (i) X (vi)7% )
R %J%?f/% REFERY G

Sy g R
:}% R BAIRT 3 R
AP | Nl g i)

R S A e

AP R - BPRB G HE TG AEHFL LB 110
MDD (A1l rights reserved)



RIEE
Department of Health
AZD BER czt D&t EE =
Al
RESN TR R S
EnEAER (%;Fg MD102)
001 * EE o0l % ERE
B .
mhE #
B B #
R # S by a4 R
AV BRI A g e i
m S ;ipx «fF,f\?}_l__ % 55 # =X F37
0 P bt EEAEIES .
SRR
002 BHREFESESHTSoRRE - fEN HEwL SEDE  SEREEOZMIRE  In=tng -
SHESsRFERERERN TIeES -
> 2 [P S =E
cooz FEREH \:%_%Q % ;}F] £ GN_OZ %\ 5 F\ COOZI?‘ ;,fbpg sEms
EEZEET R
EEEER S EfM(EEE
EEEMDS-0 HESHEEEESRT BRI EREEFRENENER - ) ) _ _ ; o
E— EETEMEEEN AP BESENENFEEN (0A) -
iR MDS-01 B ES0ENERCERN
EEEE EEEE. EHEREIILEETLE
P
PR - BPRE G E TR HFLSRE L EFRE 111

MDD (All rights reserved)



C0a3 %

SHEESHESENSE

“
FEE
Department of Health

EEEE EEETHBEREEEETHENERSE
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Asian Medical Device
" ||| Nomenclature System
SHEES SRS TEESENERSE ARG

(AMDNS) Description/Term
SO « FEE)

Coo4 BENENEEER

FeRERE

5]4cGlobal Medical Device Nomenclature (GMDN) Code

Co0s * BEMEERE#

ﬁ%d{é‘ < 3? S
T

7 Ii E’g R
é‘ I—/« "’»
+ 7 1‘ *ﬁ
'—‘q
A
AP R - BRE I HE 2B A EE LD F
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B https://wwv.mdd.gov.hk/tc/mdacs/search-database/amdns/index html -ad | #=. PB4
¥ === | Sse8  TH. x| @ mddgovhk 1
EEQ SEE 8V ZNEER) IEM BEH
(] ~
E&%zugﬁﬁﬁmw BRESEN @ A 063 Q
BAR P BHHE BRESTHEENE RZEETRAL BREZTHEEHETZEREs = - BB RTIY HEER

<ﬁ>m@;ﬂg>m&ms%%a(@
oM EERE=R 2 H (AMDNS )

TR TMEZEESREHE (Asian Medical Device Nomenclature System, AMDNS ) EEfAREEEEEMAE - B EEEB
HEEE®EH (Universal Medical Device Nomenclature System, UMDNS ) » AN BEREEERZER
EOEEN - aBEEERTHEEHET  FEEINNEEEBYEAEEXPHEBAMDNS / UMDNSHRRESE - T
AR e EAEMEE BHB\(852)3107 848453 -

R

s v

EEERSBNAT v hEEsS A

HENTHR v < ‘Iaser) ‘ QEs

PR ANEREERNEES HRERABETEASRAS BB AEREATLES

MABHEREE

ZREES " #y: E8/EF v EHENHH: 2022F6H1H
i = B

* THERERSHE (AMDNS )

B 2B g F » &2 F LG HFE L TR
MDD (All rights reserved)




§ https//wwwmdd.govhk/tc/mdacs/search-database/amdns/index html? page=listipage_no=1&stype=device_name&search=laser -@acd == L~

i === | 2sssn =¥ * | & mddgovhk ~
#BEFM SEE #®EV BNSEER IEM BHEH

“
FEE
Department of Health

‘i' F-1 — B R

& A g Q

BRRS T BHHE BRERTRERNE BRERRAE ERSRTRERNET ZCRES #h - BERAY HERR
3| B e {2 02

TR TMEESEESEE (Asian Medical Device Nomenclature System, AMDNS ) EEMAREEEERMEA - ©FEE
HEZEXSE (Universal Medical Device Nomenclature System, UMDNS ) » BEZZNKKEEEEXERE
ROEBHN - “A“EEERTHZEIET HEFIINEEESEOEEFEEHFDPHABEAAMDNS / UMDNSH S REETE - 17

HRRRSC A e FEMEE  FYE(852)3107 8484B 5 -

B2l v

ERERS BT v RELS v

s ohTH v

R R S R S HE: AE/ER v EEEHHE: 2022£681H

P @Eﬁﬁ@%%&%ﬁ/%ﬁﬁKﬁEﬁWﬁ&ﬁ:%ﬁ%@

SHEES ~ o 2 .35 >  Jeo

AHh I TR R

c 40

Code Description / Term

Acoustic Scanning Laser Microscopes

Alexandrite Lasers

Anpoionlacty Suciame | aser
— e ——

Aqueous Flare/Cell Meters, Laser

K- BPRBE G #E 2RI EFL SR LR ERE 114
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e i https://www.mdd.gov.hk/tc/mdacs/search-database/amdns/index html?page =details&id=15192 -ac|| 88 P-| s B @
¥ ®x8 | S8EE8-SH. x @ mdd.govhk ]
520 ZHE BEV ENSEA) IED 26
T gﬁ%sugﬁmgnw BRaan & A < Q
B2 1P BiER BREETHEENE REETRAR ERSRTHEENET 2 eREs #H - mERAY HRHE
EREETOH (UNIVETSdl mMeaical UevICE NOmencrature DySIEITI, UMUNS ) " W gmTum M ol E T IR E
FOH#EN - - t2EERTHEEHET £E2FZINEEEREASFZHPHEEAMDNS / UMDNSH A HEESTE - I8
AR e FARBEE, BHE(852)3107 848422 -
e v
EEERSENHT v hRiEES v
& ENTE v

BEEEHAM: 2022E6F81
RN EEERNEESY & B HH #6818

HERENESEE / SAUAERFESNHRES -
=3 3 =5 wse
MAEHEE LS 4045 2% =

BhEEE ~

Code 18192

* DHEEESREZE (AMDNS )

Description / Term Aqueous Flare/Cell Meters, Laser

Definition Ophthalmic instruments designed to measure aqueous flare (i.e., protein
concentration) and the number of cells in the aqueous 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.

Related Terms

Specialty Categories Ophthalmology VAl

BB G K T2 G EEAF 2 KL
MDD (All rights reserved)
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Personal Data (Privacy) Ordinance Statement of Purposes {EAEH (7B ) EF} B=0

1. Purpose of Collection

The personal dats that are provided by you in cannection with this application or when you are in contact with the Department of Health (DH) in connection with matters related to the Medical Device Administrative Control Gystem (MDACS) will be used by the DH for the management and implementation of the MDACS. The
provision of parsonal data is voluntary.  you da not provide sufficient information in the application as specified, we may not ba able to process your application and assess your eligibility for a listing/recognition certificate.

o

. Classes of Transferses

The personal dats you provided 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 paragraph 1 above, if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosura or
where such disclosure is allowed under the Personal Data (Privacy) Ordinance

-

Access to Personal Data

You have = right to request access to and correction of your personal data as provided in accordance with the Personal Data (Privacy) Ordinance (Cap. 486). Your right of access includes the right to obtain a copy of your personal data provided by you during the o
complying with a data access request

sion as mentioned in paragraph 1 above. A fee may be imposed for

4. Enquiries
Enquiries in relation to the persanal data, including requests for making access or corrections to the data, should be addressed to

Executive Officer (Medicsl Devies)
Medical Device Division, Department of Health
Roomn 604, 6/F, 14 Talkoo Wan Road,
Taikne Shing, Hong Kang
Telephone number: 3107 3453
Email address: mdd @dh.govhk.

Please quote your application number when you maks the enquiries.
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