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Training on
Medical Device Information System (MDIS)

PART lI: APPLICATION FOR LISTING




Agenda

1) Functionalities in Trader User Interface
2) Functionalities in Individual User Interface

> General functions

Submit MD applications

Submit Trader applications

Submit CAB applications

>
>
>
>

Submit NMPA applications

» Other application-related matters
N 3) Enquiry and Support

NEXIFY

——
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1) Functionalities in Trader User Interface
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Trader User — To-Do Overview

Modules available

for Trader

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Click to view
details

Medical Device Information System (MDIS)

Is Your Product A Medical Device?

To-Do
= MD 2 Trader A Safety Alert
Drafting Drafting Drafting

Under Assessment

ea

Require Qutstanding Info Require Outstanding Info

(Screening) (Screening)

Require Qutstanding Info Require Outstanding Info

(Application) (Application)

Approved/Rejected Approved/Rejected

Inspection Require Followup

Pre-market

The dashboard provides an overview on application status and statistics
MD Screening Application(s) Pending Submission

Actions Screening no.  + Y Status Category Type Company Name
Drafting MD-C2&38&4 New Experia Tech
Drafting MD-C2&384 New Experia Tech
Drafting MD-C2&3&4 New Experia Tech

View Drafting MD-C2&38&4 New Experia Tech

Account Name and

Last Login Time

Experia

Last Login: 2024-03-08 14:05

Drafting

Under Assessment

Notifications inbox

(D) Adverse Event

z=a  experiaQl m
B Eno B O oeoroa o
MD Screen - MDA2024-300006 2024-01-12 14:03:20
‘You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 14:05:44
‘You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 14:34:43
‘You have new conversation reply

MD Screen - MDA2024-S00006  2024-01-12 16:12:29
‘You have new conversation reply

MD App - AN009349
‘You have new conversation reply

2024-01-12 16:01:55

MD App - AN009349
‘You have new conversation reply

2024-01-1216:27:32

MD App - AN009349
You have new conversation reply

2024-01-12 16:44:34

Name of Legal Manufac

S

Test2371231_1

Test231231_1

Name




N E X

F

Y

Trader User — To-Do Overview

Link to external Q&A

page for clarification

Medical Device Information System (MDIS)

Medical Device

Trader

Safety Alert

Adverse Event

User Account

To-Do

= ™MD

Drafting

Require Outstanding Info

(Screening)

Require Qutstanding Info
(Application)

Approved/Rejected

Pre-market

Post-market

8 868 ano

a2 Trader

Drafting

Require Outstanding Info

(Screening)

Require Outstanding Info
(Application)

Approved/Rejected

Inspection Require Followup

MD Screening Application(s) Pending Submission

Actions

Screening no.  +

Bulk
selection

for export

Y Status
Drafting
Drafting
Drafting

Drafting

Category

MD-C2&384
MD-C2&384
MD-C2&38&4

MD-C2&38&4

A\ 4

Is Your Product A Medical Device?

A safety Alert

Drafting

Under Assessment

Type
New
New
New

New

ST UPDATED ON 26 SEPTEMBER 2024)

Company Name
Experia Tech
Experia Tech
Experia Tech

Experia Tech

Experia

Logout
Last Login® 2024-03-08 14:05

(D Adverse Event

Drafting

Under Assessment

Name of Legal Manufac

Test231231_1
Test2371231_1

Name

F

'




Trader User — To-Do Overview

i i i i ica? Experia
Medical Device Information System (MDIS) LU Is Your Product A Medical Device? o o 20240208 1405

F
Pre-market Post-market | SWItCh between
Pre/Post-market
: . MD Screening Application(s) Pending Submission
Medical Device 9 ApPP (s) 9
Actions Screening no.  + h Status Category Type Company Name h e Name of Legal Manufac
Trader
Drafting MD-C2&384 New Experia Tech -
Safety Alert Drafting MD-C2&3&4 New Experia Tech Test231231_1
Drafting MD-C2&384 New Experia Tech Test231231_1
Adverse Event
Drafting MD-C2&384 New Experia Tech Name -
4 »
User Account M 4 1 L 10 ¥ | items per page 1-4 of 4 items
Export
Trader Screening Application(s) Pending Submission
Actions Screening no. Y Status Company Name Y Type Role SCNO
Drafting Experia Tech New :
1 > -

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — To-Do Overview

= Medical Device Information System (MDIS) [[STEE3) Is Your Product A Medical Device? E;Ef;;z St 008 140

e
To-Do
= MD b Trader A Safety Alert (D) Adverse Event
Medical Device Drafting n Drafting Drafting m Drafting
Require Outstanding Info m Require Outstanding Info u Under Assessment Under Assessment
Theg (Screening) (Screening)
Require Outstanding Info Reqy .= .
(Application) (Apd | Contains v
Safety Alert
ty Approved/Rejected m App
Insp . .
Adverse Event And v Filters can be applied for
Pre-market Post-market Contains v sortlng su me55|0ns
User Account
MD Screening Application(s) Pending Sub
Actions Screening no.  + Y Status Category Type Company Name h ¢ Name of Legal Manufa¢
Drafting MD-C2&38&4 New Experia Tech -
Drafting MD-C2&3&4 New Experia Tech Test231231_1
Drafting MD-C2&38&4 New Experia Tech Test231231_1
Drafting MD-C2& 384 New Experia Tech Name v
4 4 v

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Reset Password

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Medical Device Information System (MDIS)

Is Your Product A Medical Device? Experia Logout
Fs
User Account
Account Information Role Contact Info Individual Accounts
Account
R Reset Password
Company Information Reset Password
Company / Organization Name [ ]
English % }
Chinese
Registration Certification Type © Business Registration g
Certificate of Reqgistrati Password must contains:
* Minimum of 8 characters
Upload BR Experia_BR_2023.pdf * Maximum of 15 characters o upload
* At least one digit
* At least one special character
Business Registration 62558875-000-12-22-3 =
Number

O Main Company

Camnanv Tune

Save

(LAST UPDATED ON 15 APRIL 2024)




Trader User — User Account Management

i i HH = I
Is Your Product A Medical Device? === Eng | ¥ T e Logout

Medical Device Information System (MDIS)

View the Account Information, Role, and

User Account
_ - Individual Accounts under the Trader
Account Information Role Individual Accounts
Medical Device
Account
2 Trader
- LoginNome E—

Safety Alert
Please approach Medical Device Division for any

Company Information
update in account information

Adverse Event

Company / Organization Name

engish [

Chinese

User Account

Support >

Registration Certification Type © Business Registration Certificate

Uplond B8 I E—
Business Registration Number _ Expiry Date 06/05,/2025 i

Company Type © Main Company
Branch Company

Address

English Address Y g Kong
NEXIFY
______________________________________________________________________________________________________________________________________]

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Upload BR

To maintain account operation, you would need to upload latest BR regularly.

1. Select “User Account” > “Account Information”

2. Click “Update Trader Information”

3. Upload BR file (The Business Registration Number and Expiry Date will be automatically
recognized and filled. Validation check applies to the expiry date)

4. Click “Submit” to complete upload

= Medical Device Information System (MDIS) (EICEnr Rk Is Your Product A Medical Device? i oeoizmm L_E.,mm Err

User Account

Account Infermation Role Individual Acc

Medical Device

Account

Trader

2 ‘ Update Trader Information ]
Safety Alert
Company Information , Cancel
Adverse Event
Company / Organization Name 4
4 User Account
English
Chinese
Registration Certification Type
Upload BR Upload
Select files... Drop files here to upload
Business Registration Number 3 , EX p | ryf Late 11N Expiry Date 06/05/2025 B
c Errors Encountered
ompany Type

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)

+ BR expired. Please upload the latest BR.




Trader User — User Account Management

== Medical Device Information System (MDIS) [l ki) Is Your Product A Medical Device? PRSI I | ogout
Last Login: 2024-08-24 11:58
User Account
View the Role and Individual Accounts
Account Information Role Individual Accounts under the Trader
Medical Device
Role
Trader
8 LRP Importer Distributor Local Manufacturer
Safety Alert
LRP List
Adverse Event -
Listing no. LrrON Revision Application no. LRPA View
User Account Issue Date DO/MMAYYY & Expiry Date DO/MMAYYY i Delist Date DO/MMAYYY s
Support »
>Upp Remarks
e

The approved
role is displayed
under Role tab

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Add Individual
Accounts

Medical Device Information System (MDIS)

Is Your Product A Medical Device? si Eng| EE W Logout

User Account
To-Do
Account Information Role Individual Accounts |[€—— Wz A el
Medical Device accounts
Individual Accounts

Trader

Press Add to add
individual account

Safety Alert

Login ID Given Mame  Sumame Emnail Phone Post

Adverse Event

- L
User Account Press Add after filling
in all Mandatory
Support > . information
+
+ @ 4 | AL sob sob Trader so6_mdd@dh.govhk
J »

(LAST UPDATED ON 15 APRIL 2024)



Trader User — User Account Management — Case Reassign

== Medical Device Information System (MDIS) (Rl KR Is Your Product A Medical Device? T Eng|§&m Logout

User Account

To-Do

Account Information Role Individual Accounts

DB \/icw individual
accounts

Medical Device
Individual Accounts

Trader
Add

safety Alert Action # | Responsibility Login ID Given Name  Surmame Emnail Phone Post

mEm I

User Account

]

AlL

+

EED

Expand by pressing the "+"

sign, to Reassign caseor .

Delink iAM Smart (if any)

Support »

[¥¥]

- CIEZ

.

EED

sob Trader sob_mdd@dh.govhk

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Case Reassign
(Cont.)

Only responsible Individual accounts can submit change / renewal / delist applications for their
assigned application numbers

Case Reassignment

Select Module v
Select Module for
MD /IVDMD . .
Trader reassignment and pick
MD / IVDMD Application(s) st
Safety Aler the ap‘pllcatlons and to
Adveree be assigned role
= Application no. / ID
ANO007753 Application Under Review .
ANO005944_1 Application Approved
ANO009331 Application Approved
ANO009349 Application Under Review
ANO009351 Application Under Review
ANO009352 Delist Application Approved
ANO009353 Delist Application Approved =
Confirm reassignment
To be assigned to: exp06 exp v
Np> [ conen |
NEXIFY -

(LAST UPDATED ON 26 SEPTEMBER 2024)



Trader User — User Account Management — Edit account
information

= Medical Device Information System (MDIS) [Elea ki) Is Your Product A Medical Device? === Eng| £ T———
User Account
Account Information Raole Individual Accounts

Medical Device
Individual Accounts

Trader
Add

Safety Alert Action # Responsibility Login ID Given Mame  Surmmame Email Phone Post

Adverse Event + betote Press "Edit" to

edit the account
information

User Account

EED

Support »

Press "Save"

+ B : eos after editing

- 4 Al v 500 s0b Trader s06_mdd@dh.govhk

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Edit account
information (Cont.)

= Medical Device Information System (MDIS) [[NIGrE BRI i Eng | EE I

Last Login: 2024-08-22 1158

User Account

Account Information Role Individual Accournts

Medical Device

Individual Accounts

Trader
Add
Safety Alert Surname Ernail Phone Post . . = Trader Account Motificati...  Last Login Tim
Check this box to Receive .
Trader Account Mon Sep 09 2
Adverse Event Tsang csa3_mdd@dh.govhk _ " . 09:32:56 GMTA
Notification, (EEEERE)
afterwards notification _
User Account i " Fri Sep 13 202«
Ban csa3_mdd@dh.govhk _ email to Trader will be 17:09:20 GMTH
sent to Individual Users (EEEERD)
Support >
as well Tue Sep 03 20z
Chan csad_mdd@dh.govhk _ 17:19:35 GMTH
(EEEERD
Tue Sep 24 20z
Trader sof_mdd@dh.govhk O 10:44:22 GMT+4

(EERERED) -
b

(LAST UPDATED ON 26 SEPTEMBER 2024)




Trader User — User Account Management — Delink iAM
Smart

i i i i ica? Experia
Medical Device Information System (MDIS) LLLYi(EE] Is Your Product A Medical Device? Lot Lo 2024.03-0 1205 Logout

rFs
User Account
Account Information Role Individual Accounts | [ —m0m—n00__| q . G
View individual
Medical Device o accounts
Individual Accounts
Trader
Add
Safety Alert Action # Responsibility Login ID Given Name Surname Email Phone Past
+ 1 ALL 91231234 -
Adverse Event _ m m R
User Account
+ Please confirm e
4 o 4
Delink iAM Smart from the
Are you sure to delink with "iAM Smart"?
account
No Yes
-

Np>

NEXIFY

(LAST UPDATED ON 15 APRIL 2024)




2) Functionalities in Individual User Interface

Np>

NEX I FY




Functionalities in Individual User Interface

» General functions
» User Account Management
» To-Do Overview
» Medical Device Overview / Searching
» Trader Overview / Searching

Np>

NEXIFY

——
(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — User Account Management — Reset
Password

Medical Device Information System (MDIS) [l RaE) Is Your Product AMedical Device? >R IESITE == TEC NN  Logout
L3zt Login: 2024-09-24 1428

User Account
Reset
Account
Password
Medical Device

Trader
English Mame o6
|: d Password ]

l

Safety Alert Chinese Name Given Name

Post Title

|
l
l

Adverse Event

e [e== |

User Account 5 o
assword must contains:

* Minimum of 8 characters

Email S{]ﬁ_mdd@dh_gl]v_hk Maxirmum of 15 characters

At least one upper-case alphabet
At lzast one lower-case alphabet

Support »
Contact Telephone for Public

Enquiries

At lzast one digit
At lzast one special character

URL

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — User Account Management

= . - . > L1 1] 3 coh
== Medical Device Information System (MDIS) OISR S R Logout
User Account

Account

Login Name * sof Reset Password w

Medical Device

Trader Delink iAM
English Name 506 Trader Smart
Safety Alert Chinese Mame Given Name Sumame
Post Title Designation
Adverse BEvent .
Title v Please confirm
User Account Are you sure to delink with "iAM Smart™?
Email s06_mdd@dh.gov.hk Fax
Contact Telephone for Public Maobile Telephone for Urgent No Yes
Enquiries Uze {24 hours)
URL

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — To-Do Overview

The To-Do list provides an overview of the tasks requiring further actions (e.g. pending for

submission)
— i i i ; . Experia01
= Medical Device Information System (MDIS) < e

Overview on the status -

To-Do
of the application
= MD a8 Trader A Safety Alert (1) Adverse Event
Medical Device Drafting n Drafting n Drafting a Drafting n
Require Outstanding Info m Require Outstanding Info m Under Assessment Under Assessment m
Tk (Screening) (Screening)
Require Outstanding Info u Require Outstanding Info a
(Application) (Application)
A Safety Alert
= ty Approved/Rejected m Approved/Rejected m
Inspection Require Followup B
@ Adverse Event
| . Pre-market Post-market
Click to view
details of the MD Screening Application(s) Pending Submission
application
Actions Screening no.  + Y Status Category Type Company Name h Name of
Update Drafting MD-C2&3&4 New Experia Tech -
Drafting MD-C2&38&4 New Experia Tech Name
Bulk selection
Uodate Drafting MD-C2&384 New Experia Tech Test2312
and apply
. Drafting MD-C2&3&4 New Experia Tech Test2312.,
actions ,
A

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — To-Do Overview

Medical Device

To-Do

2 MD

Drafting

Require Outstanding Info

Medical Device Information System (MDIS)

a0

ita Trader

Drafting

Require Outstanding Info

aa

Is Your Product A Medical Device? mﬂ

A safety Alert

Drafting

a Drafting

Under Assessment

Experia01

Last Login: 2024-03-08 15:37

() Adverse Event

Under Assessment

FY

Trader (Screening) (Screening)

Require Outstanding Info Require Outstanding Info

(Application) (Application) Filters can be applied for Contains
Safety Alert . g

ty Approved/Rejected n Approved/Rejected m Sortlng submissions
Inspection Require Followup a

Adverse Event And ¥

Pre-market Post-market Contains v
User Account

MD Screening Application(s) Pending Submission

Actions Screening no.  + Y Status Category Type Company Name Y Name of

Drafting MD-C2&3&4 New Experia Tech -

Drafting MD-C2&3&4 New Experia Tech Name
Drafting MD-C2&3&4 New Experia Tech Test2312
Drafting MD-C2&3&4 New Experia Tech Test2312
4 4 v

https://mdis-uat.mdd.gov.hk/#




Individual Users — To-Do Overview

Medical Device Information System (MDIS)

Medical Device

Trader

Safety Alert

Adverse Event

User Account

To-Do

2 MD

Drafting

Require Outstanding Info

(Screening)

Require Outstanding Info

(Application)
Approved/Rejected
Pre-market Post-market

SA Report(s) Pending Submission

Actions

¢2 Trader A Safety Alert

Drafting Drafting

an

Require Outstanding Info m Under Assessment

(Screening)

Require Outstanding Info
(Application)

m Approved/Rejected

Inspection Require Followup

Switch to Post-market

cases

ID Y

Screening no. 4

No records available.

10 ¥ | items per page

AE Report(s) Pending Submission

(LAST UPDATED ON 15 APRIL 2024)

Y

Is Your Product A Medical Device? mﬂ

Status

Experia01

(1) Adverse Event

Drafting

Under Assessment

Logout
Last Login: 2024-03-08 15:37

'

0-0of 0 items



Individual Users — Medical Device Overview / Searching
= Medical Device Information System (MDIS) KW Experialt

Last Login: 2024-03-0&

Medical Device Module

Create Application v

Medical Device

Search
Select
e MD Application LRP SOP Application . : St e
application type Lt
criteria
Safety Alert Appllcatlon Screening

Application Number

Click to switch Listing Number Manufacturer Name
between Make
modules
Model

| Search

Click "Search"

to find
submitted
applications




Individual Users — Medical Device Overview / Searching

== Medical Device Information System (MDIS) [ISITTEEY Is Your Product A Medical Device? >« E}’;Ef;g?f:_oz‘o24_m_oa15_ﬂ Logout

Medical Device Module

Create Application v

Medical Device Search Select application type for

different filters
Trader MD Application LRP SOP Applicatiorl‘/

Application Number

Listing Number

Safety Alert

Adverse Event

User Account

N E X |

(LAST UPDATED ON 15 APRIL 2024)




Individual Users — Trader Overview / Searching

Medical Device Information System (MDIS) [T Is Your Product A Medical Device? - I AOsutWSNINGRINY ogout

Trader Module

Create Application v

Medical Device

Search
Trader Trader Application Inspection
Application Screening

Safety Alert

Application Number . .
Enter search criteria to

filter the result

Adverse Event
Listing Number

Click to switch -
Search Clear l

between
modules

Click "Search"
to find

submitted
applications

NEXIFT

(LAST UPDATED ON 15 APRIL 2024)




Individual Users — Trader Overview / Searching
Medical Device Information System (MDIS) Mg D00l s

Trader Module

Create Application v

Medical Device Search

Click on another tab to
Trader Application Inspection Search for |nspection

Trader

Inspection Date

Safety Alert

User Account

(LAST UPDATED ON 15 APRIL 2024)




Functionalities in Individual User Interface

» Submit MD Application
New Application
Change Application
Renewal Application
Delist Application
Taking Over Application

VYVVVYVY

NNNNNN

——
(LAST UPDATED ON 10 APRIL 2025)




Individual User — Submit MD Application —
Preparation of application documents

» Requirements, application procedures, guidance for completing the
application form and information required for application for listing

of MDs, you may refer to:
»  the Guidance Notes for Listing Class 11/111/1V Medical Devices (GN-02)
» the Guidance Notes for Listing Class B/C/D In Vitro Diagnostic Medical
Device (GN-06)

» Application Forms: MD101 (GMD) / MD102 (IVDMD)

Part A: Particulars of Manufacturer

Part B: Particulars of Local Responsible Person

Part C: Particulars of the Device

Part D: Marketing Approvals and Essential Principles

Part E: Intention to join the Expedited Approval Scheme

Declaration

PICS

YVVVVYVYY

Np>

NEXIFY

(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit MD Application —
New Application (P. 1-17)

Medical Device Information System (MDIS) (3] Is Your Product A Medical Device? >0 E’?SO’;‘”O;OM?OLL’USIMB

Medical Device Module @ENeT=E17=8 R o] [fe=1ale]y

(Click to expand the drop

down menu and select

MD101
Medical Device the application type)
MD102
Trader MD Application LRP SOP Application
Application Screenin
Safety Alert o J
Application Number eg: ANO00001/1/1_1/1a
Adverse Event - N
Listing Number eg: 050123/05/123 Manufacturer Name
Mak English Chinese
User Account aKe - I
Model English Chinese

N

N E X |

(LAST UPDATED ON 15 APRIL 2024)




Individual User — Submit MD Application —
New Application (MD101) (P. 2-17)

= Medical Device Information System (MDIS) EICIEIEREES] Is Your Product A Medical Device? iR EnglxmE 6

u Last Login: 2024-08-18 11:45

E 3 2 F . e * - Mandatory field
Appllcatlon for the LIStIF‘Ig of Class Il/11I/1V General Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?\icanl

To-Do

PartA  PartB Part C Part D PartE Declaration PICS The form is dIVIded
into different parts

Medical Device

Particulars of Manufacturer

Trader

AQOT * Manufacturer's Mame #

Safety Alert n English

LT B Address of Head Office #

User Account

Support > n Chinese

Post Code Country/Region -— v
Contact Person Telephone I l
Fax Email l l
Website#

AQ02 Registered place of business in Hong Kong (If applicable) nput registered place of business if applicable

usiness Registration Mumber piry Date
Busi Regi ion Mumkb: Expiry D DO/MMAYYYY

d raft Uploaded Files Upload

No file(s) Selectfiles...
l Contact Person Click “Submit” to apply form validation .

I Save cGeme=t checking on all form parts and submit

Crop files here to upload

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual User — Submit MD Application —
New Application (MD101) (P. 3-17)

— - . . . . 11 & 3]
= Medical Device Information System (MDIS) EINEIRIIEERE) Is Your Product A Medical Device? B5E EnolEE P e

s

. . - . . * - Mandatory field
Apphcatlon for the LIStIr‘Ig of Class lI/1Il/IV General Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?]icant

Part B Particulars of Local

Part A Part B

Responsible Person (LRP)

Particulars of Local Responsible Person (LRP) Company information avaiIabIe in
account information have been prefilled

Safety Alert | in Part B

Medical Device

Trader

BOO1 * LRP's Mame #

il

Adverse Event
Address in Hong Kong (Please give the registered place of business, if any) #

Support > P

User Account

Chinese Address

Business Registration

© Copy of business registration certificate is enclosed
Mot applicable

Uploaded Files Upload

Business Registration Number _ Expiry Date 06/05/2025 B

Contact Telephone for Public Enguiries # 2-

BAnbila Talambana fae | lenant Llea (34 boed r:-
Save Submit Cancel Reset

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —
New Application (MD101) (P. 4-17)

= Medical Device Information System (MDIS)
Application for the Listing of Class II/IIl/IV General Medical Devices
@ Tlo-Do

Part A Part B Part C

Part C - Particulars of the Device

2 Medical Device
Particulars of the Device
2 Trader

sob
Last Login: 2024-02-18 14:00

Is Your Product A Medical Device? HH

Eng | E:E

* - Mandatory field

# - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Co01 = Make
A Safety Alert MEEEL
® Adverse Event Brand Name &
4 User Account -
® Support > Model #

Add
Action # English Chinese
Mo record found :
Coo2 A single medical device

A medical device family
A medical device series

A medical device system

For a medical device family, medical device series or 2 medical device system, please provide the additional information required in a format similar to MDS-01

Additional information similar to MDS-01 attached
Uploaded Files Upload

Mo file{s)

Select files...

(LAST UPDATED ON 26 SEPTEMBER 2024)

Drop files here to upload

-




Individual User — Submit MD Application —
New Application (MD101) (P. 5-17)

— - . " - i i H = 506
= Medical Device Information System (MDIS) Is Your Product A Medical Device? TR R
. ] e . c * - Mandatory field
Apphcatlon for the LIStIng of Class I/l General Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
@ To-Do .
Part D - Marketing Approvals and
Part A Part B Part C Part D &1
2 Medical Device Essential PrlnCIpIes
Marketing Approvals and Essential Principles
Trader
DOO1 Marketing Approvals in Mainland China and/or Foreign Countries
A Safely Alert Approval(s) obtained for the medical device (with same make and model) to be placed on the market of the following countries:

Mainland China (National Medical Products Administration)
Australia (The Therapeutic Goods Administration)
@® Adverse Event Canada (Health Canada)
Member countries of European Union that have implemented relevant EU directives or regulations and a copy of the EC Declaration of Conformity is enclosed
Japan (Ministry of Health, Labour and Welfare)
& UserAccount Singapore (Health Sciences Authority)
South Korea (Ministry of Food and Drug Safety)
United States of America (U.S. Food and Drug Administration)

@ Support >
2 PP Others
Uploaded Files Upload

Mo file(s) Select files... Drop files here to upload

Essential Principles

Earliest approval obtained on or before 31 December 2004
Earliest approval obtained on or after 1 January 2005
Essential Principles Conformity Checklist MD-CCL is enclosed; OR

Essential Requirements Checklist / General Safety and Performance Requirements Checklist in accordance with relevant EU directives or regulations and Essential Principles Declaration of Conformity are enclosed
Uploaded Files Upload

Mo file(s) Select files... Drop files here to upload

:
.

T UPDATED ON 15 APRIL 2024)




Individual User — Submit MD Application —
New Application (MD101) (P. 6-17)

= i i i 3 Sl se w s0b
= Medical Device Information System (MDIS) ENCIRIIEEEE] Is Your Product A Medical Device? B ocwimE 0
F ] e . e * - Mandatory field
Apphcatlon for the LIStIF‘Ig of Class ll/IlI/IV General Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
& Tlo-Do

Part E Intention to join the
Expedited Approval Scheme

Part A Part B Part C PartD PartE

2 Medical Device

Intention to join the Expedited Approval Scheme

s Trader

§¢= would like to OPT-QUT from joining the Expedited Approval Scheme even if the medical device concerned is/are eligible# to join the scheme.

A Safety Alert T

2. There are
3. There ars

I Check to opt out

piated with the device (Jocal and worldwide);

ions or adverse events (local and worldwide); and
® Adverse Bvent

eting Approvals from Mainland China, and/or GHTF founding members (Also see Note D0O01), marketing approvals provided must cover the same make and model of the device concerned.

User Account For details of the Scheme, please visit our website
https://wwwmdd.gov.hk/filemanager/common/mdacs/ExpSch-Notes-E pdf

® Support >

(LAST UPDATED ON 26 SEPTEMBER 2024)
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Individual User — Submit MD Application —
New Application (MD101) (P. 7-17)

Medical Device Information System (MDIS)

Is Your Product A Medical Device? Experia01

: - A . . * - Mandatory field -
Application for the Listing of Class II/Ill/IV General Medical Devices # - Display in public

Part A Part B Part C Part D Part E Declaration

Declaration

Medical Device

Declaration

Trader

1. 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 under the
MDACS, 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
Safety Alert 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;
Adverse Event 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 ar agents in relation to our device or devices whether or not such information has materially contributed to the inclusion of the device or devices on
the List of Medical Devices and whether or not such information is misleading, wrong or inaccurate.
User Accou 2. We also agree and accept that

a. 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, the inclusion or non-inclusion of any of our information and/or device or devices on the List of Medical Devices or any cause whatsoever arising out of or in connection with the implementation and
management of the MDACS;

b. neither the Government nor any of its employees or agents makes any representation, statement, warranty or guarantee, express or implied, that the devices (including any spares or replacement parts) listed or
considered for listing under the MDACS, whether or not they are included in the List of Medical Devices, are of merchantable quality or are fit for the purposes for which they are commonly bought and that the spares
or replacement parts are readily available.

3. 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.

4. We fully understandg dditions to the requirements of the Medical Device Administrative Control System (MDACS) can be imposed by the Department of Health without prior notice. We

hereby undertake { Check to he MDACS that are in force. It is one of the current requirements of the MDACS that the LRP will, within two weeks after receiving the request from the
Department of Heg es of the documents that, according to the claims in this submission, are within the possession of the LRP or the manufacturer
5. We confirm that w aCknOWIEdge is form, nor otherwise altered the form in any material manner, apart from filling in the appropriate blanks / boxes.

the declaration

ereby acknowledge the ab

s

T UPDATED ON 15 APRIL 2024)



Individual User — Submit MD Application —
New Application (MD101) (P. 8-17)

= Medical Device Information System (MDIS) [TR{ZEET] I Your Product A Medical Device? JI>.<3) LEEZFLngii‘};ozq_m.naﬁ-y

* - Mandatory field -~
# - Display in public

Application for the Listing of Class Il/11l/IV General Medical Devices

Personal Data Ordinance Statement

Part A Part B Part C Part D Part E Declaration PICS

of Purposes Declaration

Medical Device

Personal Data (Privacy) Ordinance Statement of Purposes {{EAE# ( FAFE ) 156]) BEZEHR

Trader
1. Purpose of Collection
The personal data that are provided by you in connection 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

System (MDACS) will be used by the DH for the management and implementation of the MDACS. The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we

may not be able to process your application and assess your eligibility for a listing/recognition certificate.

Safety Alert

Adverse Event 2. Classes of Transferees
The personal data 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 disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

User Account

3. Access to Personal Data
You have a right to request access to and correction of your personal data as provided in accordance with the Personal Data (Privacy) Crdinance (Cap. 486). Your right of access includes the right to obtain a copy of your

personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

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

Executive Officer (Medical Device)
Medical Device Division, Department of Health
Room 604, &/F, 14 Taikoo Wan Road,
Taikoo Shing, Hong Kong
Telephone number: 3107 8453
Email address: mdd @dh.gov.hk.

Please guote your application number when you make the enquiries.

-

1. EFEHEN
s S TE I S ER SRR R S TS TR RFSAES e b . I A SR ahiEH E LA SR RS - M B YA RSt eSS 88 A

o I— MmEb R s A R ER RS R S TS TH R R AR T SR E A B BR4RpEAEIEH AT ) B
Reset

Scroll down to check the box
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Individual User — Submit MD Application —
New Application (MD101) (P. 9-17)

Is Your Product A Medical Device? Experia01

- c AT g e * - Mandatory field -
Application for the Listing of Class Il/lll/IV General Medical Devices # - Display in public

= Medical Device Information System (MDIS)

Part A Part B Part C Part D Part E Declaration PICS

Medical Device
Personal Data (Privacy) Ordinance Statement of Purposes {{EAZER (7L ) 1&61) FEER
Trader 3 3 H H i
1. Purpose of Collection A confirmation pop-up window will display the
The personal data that are provided by you in connection with this application or when you are in contact with the Department of Health (DH) in con . . . .
Safety Alert System (MDACS) will be used by the DH for the management and implementation of the MDACS. The provision of personal data is voluntary. If you ¢ appllcat|on number Upon SUCCGSSfU| Sme|SS|On.
may not be able to process your application and assess your eligibility for a listing/recognition certificate. ) . .
Example: Application sent <MDA2024-510250>
Adverse Event 2. Classes of Transferees _ The new application will be sent for MDD
The personal data you provided are mainly f] ureaux / departments, or rele
Apart from this, the data may only be disclof . h disclosure is allowed unde sScreeni ng, f0| Iowed by vetti ng a nd a pprova I .
s Aaeem Please confirm
3. Access to Personal Data
You have a right to request access to and co|  Are you sure to submit? Data (Privacy) Ordi ) ) a copy of your l
personal data provided by you during the o blying with a data 3 System WI ” prom pt |f there
Only submissions with duly completed application forms and all . . f Id
4. Enquiries required documents materials will be processed.Materials are missi ng ields
Enguiries in relation to the personal data, ind  provided with any submission will not be returned.
Executive Officer (Medical Device)
Medical Device Division, Departme
Room 604, 6/F, 14 Taikoo Wan Road
Taikoo Shing, Hong Kong No Yes
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.
Errors Encountered - 0 X
Please quote your application number when you make the enquiries. « AQ01 - manufacturer name is mandatory .
« AQ001 - manufaturer's office address is mandatory
1. WEFRER * AQ001 - incomplete manufacturer contact information
Apoham o TR e oD T T as TR R - R s TEn=esEmesazn » AOO3 - quality management system is mandatory

« AQ04 - mandatory

+ BO0O01 - missing LRP Contact Telephone for Public Enquiries
+ B004 - missing documented provedure attachment

s (001 - device make name is mandatory

+ (001 - device model is mandatory

Save fOF futu re CO005 - device intended use is mandatory

C012 - repair and Servicing is mandatory

Submit for validation check

Edit (LAST UPDATED ON 15 APRIL 2024) 013 - must indicate lahal lannuane




Individual User — Submit MD Application —
New Application (MD102) (P. 10-17)

= Medical Device Information System (MDIS) I Your Product A Medical Device? TR
L. . . . . . . * _Mandatory field *
Apph(}atlon for the LIStIng of In-Vitro Dlagnostlc Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Part A Part B Part C Part D Part E Declaration PICS The form IS dIVIded
into different parts

Medical Device

Particulars of Manufacturer
Trader

Manufacturer's Name #

Safety Alert
Adverse Event

User Account

Support > n Chinese

Post Code Country/Region - v

Contact Person Telephone l ]

Fax Email l l

Website#

Registered place of business in Hong Kong (If applicable) nput registered place of business if applicable

Business Registration Number Expiry Date DD/MMAYYYY i

Uploaded Files Upload

No file(s) Select files__. Drop files here to upload

Click “Submit” to apply form
validation checking and submit

Contact Person Telephone -

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —
New Application (MD102) (P. 11-17)

= Medical Device Information System (MDIS) Is Your Product A Medical Device? B EnglzmE f:sfmg U,
. . .. . . . . . * - Mandatory field
Apphcatlon for the LIStIF‘Ig of In-Vitro Dlagnostlc Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
@ To-Do .
Part B - Particulars of Local
Part A Part B g2 Ea
2 Medical Device Re5p0n5|b|e Person (LRP)

Particulars of Local Responsible Person (LRP) . . . .
= Trader Company information available in
5001 % R Mo account information have been prefilled
A Safety Alert | in Part B

@® Adverse Event
Address in Hong Kong (Please give the registered place of business, if any) #

& User Account

® Support >

Chinese Address

Business Registration

© Copy of business registration certificate is enclosed
Mot applicable

Uploaded Files Upload
_ Select files... Drop files here to upload
Business Registration Number _ Expiry Date 06/05/2025 &=

Contact Telephone for Public Enquiries # 2-
BAnbkila Talamboama Fael lemame | lea F3A bhaest C- |

(LAST UPDATED ON 26 SEPTEMBER 2024)
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Individual User — Submit MD Application —
New Application (MD102) (P. 12-17)

Medical Device Information System (MDIS)

Application for the Listing of In-Vitro Diagnostic Medical Devices
To-Do

Part A Part B Part C

Part C - Particulars of the Device

Medical Device

Farticulars of the Device

Is Your Product A Medical Device? Bl Englmm S0

Ll Last Login: 2024-08-12 14:00

* - Mandatory field

# - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Trader

Co01 % Make
Safety Alert
Adverse Event Brand Name &
User Account S
Support > Model #

Add
Action # English Chinese
Mo record found
Co02

Reagent(s)

Control material(s)
Calibrator(s)

Others (Please specify)

Uploaded Files Upload

Mo file(s)

Select files...

(LAST UPDATED ON 26 SEPTEMBER 2024)

An WDMD may include reagents, calibrators, control materials, specimen receptacles, software and related instruments or apparatus or other articles. Please specify all the component(s) of this IVDMD that apply.

Drop files here to upload

Reset
I
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Individual User — Submit MD Application —
New Application (MD102) (P. 13-17)

Medical Device Information System (MDIS) Is Your Product A Medical Device? H

== 506
Eng| =22 Last Login: 2024-08-18 14:00

c 2 3 s 3 c c ] c * - Mandatory field
Apphcatlon for the LIStIr‘Ig of In-Vitro DIagnOStIC Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?]icam

To-Do
Part A

Medical Device

Part B

Part D - Marketing Approvals and
Essential Principles

Part C Part D

Marketing Approvals and Essential Principles

Trader

D001
Safety Alert
Adverse Event

User Account

Support >

Marketing Approvals in Foreign Countries

Approval obtained for the VDMD to be placed on the market of the following countries:
Australia (The Therapeutic Goods Administration)
Canada (Health Canada)
Member countries of European Union that have implemented relevant EU directives or regulations and a copy of the EC Declaration of Conformity is enclosed
Japan (Ministry of Health, Labour and Welfare)
Singapore (Health Sciences Authority)
South Korea (Ministry of Food and Drug Safety)
United States of America (US. Food and Drug Administration)
Others

Uploaded Files Upload

Mo file(s) Selectfiles... Drop files here to upload

Essential Principles

Earliest approval obtained on or before 31 December 2004
Earliest approval obtained on or after 1 January 2005
Essential Principles Conformity Checklist for In Vitro Diagnestic Medical Devices (MDIVD-CCL) is attached; OR

Essential Requirements Checklist / General Safety and Performance Requirements Checklist in accordance with relevant EU directives or regulations and Essential Principles Declaration of Conformity are enclosed

Uploaded Files Upload

No file(s) Select files... Drop files here to upload

ST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —
New Application (MD102) (P. 14-17)

Medical Device Information System (MDIS) [ELGCURGNKEER ] Is Your Product A Medical Device?

zz S00
Eng| %3 Last Login: 2024-02-19 14:00

. . . . . . . . * - Mandatory field
App“catlon for the LIStIng of In-Vitro Dlagnostlc Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?licant

Part E - Intention to join the
Expedited Approval Scheme

Part A Part B Part C Part D PartE Declaration

Medical Device

Intention to join the Expedited Approval Scheme

Trader
e would like to OPT-OUT from joining the Expedited Approval Scheme even if the medical device concerned is/are eligible# to join the scheme.

Safety Alert

2. There are ciated with the device {local and worldwide);
ons or adverse events (local and worldwide); and

3. There are
4. The devics CheCk tO Opt-OUt =ting Approvals from Mainland China, and/or GHTF founding mambers (Also see Note D001), marketing approvals provided must cover the same make and model of the device concerned

Adverse Event

For details of the Scheme, please visit our website
https:/www.mdd.govhk/filemanager/common/mdacs/ExpSch-Notes-E pdf

User Account

Support >

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual User — Submit MD Application —
New Application (MD102) (P. 15-17)

= i i i T FH g s06
== Medical Device Information System (MDIS) ELNCIRESEEx) Is Your Product A Medical Device? ga= EnglmiE O e 20240510 1400
. ] r 3 . . ] . * - Mandatory field
Appl|cat|0n for the LIStIr“Ig of In-Vitro DIagnOStIC Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
@ To-Do

Part A Part B Part C Part D PartE Declaration

PICS

Declaration

2 Medical Device

Declaration
Trader

1. Te the maximum extent permitted by law and in consideration of the Department of Health of the Government of the Hong Keng Special Administrative Region ("the Government”) processing our application under the MDACS, 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)

A SafetyA|ert 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;
@ Adverse Event 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 employzes or agents in relation to our device or devices whether or not such information has materially contributed to the inclusion of the device or devices on the List of Medical Devices and
whether or not such infermation is misleading, wrong or inaccurate.
& User Account 2.We also agree and accept that:
a. 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, the inclusion or non-
inclusion of any of our information and/or device or devices on the List of Medical Devices or any cause whatsoever arising out of or in connection with the implementation and management of the MDACS;
® Support > b. neither the Government nor any of its employees or agents makes any representation, statement, warranty or guarantee, express or implied, that the devices (including any spares or replacement parts) listed or considered for listing under the MDACS,
whether or not they are included in the List of Medical Devices, are of merchantable guality or are fit for the purpaoses for which they are commonly bought and that the spares or replacement parts are readily available.
3.We confirm that thg y 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
4. We fully understan CheCk to Hitions to the requirements of the Medical Device Administrative Control System (MDACS) can be imposed by the Department of Health without prior notice. We hereby undertake to comply with

the latest requirem e of the current requirements of the MDACS that the LRP will, within two weeks after receiving the request from the Department of Health, produce the originals or certified copies of the
documents that, ag aCknOWIedge 2 within the possession of the LRP or the manufacturer

5. We confirm the A
the declaration

s form, nor otherwise altered the form in any material manner, apart from filling in the appropriate blanks / boxes.

hereby acknowledge the above declaration.

r

ST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —

New

Application (MD102) (P. 16-17)

= Medical Device Information System (MDIS) EICIRIEREEE)] Is Your Product A Medical Device? BE Engizmz o0

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Support >

Last Login: 2024-08-128 14:00

. 3 15 3 g . 3 . * - Mandatory field
App'l(}atlon for the LIStII"Ig of In-Vitro DIagnOStIC Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?iicanl

Personal Data Ordinance Statement

Part A PartB Part C Part D PartE Declaration PICS <t

of Purposes Declaration
Personal Data (Privacy) Ordinance Statement of Purposes ({8 AZ# ( FLIE ) (£61) FRER

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

2. Classes of Transferees
The personal data 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 disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

3. Access to Personal Data
You have a 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 occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

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

Executive Officer (Medical Devica)
Medical Device Division, Department of Health
Room 604, 6/F, 14 Taikoo Wan Road,
Taikoo Shing, Hong Kong
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.

Please quote your application number when you make the enguiries.

1. iR A
FHEoEuAEssETHERNSERNSEREEE (55 ) BERFEANEARS  SEEANERNERESEEOHERAENSEL B \BRnEASLNEE MR MEAEoEARETEREAR NS BR
(ERRE  RTRENES -

ZZEERNEERTE

2 EFEEHE!

EEEAEH: reby acknowledge the above statement. A BERE2IERTEELL EEE0H, IEEEE  mEEE (EAES (RE) 56 AS0ERT  TeRE -

B

Scroll down to check the bo

ST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —
New Application (MD102) (P. 17-17)

= Medical Device Information System (MDIS) EIICIRIEREER) Is Your Product A Medical Device? BE Englmi 596

Ll Last Login: 2024-02-12 14:00

s

* - Mandatory field
App"caﬂon for the LIStIF‘Ig of In-Vitro Diagnostic Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?iicant

To-Do

Part A Part B Part C Part D Part E Declaration PICS

Medical Device

Personal Data (Privacy) Ordinance Statement of Purposes {(BAZ#! (AR ) 1&4) FHiEE

Trader

1. Purpose of Collection 2 ] g 2 g
The personal data that are provided by you in connection with this application or when you are in contact with the Department of Health (DH) in connection with matt A Confl rmatlon pop u p wi ndOW wi ” dlsplay the
SafetyAIerT by the DH for the management and implementation of the MDACS. The provision of personal data is voluntary. If you do not provide sufficient information in the appl appllcat'on number upon Successful SumeSSIOn

eligibility for a listing/recognition certificate.

Example: Application sent <MDA2024-510250>
Adverse Event 2. Classes of Transferees . q .
The personal data you provided are mainly for use within the DH but they may also be disclosed to other Government bureaux / departments, or relevant parties for th The new a ppllcatlon WI I I be se nt for M DD

only be disclosed to parties where you have given consent to such disclosurs or where such disclosure is allowed under the Personal Data (Privacy) Crdinance. . .
screening, followed by vetting and approval.

User Account

3. Access to Personal Data Please confirm
You have a right to request access to and correction of your personal g
during the occasion as mentioned in paragraph 1 above. A fee may be

) ap. 486). Your right of access includes the nght to cbtain a copy ot your personal data provided by you
Support >

Are you sure to submit?

A Encuities tem will prompt if there
are missing fields

Enquiries in relation to the personal data, including raquests for makin] ~ Only submissions with duly completed application forms and all
Executive Officer (Medical Device) required documents materials will be processed.Materials
Medical Device Division, Department of Health provided with any submission will not be returned.

Room 604, 6/F. 14 Taikoo Wan Road,
Taikoo Shing, Hong Keng
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.

No Yes

Please guote your application number when you make the enquirias

Errors Encountered - 0 X
» A001 - manufacturer name is mandatory a
« AQ001 - manufaturer's office address is mandatory
* AQ001 - incomplete manufacturer contact information
+ AQ003 - quality management system is mandatory

AQ04 - mandatory
) B001 - missing LRP Contact Telephone for Public Enquiries
Su bm It for + BO004 - missing documented provedure attachment
. . . « (€001 - device make name is mandatory

Submit ancel va | |dat|0n CheCk « CO001 - device model is mandatory

+ (005 - device intended use is mandatory

s (€012 - repair and Servicing is mandatory

ST UPDATED ON 26 SEPTEMBER 2024) 013 - must indicate lahal lannuane

1. EEHER
THEEEREEREETHEES
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Save for
future edit
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Individual User — Submit MD Application —
Change Application (P. 1-6)

1. After logging into the MDIS System, click “Medical Device” to view or update applications
of your individual account.

2. Select “MD Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Change”

— . . . - - 11
= Medical Device Information System (MDIS) ElCIXIEELED) 15 Your Product AMedical Device? [0S0 M- ISITE S Bt SO | ogout

Medical Device Module

Create Application v

Search

MD Application LRP SOP Application
A Safety Alert ng
@® Adverse Event
M fac Nam
& User Account
Model English Chinese
® Support > Note: You can only perform the change of your

application when the application status is "Application
l l Approved" or "Application Approved with Conditions".

Search Result

Actions Listing na. Listing Status Application no. 4+ Category Application Type Status Make Model
- 241013 Valid AN010120 MD101 New Application Approved Model ABC
:+' 241012 Valid ANO10119_1 MD101 Change e Ao Model ABC
241012 Valid ANO10119 MD101 New Application Approved Model ABC
NEXIEY + 241011 Valid ANOT0118 MD101 New Application Approved Model ABC

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual User — Submit MD Application —
Change Application (P. 2-6)

In the “Change Application Form for Listed Medical Devices”, input the item(s) you would like

to change in the "Form" tab.
= Medical Device Information System (MDIS) e &

]
5 Eng| &R Logout
. Last Login: 2024-07-25 1521

= - Mandatory field

Change Application Form for Listed Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
Form PICS
Medical Device
Listing no. 241013
Trader
LRP's Name Dummy Company for MDD System Checking
Safety Alert Please read the points before filling in the change application form

Points to note:
1. For the change in contact details of LRP (e.g. Contact Person and Post, E-mail, Telephone, Fax, Contact Telephone for public enquiries, Mabile Telephone for urgent use (24 hours), etc.), please send email to mdd_app@dh.gov.hk to process

Adverse Event separately. Submission of this form is not required for such changes.

2. Update uf.vahdity date of a ceniﬁ(a.te is not regarded as a [hang-e‘ . . . I ndicate ”M ajor Cha nge” Or‘ ”M i nor Cha nge”.
3. If content input could not be fully displayed in the field of "Description of change”, please describe the change(s) in separate attachment. i X . X .
l MDD will check for compliance with description.

User Account

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

. Major Minor e
Description Description of Change

Support >
Change Change|

Changes related to Medical Devices

1 Change in manufacturing processes, facility or Quality Management System (including Quality Control. QC) [Pleasefrefer to Guidance Notes on Changes for Listed Medical Device, clause 4.3(b) - Flowchart A]
11 Change of manufacturer's address O

2
1.2 Addition/Removal/Change of manufacturing site a

Other changes in manufacturing processes, facility or Quality Management System (includirfg

1.3
Quality Control) o =
£
2 Changes in Design for Medical Devices [Please refer to Guidance Notes on Changes for List¢d Medical Device, clauge 4.3(c) — Flowchart B]
2.1 Change to the control mechanisms or operating principles (]

NEXIFY

ST UPDATED ON 26 SEPTEMBER 2024)




Individual

User — Submit MD Application —

Change Application (P. 3-6)

Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the

application.

— . - . - - [ 1] ]
7 =
= Medical Device Information System (MDIS) EL{CLaRE-] Is Your Product A Medical Device? mm ims  Eng | EE .25 1521 Logout

Chan

Form

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Support >

NEXIFY

. . . . ) * - Mandatory field
ge Appllcatlon Form for Listed Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant

PICS

Personal Data (Privacy) Ordinance Statement of Purposes {{EAZK ( fL52 ) 1&6]) FBE=0E

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

N

. Classes of Transferees
The personal data 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 disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

w

Access to Personal Data
You have a 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 occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

4. Enquiries
Enquiries in re\eftlcm to the pers.una\ data. including requests for making access or corrections to the data. should be addressed to: A CO nfi rmation po p_u p Wi ndOW Wi I | d isplay the
Executive Officer (Medical Device)
Ve cal D= Division Deperimentof Healh application number upon successful submission.
Room 604, 6/F, 14 Taikeo Wan Road,
Taikoo Shing, Hong Kon . ' [ _
e e Example: Application sent <MDA2024-510250>
el eddiess mAd@dnson e The change application will be sent for MDD
Please quote your application number wh 1 1
screening, followed by vetting and approval.
Scroll down to check the PICS '
1. EERBE/M
WﬁﬁiEE%EEZﬁ%ﬁ%ﬁjﬁIi%EﬁﬂJE_ﬁ | #F
SERRERTmERREnEEEs | hereby acknowledge the above statement. £ A EESZERE2BEHUREL] 20 -
2. HEREBHSHEA -

ST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit MD Application —
Change Application (Batch submission) (P. 4-6)

T
g  mddiest out
=== Eng | L Last Login: 2025-03-24 08016 Log

Is Your Product A Medical Device?

Medical Device Information System (MDIS)
(Click to expand the drop down

Medical Device Module menu and select the application
type “Batch Submission for
Change Form”)

Create Application ¥

MO0
MD102

Medical Device

Taking Over
Trader

ion

Batch Submission for Change Form

CAB Application Screening

Application Mumber eg: ANDODOC 111141

NMPA
Listing Mumber eg: 050123/05/123 Manufacturer Mame
Safety Alert Maks English Chinese
Maodel English Chinese

Adverse Event

Support »

(LAST UPDATED ON 24 MARCH 2025)



Individual User — Submit MD Application —
Change Application (Batch submission) (P. 5-6)

In the “Batch Submission for Change Form”, input the item(s) you would like to change in the
"Form" tab.

— ) ) ) unn
— 2 Product A Medical Device? £ gg  Mmddtest out
= Medical Device Information System (MDIS) [[EIGEX (BVEw i A B8 o EnolEmE O e e

Batch submission for change form

@ To-Do
Form PICS

& Medical Device
Particulars of Company

@2  Trader

& CAB Listing number(s) of medical device(s) to be change *
© NMPA

4 Safety Alert Change of Company Mame

@ Adverse Event

& User Account Change of LRP Address
@ Support > Address Format | Input by HK Address Lookup -
Floor please input Unit

Change of Contact Telephone

Change of Maobile Telephone

Special Listing Information
Uploaded Files Upload

Me file(s) Select files... Drop files here to upload

Np>

NEXIFY R | - |

(LAST UPDATED ON 24 MARCH 2025)




Individual User — Submit MD Application —
Change Application (Batch submission) (P. 6-6)

Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the
application.

= Medical Device Information System (MDIS) [[3IEX]) Is Your Product A Medical Device?

gs  mddtest
Eng | =52 Last Login: 2025-03-24 02:16 Lt

Batch submission for change form
@ To-Do
Form PICS

& Medical Device
Personal Data (Privacy) Ordinance Statement of Purposes {{EAZH ( FoEE ) 156> FiREE

42 Trader )
1. Purpose of Collection
The personal data that are provided by you in connection 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 System (MDACS) will be used by the DH for the management and
= CAB implementation of the MDACS. The provision of personal data is voluntary: If you do nat provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for a listing/recognition certificate.

2. Classes of Transferees
© NMPA The perscnal data 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 disclosure ar where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

4 Safety Alert 3. Access to Personal Data
Vou have a 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 capy of your personal data provided by you during the occasion as mentioned in
paragraph 1 above. A fee may be imposed for complying with a data access request.

@ Adverse Event

4. Enquiries

& User Account Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:
Executive Officer (Medical Device)

Medical Device Division, Department of Health

@ Support > Room 604, 6/F, 14 Taikoo \Wan Road,

Taikoo Shing, Hong Keng

e A confirmation pop-up window will display the
Pl quota your spplication rumber uhan you mska the enqires application numbers upon successful submission.
—— Example: Application sent <MDA2025-510251,
FRTEETE BNEEHESENSES®EE (T3 ) BERFEENE SR 2 eEnEEAER SR RTREERENSEL - EAZSRAERSREE -
MDA2025-510252, ...>
HARESER - SR (RARH (5R) 400 4 The change application will be sent for MDD
A s ez oy cma OCPOIl down to check the PICS  asrissesmesss. screening, followed by vetting and approval.

4.5
BEEN

-

[

. ERBRSHERR
AREAENIEHEEREA - B

ErEERnEREEESE  DENNFENFE / SINSENERRE - B2 - SEEAEenEin

w

% E:ig%i_gﬂ@ﬁﬂ = | hereby acknowledge the above statement. £ AEBHBEBEREZBHERAEL FEHH -
A ——

NEXIFY

(LAST UPDATED ON 24 MARCH 2025)




Individual User — Submit MD Application —
Renewal Application (P. 1-2)

1. After logging into the MDIS System, click “Medical Device” to view or update applications
of your individual account.

2. Select “MD Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Renewal”

Is Your Product A Medical Device? [><%c] B engimm G  Logout
ast Login

& Medical Device Search

@s Trader 2 MD Application LRP SOP Application

A Safety Alert

Application Number

@ Adverse Event
Listing Number eg: 050123/05/123 Manufacturer Name

& User Account Make

Modl o Note: You can only renew your application when the Listing
expiry is within 1 year

Search Result l l

® Support >

Act Listing no. Listing Status Applicatian no. 4+ Category Application Type Status Make Model
241013 Valid AN010120_1 MD101 Change Application Approved Model ABC
241013 Valid ANO10120 MD101 New Application Approvad Model ABC

241012 Valid AN010119_1 MD101 Change Application Approved Model ABC

NEXIFY : | 241012 Valid AN010119 MD101 New Application Approved Model ABC

(LAST UPDATED ON JULY 2024)




Np>

NEXIFY

Individual User — Submit MD Application —
Renewal Application (P. 2-2)

N

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Support >

Renewal Form for Listed Medical Devices

Particulars of Application

HKMD no. 241012a

Name of Legal Manufacturer Manufacturer ABC

Model Model ABC

Company Name Dummy Company for MDD System Checking

There are active recalls, field safety corrective actions or adverse events (local and worldwide)

There is change to the listing details since last approval

(O Yes (O No

Declaration

We acknowledge that the listing details of this renewal application would be the same as the 1ast approved version. Approval of th

We confirm that:
a. the applicant remains designated as Local Responsible Person by the manufacturer,
b. The applicant remains aware and complies with all device listing conditions (e.g. Post marketsurveillance);
c. All certifications / licences (e.g. 1SO 13485 certificate for manufacturing site and recognized marketingapproval) relating to th
d. The information contained in this renewal form is true and correct

. Inthe “Renewal Form for Listed Medical Devices”, fill in all mandatory fields.
. Click “Submit” to save and submit the application.

Medical Device Information System (MDIS)

- - 11}
S NOURRIBAUEEAMEMICIIBEVICES mm === Engl e Last Login: 2024-07-25 17:33

A confirmation pop-up window will display the
application number upon successful submission.
Example: Application sent <MDA2024-510251>
The renewal application will be sent for MDD
screening, followed by vetting and approval.

d Note: If you select "yes" for the question "There is a change to\
the listing details since last approval” you should either have
already submitted change application, or will submit a change
application shall inform MDD of applicable changes in
accordance with the Guidance Notes on Changes for Listed

Cancel

kMedicaI Devices. Guidance Notes GN-10.

)

(LAST UPDATED ON JULY 2024)



Individual User — Submit MD Application —
Delist Application (P. 1-2)

1. After logging into the MDIS System, click “Medical Device” to view or update applications
of your individual account.

2. Select “MD Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Delist”

. " . - - 11
Medical Device Information System (MDIS) [EliELEIERLED) 15 Your Product AMedical Device?  [I><NoY - BT EC IRl SN |ogout

Medical Device Module

Create Application v

& Medical Device

Search
#8 Trader MD Application LRP SOP Application
2 Application Screening
A Safety Alert oe J

Application Number

@ Adverse Event

Listing Number eg: 050123/05/123 Manufacturer Name

& User Account Make

_ _ Note: You can only delist your application when the
o St 5 - application status is "Application Approved" or
"Application Approved with Conditions" with a valid

listing number
5
Search Result l l
Actions Listing no. Listing Status Application no. + Category Application Type Status Make Model
- 241010 Valid ANO10115_1 MD101 Change Application Approved Model AB
f 241010 Valid ANO010115 MD101 New Application Approved Model AB
~ Application Approved
+ 241009 Valid ANO10114_1 MD101 Change Model A

with Condition

NEXIFY

(LAST UPDATED ON JULY 2024)




Individual User — Submit MD Application —
Delist Application (P. 2-2)

1. Inthe “Delist Application”, select the delist reason from drop-down.

2. Click “Submit” to save and submit the application.
= Medical Device Information System (MDIS) Wm HE oengimm o aise

Delist Application

List Number 241010a
Medical Device
Delist Application Date 24/07/2024 ﬁ
a2 Trader
Delist Reason "] If 'Other' is selected, please
A Safety Alert l specify the delist reason.

Adverse Event %‘

Business Decision
Support >
Combine with another Listed Medical Device

Other

Product Phase Qut

A confirmation pop-up window will display the
application number upon successful submission.
Example: Application sent <MDA2024-510244>
The delist application will be sent for MDD
screening, followed by vetting and approval.

Np>

Cancel
NEXIFY N

(LAST UPDATED ON JULY 2024)




Individual User — Submit MD Application —
Taking Over Application (P. 1-4)

After logging into the MDIS System, click “Medical Device” module.
Click “Create Application” > Select “Taking Over”
Y T i 1% N

Medical Device Information System (MDIS)

Logout

Medical Device Module

Screenin

NEXIFY
(LAST UPDATED ON 10 APRIL 2025)




Individual User — Submit MD Application —
Taking Over Application (P. 2-4)

In the “Application for Taking Over the Listing of Medical Devices”, please ensure that all
mandatory fields in the “Part A”, “Part B” and “Part C” tabs are filled in.

= Medical Device Information System (MDIS)

Application for Taking Over the Listing of Medical Devices

. . (11} -
Is Your Product A Medical Device? mm i55 FnglmE Lagn e amar 153

*_Mandatory field =

# - The filled information shall be the same as those stipulated in with required documents provided by the applicant

®@ To-Do
Part A Part B Part C Declaration PICS
2 Medical Device
Part A: Basic Application
st Trader 1001 % Applicant Name # . . . .
; _ Part B: Particulars of the listed Medical
Dummy Company for MDD System Checking
A Safety Alert s s e Devices to be taken over
Address in Hong Kong (Please give the registered place of business, if any) # Pa rt C: U n de rta kl ngS fOr the Ta kl ng Ove r
® Adverse Event
A& User Account
@ Support > Floor [ Unit 4
Business Registration Number 00000000-000-00-00-0 Expiry Date 28/02/2025 E|
Uploaded Files Upload
No file(s) Select files.. Drop files here to upload
Contact Telephone for Public Enquiries # 1
# Contact Person Post Email Mobile Phone No. Telephone Fax
Nao record found :
1002 % Is the applicant on the List of Local Responsible Person (LRP)?
O ves No
I RP Numher i

(LAST UPDATED ON 10 APRIL 2025)




Individual User — Submit MD Application —
Taking Over Application (P. 3-4)

Check acknowledge the declaration in “Declaration” tab
= Medical Device Information System (MDIS) ENCIREEEEED) [ i Your Product A edical Device? [0

Engl =@ - Login: 2024-07-27 13:38

* - Mandatory field

Application for Taklrlg Over the LIS[II"]g of Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
Part A Part B Part C Declaration PICS
Medical Device
Declaration
Trader 1. 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 under the MDACS, we agree to exempt, relieve, exanerate,
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
Safety Alert 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:
afe e

a. any act, neglect or default on our part or on the part of our employees or agents;

b. any defect in the design, materizal, 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 inclusion of the device or devices on the List of Medical Devices and whether or not
such information is misleading, wrong or inaccurate.

. We also agree and accept that

a. 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 Gavernment or its employees or agents in the processing of our application, the inclusion or non-inclusion of any of
our information and/or device ar devices on the List of Medical Devices or any cause whatsoever arising out of or in connection with the implementation and management of the MDACS;

b. neither the Government nor any of its employees or agents makes any representation, statement, warranty or guarantes, express or implied, that the devices (including any spares or replacement parts) listed or considered for listing under the MDACS, whether or not
they are included in the List of Medical Devices, are of merchantable quality or are fit for the purposes for which they are commaonly bought and that the spares or replacement parts are readily available,

. 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 fully understand and agree that any future changes or additions to the requirements of the Medical Device Administrative Control System (MDACS] can be imposed by the Department of Health without prior notice. We hereby undertake to comply with the latest
requirements of the MDACS that are in force. It is one of the current reguirements of the MDACS that the LRP will, within two weeks after receiving the request from the Department of Health, produce the originals or certified copies of the documents that, according to the
claims in this submission, are within the possession of the LRP or the manufacturer

. 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.

Adverse Event

r

User Account

Bow

wn

| hereby acknowledge the above declaration.

Check to acknowledge the declaration

| hereby acknowledge the above declaration.

T UPDATED ON 10 APRIL 2025)




Individual User — Submit MD Application —
Taking Over Application (P. 4-4)

Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the

application.

= Medical Device Information System (MDIS) ElCURICEENT] Is Your Product AMedical Device? [~<5] Eng | R | e

* - Mandatory field
Application for Taklng Qver the LIStIng of Medical Devices # - The filled information shall be the same as those stipulated in with required documents provided by the ap?]ican(

Part A Part B Part C Declaration PICS

Medical Device

Personal Data (Privacy) Ordinance Statement of Purposes ({EAZ#! (FhEE ) 1541) AREHR

Trader 1. Purpose of Collection

The personal data that are provided by you in connection 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 System (MDACS) will be used by the DH for
the management and implementation of the MDACS. The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for a
listing/recognition certificate.

Safety Alert

N

. Classes of Transferees
The personal data 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 disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

Adverse Event

User Account

W

Access to Personal Data
You have a 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

Support > occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

4. Enquiri
Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:
Executive Officer (Medical Device)
Medical Device Division, Department of Health
Raom 604, 6/F, 14 Taikoa Wan Road,
Taikco shing, Hong Kong
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.

Please quote your application number when you make the enquiries.

L WrEEHER
HEoElEEEEE
=51/

CEAESEREEEEREATNNENY  BRTREE

- EAERMGEESRREE - @R

= Scroll down to check the PICS
. BRlEEEsER

EHE BEN=SEETEETF  ETE

N

B | hereby acknowledge the above statement. ZA BB R EHEOULREER FEHE -

w

. EEEAER
BEEETEA S0

Save Sub

NEXIFY

T UPDATED ON 10 APRIL 2025)




Functionalities in Individual User Interface

» Submit Trader Application
New Application
Change Application
Renewal Application
Delist Application

VYV VYV

NNNNNN

——
(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit Trader Application —
Preparation of application documents

» Requirements, application procedures, guidance for completing
the application form and information required for application

for listing of traders, you may refer to:
» the Guidance Notes for Listing of Importers of Medical Devices (GN-
07)
» the Guidance Notes for Listing of Local Manufacturers (GN-08)
» the Guidance Notes for Listing of Distributors (GN-09)
» Application Forms: Importer/Distributor/ Local Manufacturer

> Form
> PICS
» Undertaking by Applicant

Np>

NEXIFY

——
(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit Trader Application —
New Application (P. 1-5)

= Medical Device Information System (MDIS) [ZLITXE) Is Your Product AMedical Device? > S

Create Application
(Click to expand the drop-

Trader Module

|‘—__ down menu and select

the application type)

Medical Device Search

Importer/Distributor

Trader Trader Application Inspection
Manufacturer

Application Screening

Safety Alert

Application Number

Adverse Event
Listing Number

User Account

Click "Search"
to find

submitted
applications

Np>

NEXIFY
(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit Trader Application —
New Application (P. 2-5)

== Medical Device Information System (MDIS) [[LITTEE] Is Your Product A Medical Device? >4 E’;?f;;iogom_m_oaﬁy

. . . L * - Mandatory field -~
Application for List of Importers/Distributors # - Display in public

PICS Undertaking by Applicant The form IS dIVIded

into different parts

Medical Device

Application for the Inclusion of the List of Importers
Trader Application for the Inclusion of the List of Distributors

Safety Alert Particulars of Applicant

Adverse Event 1001 * Company’s Name #

User Account

1002 * Address in Hong Kong #

Formatted v

N[ =3 D

NEXIFY Click “Submit” to apply form
validation checking

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual User — Submit Trader Application —
New Application (P. 3-5)
Medical Device Information System (MDIS) B D00 ssos isar

* - Mandatory field -
# - Display in public

Application for List of Importers/Distributo

Personal Data
(Privacy) Ordinance
Statement of

Form PICS |q-Lnderaldrgby-Applicant

Medical Device
Personal Data (Privacy) Ordinance Stateme Purposes =) 1%£61) FHEEH

Trader
1. Purpose of Collection

The personal data that are provided by you in connection 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 System (MDACS) will be used by the DH for the management and implementation of the MDACS. The provision of personal data is voluntary. If you do not provide

sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for a listing/recognition certificate.

Safety Alert

Adverse Event 2. Classes of Transferees
The personal data 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 disclosure or where such disclosure is allowed under the Personal

User Account Data (Privacy) Ordinance.

3. Access to Personal Data
You have a 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 occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

4. Enquiries

Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:
Executive Officer (Medical Device)
Medical Device Division, Department of Health
Room 604, 6/F, 14 Taikoo Wan Road,
Taikoo Shing, Hong Keng
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk.

Save Submit Cancel Reset
- - hereby acknowledge the above statement. X ACEEREZHBHESE FERE -

Scroll down to check the PICS

NEXIFY

(LAST UPDATED ON 15 APRIL 2024)




Individual User — Submit Trader Application —
New Application (P. 4-5)

Medical Device Information System (MDIS) [LLLR{LEET) Is Your Product A Medical Device? [lI><3) LEa);?Ec:gi;O;ozat-oa-oa RN Logout

* - Mandatory field i

Application for List of Importers/Distributors # - Display in public
Undertaking by
Form PICS Undertaking by Applicant <

Applicant

Medical Device

Undertaking by Applicant

Trader

To the Government of the Hong Kong Special Administrative Region (hereinafter "the Government”):

Safety Alert I/We have read the latest editions of the Guidance Notes GN-01 (with Appendices 1 to 5) and GN-08 (with Appendix 1) issued by the Department of Health in relation to the Medical Device
Administration Control System (MDACS) and the listing of local manufacturers thereunder.

Adverse Event In consideration of the promise of the Government in section 5.3 of the Guidance Motes GN-08 to proceed with the processing of this application under the MDACS, |/we undertake, acknowledge and
agree in favour of the Government as follows:
1. To the maximum extent permitted by law I/we agree to exempt, relieve, exonerate,indemnify and hold harmless, and to keep indemnified and harmless, as the case may be,the Government from
User Account and/or against any and all losses, claims, demands and proceedings(including but not limited to all costs, charges and expenses) whatsoever and howsoeversuffered or incurred by, or made or
issued against, the Government, as the case may be, byany third party in respect of any loss of or damage to any property or injury to or death ofany person arising out of and/or relating and/or
incidental to:

a. any act, neglect or default on my/our part or on the part of my/our employees or agents;

b. any defect in the design, material, workmanship or installation in relation to my/ourmedical device product or products;

c. any use of any of the information supplied by me/us or my/our employees or agents inrelation to this application or to my/our medical device product or products, whetheror not such
information has materially contributed to the inclusion of the applicant onthe List of Local Manufacturers or the inclusion of any of my/our product or productson the List of Medical
Devices and whether or not such information is misleading,wrong or inaccurate.

2. 1/We also agree and accept that:

a. the Government, its employees or agents shall not be liable to me/us for any loss of ordamage to property caused by the act, default or neglect of the Government or itsemployees or
agents in the processing of my/our application, the inclusion or non-inclusion of any of my/our information and/or product or products on the Lists beingmaintained under the MDACS
(including but not limited to the List of LocalManufacturers and the List of Medical Devices) or any cause whatsoever arising outof or in connection with the implementation and
management of the MDACS;

b. neither the Government nor any of its employees or agents makes any representation,sta

NEXIFEY | hereby acknowledge the above declaration.

our products(including any v

Scroll down to check the PICS

ST UPDATED ON 15 APRIL 2024)




Individual User — Submit Trader Application —
New Application (P. 5-5)

== Medical Device Information System (MDIS) [[TLITX] Is Your Product A Medical Device? [lI></1) E’;Pf;;:_[’;om_m_ogﬁ_y

. . . L. * - Mandatory field -
Application for List of Importers/Distributors # - Display in public

Form PICS Undertaking by Applicant

Medical Device

Undertaking by Applicant

Trader

To the Government of the Hong Kong Special Administrative Region (hereinafter "the Government™):

Safety Alert I/We have read the latest editions of the Guidance Notes GN-01 (with Appendices 1 to 5) and GN-08 (with Appendix 1) issued by the Department of Health in relation to the Medical Device
Administration Control System (MDACS) and the listing of local manufacturers thereunder.

Adverse Event In consideration of the promise of the Government in section 5.3 of the Guidance Notes GN-08 to proceed with the processing A confirmation pop-up window will dISp|ay the
agree In favour ofthe Govemment as follows: _ o application number upon successful submission.
1. To the maximum extent permitted by law |/we agree to exempt, relieve, exonerate indemnify and hold harmless, and to k
User Account and/or against any and all losses, claims, demands and proceedings(including but not limited to all costs, charges and ex Example,' Appllcatlon sent <MDA2024-51 0250>
issued against, the Government, as the case may be, byany third party in respect of any loss of or damage to any propert . . .
R, JEE R R R e ’ seospER The new application will be sent for MDD
a. any act, neglect or default on my/our part or on the part of my/our employees or agents; screen'ng’ fo”owed by Vett|ng and a pprova | i

b. any defect in the design, material, workmanship or installation in relation to my/ourmedical device product or produ
c. any use of any of the information supplied by me/us or my/our employees or agents inrelation to this application or to my/our meaical device product or products, wWnetneror not sucn
information has materially contributed to the inclusion of the applicant onthe List of Local Manufacturere g nclucion of any of my/our product or producicop the List of Medical

Devices and whether or not such information is misleading,wrong or inaccurate.
2. 1/We also agree and accept that:

Please confirm

a. the Government, its employees or agents shall not be liable to me/us for any loss of ordamage to prog :or itsemployees or

Are you sure to submit?

agents in the processing of my/our application, the inclusion or non-inclusion of any of my/our inform ed under the MDACS
(including but not limited to the List of LocalManufacturers and the List of Medical Devices) or any cau  Only submissions with duly completed application forms and all 1entation and
management of the MDACS; required documents materials will be processed.Materials
b. neither the Government nor any of its en H H arr; provided with any submission will not be returned. ducts(including an v
: y of Click Submit, success arr ing any

ME message will be shown if all

validation has passed No

NEXIFY

ST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit Trader Application —
Change Application (P. 1-4)

1. After logging into the MDIS System, click “Trader” to view or update applications of your
individual account.

2. Select “Trader Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click ”Change

10:07
cation Humber ] [egooooomnarm Note: You can only perform the change of your
e eg:050123/0512: application when the application status is "Application
Approved" or "Application Approved with Conditions".
@ Support v
Search Result l l
Enquiry and Support
) i Listing no. Listing Status Application no. 4 Type Campany Name Status Receive Date Approval Date Expiry Date
ossa Dummy Company
LM24104 Valid LMANQOQS55 New for MDD System Application Approved 25/07/2024 26/07/2024 25/07/2029

Checking

NEXIFY

(LAST UPDATED ON JULY 2024)



Individual User — Submit Trader Application —
Change Application (P. 2-4)

The previous form content will be displayed. Check the section(s) you would like to change in

the “Form” tab. The section will be enabled once checked.
= Medical Device Information System (MDIS) ENEIRERED] [ 1 Your roduct A medical Devicer [N ISR L .

* - Mandatory field

Application for List of Manufacturer # - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Form I PICS Other Change(s) Change Summary

Particulars of Manufacturer

Medical Device

e~
Trader
1001 * Manufacturer's Name #
Dummy Company for MDD System Checkin,
Safety Alert Y y e
EEEENNIEREEENT
Adverse Event
Address #
User Account
Select Address Type O Local EEE
Support v
Address Format | Input by HK Address Lookup v
Enquiry and Support Cityplaza 3, 14 Taikeo Wan Read, Est, Hong Kong
AEEE 14588 AaHTLE3H
Sz Floor | & Unit | 4
No. of employees (for medical devices only) at the above address:
Website# Email csa3_mdd@dh.gov.hk
Telephone 99999999 Fax
Manufacturing Site(s) (if different from the above) # -

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual User — Submit Trader Application —
Change Application (P. 3-4)

Check acknowledge “PICS” statement before submit > Click “Submit” to save and submit the

application.
= i i i ice? 2
= Medical Device Information System (MDIS) D SEE EnoImE et
© - Mandatory Tieia P

Application for List of Manufacturer # - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Form PICS Other Change(s) Change Summary

Medical Device Personal Data (Privacy) Ordinance Statement of Purposes {{E A& ( FLlE ) 185} FHEERR

Trader 1. Purpose of Collection
The personal data that are provided by you in connection with this application or when you are in centact with the Department of Health (DH) in connection with matters related to the Meadical Device Administrative Control System
(MDACS) will be used by the DH for the management and implementation of the MDACS. The provision of personal data is veluntary. If you do not provide sufficient information in the application as specified, we may not be able to

Safety Alert process your application and assess your eligibility for a listing/recognition certificate.

N

. Classes of Transferees
Adverse Event The personal data 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 disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

User Account

w

Access to Personal Data
You have a right to request access to and correction of your perscnal 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 occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

Support v

&~

Enquiries

Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:
Enquiry and Support Executive Officer (Medical Device)

Medical Device Division, Department of Health

Room 604, 6/F, 14 Taikoo Wan Road,

Taikoo 5hing. Hong Kong

Telephone number: 3107 8453

Email address: mdd@dh.gov.hk.

Glossary

Please quote your application number when at mala tha anauirioc

- Scroll down to check the PICS

MR TEERRETEERTHEERES SEERTHEERIENSEEL - EAERNNRHSLNER - WRREFETEENEREEREERANER &R

SEELEETHNEERTEHRERTS
| hereby acknowledge the above statement. X AEBESERZ A0 TRER FEHH -

-

~

HHEBHSER
EEEAERTERAEER BT

su

NEXIFY

UPDATED ON JULY 20




Individual User — Submit Trader Application —
Change Application (P. 4-4)

If there is additional information to be changed, please fill in “Other Change(s)” tab and upload any
relevant attachments as supporting documents > Click “Submit” to save and submit the application

=  Medical Device Information System (MDIS) M B oeoimm e
Application for List of Manufacturer # - The filled information shall be the same as those stipulated in with required documents pmvide‘d-g:fatrllw?;ggiggm
Form PICS [ Other Change(s) ] Change Summary
Medical Device
Others
a2 Trader
A Safety Alert
Adverse Event Uploaded Files Upload /
No file(s) Select files... Drop files here to upload
a User Account
o S In the Change Summary tab, it shows an
s it overview of the changes. Click “Submit” to save
Enquiry and Support Change Summary and submit the application.
Glossary A confirmation pop-up window will display the
Saction application number upon successful submission.
1001 . .
1002 Example: Application sent <LMA2024-500110>
1003 . . .
1004 The change application will be sent for MDD
screening, followed by vetting and approval.
Np

NEXIFY

(LAST UPDATED ON JULY 2024)



Individual User — Submit Trader Application —
Renewal Application (P. 1-2)

1. After logging into the MDIS System, click “Trader” to view or update applications of your
individual account.
2. Select “Trader Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Renewal”
= Medical Device Information System (MDIS) ElCIRGEREED) WIB BE enoimm s

Trader Module

Create Application v

Medical Device Search

1 2 Trader Trader Application Inspection

A Safety Alert Screening

Application Number

Adverse Event
Listing Number

Note: You can only renew your application when the Listing
expiry is within 1 year

Search Result l l

Actions Listing no. Listing Status Application no. + Type Company Name Status Receive Date Approval Date Expiry Da

& User Account

Support >

Dummy Company
- LM24104a3 Valid LMANOQS55_1 Change for MDD System Application Approved 26/07/2024 26/07/2024 25/07/20:
Checking

ﬂ Dummy Company

LM24104 Valid LMANODQO55 New for MDD System Application Approved 25/07/2024 26/07/2024 25/07/20.
Checking
- Dummy Cempany Application Under
IANOOQ506 New for MDD System R 26/07/2024
eview
N E X I F Y Checking

(LAST UPDATED ON JULY 2024)



Np>

NEXIFY

Individual User — Submit Trader Application —
Renewal Application (P. 2-2)

In the Renewal Form, fill in all mandatory fields.

1.
2. Click “Submit” to save and submit the application.
= Medical Device Information System (MDIS) ELCIRILECEL) Wm B Eng | EE R 261325

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Support >

Renewal Application

Particulars of Application

List no 24104a

Company Name Dummy Company for MDD System Checking

A confirmation window prompts. The
There is change to th listing detais since last approval renewal application will be sent for
Cre o MDD screening, followed by vetting
and approval.

Declaration

‘We acknowledge that the listing details of this renewal application would be the same as the last approved version. Approval of this renewal application does not imply the approval of any change application in progress

We confirm that
a. the applicant remains designated as Local Responsible Person by the manufacturer;
b. The applicant remains aware and complies with all device listing conditions (e.g. Post marketsurveillance);
c. All certifications / licences (e g. 1S0 13485 certificate for manufacturing site and recognized marketingapproval) relating to the listed device remain valid and will be submitted to MDD upon request; and
d. The information contained in this renewal form is true and correct

~

/Note: If you select "yes" for the question "There is a change to
the listing details since last approval” you should either have
already submitted change application, or will submit a change
application shall inform MDD of applicable changes in

\accordance with relevant Guidance Notes for Listing. )

(LAST UPDATED ON JULY 2024)



Individual User — Submit Trader Application —
Delist Application (P. 1-2)

1. After logging into the MDIS System, click “Trader” to view or update applications of your
individual account.

2. Select “Trader Application” > “Application” > “Search” > Click “+”

3. More action buttons expanded > Click “Delist”

— 5 H 5 = ice? (11} =
= Medical Device Information System (MDIS) I Your Product A Medical Device? BE coime e D

Trader Module

Create Application ¥

Medical Device Search

#f Trader Inspection

A Safety Alert

Note: You can only delist your application when the
PP - application status is "Application Approved" or
B D "Application Approved with Conditions" with a valid
listing number.

Search Result l l

Actions Listing ne. Listing Status Application no. + Type Company Name Status Receive Date Approval Date Expiry Date

& User Account

Support >

Dummy Company
id IANDOOS05 New for MDD System Application Approved 26/07/2024 26/07/2024 25/07/2027

- IMP240104  Va

Checking
: I Dummy Company
IM241042a  Valid LMANOOS5._1 Change  for MDD System Application Approved  26/07/2024 26/07/2024 25/07/2029
Checking
Dummy Company
LM24104 Valid LMAN0O55 New for MDD System  Application Approved | 25/07/2024 26/07/2024 25/07/2029

NEXIFY Checking

(LAST UPDATED ON JULY 2024)
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NEXIFY

(LAST UPDATED ON JULY 2024)

Individual User — Submit Trader Application —

Delist Application (P. 2-2)

In the “Delist Application”, select the delist reason from drop-down.

1
2. Click “Submit” to save and submit the application.

Medical Device Information System (MDIS)

Delist Application

List Number 240104

Medical Device
Delist Application Date 26/07/2024

12 Trader

Delist Reason

A Safety Alert l

I Your Product A Medical Device? [[I><56] EEE Eng|EE : U Logout
as : &

&5

If 'Other' is selected, please
specify the delist reason.

Adverse Event

2 User Account

Business Decision
Support >

Other

A confirmation window prompts. The delist
application will be sent for MDD screening,
followed by vetting and approval.



Functionalities in Individual User Interface

» Submit CAB Application
» New Application
» Change Application
» Cease Recognition Application

NNNNNN

——
(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
Preparation of application documents

» Requirements, application procedures, guidance for completing
the application form and information required for application

for recognition of CAB, you may refer to:
» the Conformity Assessment Framework and Conformity Assessment
Bodies (GN-04)
» Application Form:
Form
Important Notes for Applicant
Declaration
PICS

YV VYV VY

Np>

NEXIFY

——
(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
New Application (P. 1-5)

— - - - 5 (1] = d
== Medical Device Information System (MDIS) - . Is Your Product A Medical Device? W< YT RS- Lot Louin 20244128 1757

CAB Module Create Application
@ To-Do g
to submit new
2 Medical Device Search appl'cation
=i Trader CAB Application Assessment
® CAB Application Screening

Application Number eq: CABANOD0D0O1/1/1_1/1a
@ NMPA

Listing Number eg: 050123/05/123

A Safety Alert

Clear Full Search

(@ Adverse Event

4a User Account

Click "Search"
@ Support > to find
submitted
applications

Np>

NEXIFY

(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
New Application (P. 2-5)

— - - - . 11} -
= Medical Device Information System (MDIS) Is Your Product A Medical Device? [ SR eTE I

* - Mandatory field
DACS #-The filled information shall be the same as those stipulated in with required documents provided by the applicant

Application for Recognition Under the Conformity Assessment

The form is divided

Form Important Notes for Applicant Declaration PICS

into different parts

Medical Device
Organization Profile

Trader

1% Name of Organization #
|
|

2% Address #

Safety Alert

Taikoo Shing, Cityplaza, 18 Taikoo Shing Road, Eastern District, Hong Kong
BE EE, ATHE 188 KEETL, K5

Adverse Event

User Account Floor | Unit ]

Support »

3 Telephone number # 4 Fax number #
5 Website # 6 E-mail address #
7% Certificate Manager
Name Check Health Position Manager

Select Address Type O Local Overseas

Click “Submit” to apply form
Validat|on ChECkIng Address Format | Input by HK Address Lockup v Search

Save as -

a8 | dnft | e - -

N E X |

(LAST UPDATED ON 16 DECEMBER 2024)



Individual User — Submit CAB Application —
New Application (P. 3-5)

NEXIFY

Medical Device Information System (MDIS) Is Your Product A Medical Device? >3 R —
* - Mandatory field

App"(}ation for Recognition Under the Conformity Assessment B:’de Recogniti[]n # - The filled information shall be the same as those stipulated in with required documents
Scheme of the MDACS provided by the applicant

Declaration

) : Form Important Notes for Applicant Declaration
Medical Device

Declaration

Trader

1. We declare -
i. that the information given on this application form and on any separate sheets that supplement this form is true and correct; and
ii. that the documents that are submitted with this application form are either original documents or true copies of their respective originals.

2. We understand and agree that the requirements of the CAB Recognition Scheme are subject to revisions from time to time. We understand that the updated requirements will be either communicated to us in writing by the
MDD or promulgated in publicly accessible documents issued by the MDD (e.q. a revised edition of the Guidance Motes GN-04), or both. We undertake that we will abide by the latest requirements of the Scheme and by any
instructions that the Department of Health or the MDD issues to us pursuant to any audits or investigations under the Scheme,

3. We agree that the Government may publish the following information to the public once this application is successful:

Safety Alert o our name and contact details;

o our status as a recognized Conformity Assessment Body under the Scheme;

o our scope of recognition, as well as the date when this scope becomes effective.

Adverse Event

ereby acknowledge the above declaration.

User Account

Check to acknowledge the
declaration

(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
New Application (P. 4-5)
Medical Device Information System (MDIS) <3} iR Eng|mE= oot Lo 22128 178

App"cati{)n for ReC{’Jgr’]itiDn Under the C()nformity Assessment B{]dy Recogni‘ti{]n # - The filled information shall be the same as those stipulated in with required documents
Scheme of the MDACS provided by the applicant

-

Personal Data (Privacy) Ordinance

Form Important Notes for Applicant Declaration PICS

Medical Device

Statement of Purposes
Personal Data (Privacy) Ordinance Statement of Purposes {{EAZi ( FubE ) 1861) =R

Trader

1. Purpose of Collection
The personal data that are provided by you with whom the Department of Health (DH) interacts in connection with this application form will be used by the DH for the process and issuance of Certificate to National
Medical Preducts Administration.
The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for the concerned Certificate.

2. Classes of Transferees
The personal data 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.
Safet_y Alert Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

3. Access to Personal Data
Adverse Event You have a 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 occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

User Account 4. Enquiries

Enguiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:
Executive Officer (Medical Device)
Suppc:rt > Medical Device Division, Department of Health

Room 604, 6/F, 14 Taikkoo Wan Road,
Taikoo Shing, Hong Kong Scroll down to check the PICS
Telephone number: 3107 8453

Email address: mdd@dh.gov.hk

Please quote your application number when you make the enguiries. I th‘Eh}l‘ al:knowledge the above statement. = A CESEE=2HaTEE FE20E - .

NEXIFY

(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
New Application (P. 5-5)

— - - . . (111} -
== Medical Device Information System (MDIS) Is Your Product A Medical Device? >SS o 31128 178

* - Mandatory field

s

Appli(}ation for Recognition Under the Conformity Assessment Body Recognition # - The filled information shall be the same as those stipulated in with required documents
Scheme of the MDACS provided by the applicant
Form Important Notes for Applicant Declaration PICS

Medical Device

Personal Data (Privacy) Ordinance Statement of Purposes {{EA il ( fulE ) 1561y BiEER

Trader

1. Purpose of Collection
The personal data that are provided by you with whom the Department of Health (DH) interacts in connection with this application form will be used by the DH for the process and issuance of Certificate to National
Medical Products Administration.
The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for the concerned Certificate.

2. Classes of Transferees
The personal data you provided are mainly for use within the DH but they may also be disclosed to other Government bureaux/der-
Safety Alert Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclos A f t . d . ” d . I th
confirmation pop-up window will display the
3. Access to Personal Data application number upon successful submission.
Adverse Event You have a right to request access to and correction of your personal data as provided in accordance with the Personal Data (Priv

personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee may be imposed for complying wi EXGmp/E’-' AppllCatlon sent <CABA2024'500025>
User Account The new application will be sent for MDD
= ’ 4. Enquiries ) )
Enguiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed screent ng, fouowed by vetti ng d nd d pprova I .
Medical Device Division, Department of Health
Room 604, &/F, 14 Taikoo Wan Road,
Telephone number: 3107 8453 Are you sure to submit?
Email address: mdd@dh.gaov.hk

Support >

Executive Officer (Medical Device)
Taikoo Shing, Hong Kong
Only submissions with duly completed application forms and all

Please quote your application number when yo CI |Ck SU bmit, success required documents materials will be processed.Materials

provided with any submission will not be returned.

message will be shown if all

validation has passed
NEXIFY No Yes

(LAST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit CAB Application —
Change Application (P. 1-3)

1.
2.

Medical Device Information System (MDIS)

CAB Module

Create Application

Medical Device Search

22 Trader CAB Application Aszessment

CAB Application Screening

Application Number
NMPA
Listing Number

A Safety Alert 2

Search Result

©) Adverse Event

& User Account

Actions Listing no. Listing Status
- CAB24005 Valid
;@ =
4
1~ 1 L 10 ¥ | itemns per page

NEXIFY

Application no.

CABANDOOOOT

1

Type

Mew

In “CAB” module, select “CAB Application” > “Application” > “Search” > Click “+”
More action buttons expanded > Click “Change”

. | 11} -,
Is Your Product A Medical Device? MB m=s  Fng| ¥3 [ -

Note: You can only perform the change of your
application when the application status is "Application
Approved" or "Application Approved with Conditions".

!

Organization

Name Status Receive Date Approval Date Expiry Date
Dummy Company L J -
for MDD System PPUCAtion APProved  5g 11,2024 29/11/2024 28/11/2029

Checking with Condition

-

»

1-10f1items

(LAST UPDATED ON 16 DECEMBER 2024)



Individual User — Submit CAB Application —
Change Application (P. 2-3)

The previous form content will be displayed. Check the section(s) you would like to change in
the “Form” tab. The section will be enabled once checked.
= Medical Device Information System (MDIS) g 55 Enoiwm kel s

* - Mand field
Application for Recognition Under the Conformity Assessment Body Recognition Scheme of the MDACS  # - The filled information shall be the same as those stipulated In with required documents provided by afmyjl_.gm

Form Other Change(s) Change Summary

Medical Device
Organization Profile

2 Trader
1% Name of Organization # Dummy Company for MDD System Checking

2% Address #

Cityplaza 3, 14 Taikoo Wan Road, Est, Hong Kong

Safety Alert ASHE 145 XSRFOMIG

Floor 6 Unit 4
Adverse Event
User Account 3 Telephone number # 4 Fax number &
5 Website # 6 E-mail address #
Support >
7% Certificate Manager
Name Health Check Position
Address O Local Overseas

Select Address Type

Address Format | Input by HK Address Lookup v

Floor Unit

Np>

NEXIFY

Submit } Cancel

(LAST UPDATED ON 16 DECEMBER 2024)



Individual User — Submit CAB Application —
Change Application (P. 3-3)

If there is additional information to be changed, please fill in “Other Change(s)” tab and upload any
relevant attachments as supporting documents > Click “Submit” to save and submit the application

= Medical Device Information System (MDIS) g §55 Erimm (UK s
57 e : o * - Mandatory field
Application for Recognition Under the Conformity Assessment Body Recognition Scheme of the MDACS  # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
@ To-Do

m [ Other Change(s) Change Summary

& Medical Device
Organization Profile

=2 Trader
1% Name of Organization # Dummy Company for MDD System Checking
= CAB
2% Address #
© NMPA
Cityplaza 3, 14 Taikoo Wan Road, Est, Hong Kong
A Safety Alert ASHE 148 XSHT LMK
Floor 6 Unit 4
@ Adverse Event .
In the Change Summary tab, it shows an
& User Account 3 Talephons Rmber ¥ 4 gy overview of the changes. Click “Submit” to save
S nee 5 Website 6 Email address # and submit the application.
A confirmation pop-up window will display the
" s application number upon successful submission.
Name Health Check Position . .
. Example: Application sent <CABA2024-500026>
hodres elec ress Type O Local Overs: X i .
s The change application will be sent for MDD
e Fomat |_tpr 3y TS PR - screening, followed by vetting and approval.
N > Floor Unit
NEXIFY v

(LAST UPDATED ON 16 DECEMBER 2024)




NEXIFY

(LAST UPDATED ON 16 DECEMBER 2024)

Individual User — Submit CAB Application —
Cease Recognition Application (P. 1-2)

1.
2.

T Adverse Event

& User Account

? Support >

In “CAB” module, select “CAB Application” > “Application” > “Search” > Click “+”
More action buttons expanded > Click “Cease Recognition”

Medical Device Information System 3)
CAB Maodule
Medical Device Search
2 Trader CAB Application | Assessmen t
CAB Application Screening

Application Number
NMPA

Listing Number

A Safety Alert 2

Search Result

Actions Listing no.

Download Listing Document

Listing Status

CAB24005 valid

10 ¥ | items per page

Application no.

CABANODDOOT

i

Type

New

. amE -
Is Your Product A Medical Device? MB === Eng | E2 Lot Lo 20241120 1408 Logout

Full Search

!

Status Receive Date Approval Date Expiry Date

Application Approved

28/11/2024
with Condition 1

28/11/2024 28/1172029

1-1of 1items



Np>

NEXIFY

Individual User — Submit CAB Application —
Cease Recognition Application (P. 2-2)

In the “Cease Recognition”, select the cease reason from drop-down.

Click “Submit” to save and submit the application.
Medical Device Information System (MDIS) Mg 3P Engiwm mechkal

Cease Recognition

NN =

To-Do

List Number CABAN0000O7
Medical Device
Cease Recognition Date 24/10/2024 B
2 Trader
Cease Reason --- v
CAB
NMPA
A Safety Alert A confirmation window prompts. The cease

recognition application will be sent for
MDD screening, followed by vetting and
approval.

Adverse Event

a User Account

Support >

(LAST UPDATED ON 16 DECEMBER 2024)



Functionalities in Individual User Interface

» Submit NMPA Application

NNNNNN

——
(LAST UPDATED ON 16 DECEMBER 2024)




Np>

NEXIFY

Individual User — Submit NMPA Application (P. 1-5)

== Medical Device Information System (MDIS)

Medical Device

Trader

Safety Alert

Adverse Event

User Account

Support >

NMPA Module

Create Application

Search

NMPA Application

Application Screening

Application Number
Listing Number

Model

(G

Click "Search"
to find

submitted
applications

Is Your Product A Medical Device? >R

Create Application

to submit

Manufacturer Name

(LAST UPDATED ON 16 DECEMBER 2024)
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Individual User — Submit NMPA Application (P. 2-5)

= Medical Device Information System (MDIS) Is Your Product A Medical Device? DN IZNTE S AR ol "IN Logout

* . Mandatory field

NMPA Application # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
The form is divided
Form Declaration PICS . .
e into different parts
Medical Device
Particulars of Application
Trader
1% Device Classification v
Classification Rule
Brand Name #
Safety Alert
Model #
Adverse Event
Add
User Account Action # English Chinese
No record found :
Support >
AMDNS Code v AMDNS Term
Intended use of the device #
4
2 " )
Click “Submit” to apply form
. . . V2
validation checking
Name of Local Manufacturer #
N ' Save as

oo RTINS e a

(LAST UPDATED ON 16 DECEMBER 2024)
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Individual User — Submit NMPA Application (P. 3-5)
EnglSB

= Medical Device Information System (MDIS) <
* - Mandatory field

NMPA Application # - The filled information shall be the same as those stipulated in with required documents provided by the applicant

Form Declaration DECIa ratlon

Medical Device
Declaration

Trader

-

. We 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 under the MDACS, 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/er 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 te:

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 materizlly contributed to the inclusion of the device or devices on the List of Medical Devices 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.

ra

w

Safety Alert

LIS

Adverse Event
| hereby acknowledge the above declaration.

User Account

Check to acknowledge the

Support >

declaration

UPDATED ON 16 DECEMBER 2024)



Individual User — Submit NMPA Application (P. 4-5)

— . = . L1 1] -
= ol Devica? mdd_chk_all
== Medical Device Information System (MDIS) Is Your Product A Medical Device? W<'c T I=ILIES -] iyl  Logout
o : * - Mandatory field
NMPA Apphcatlon # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
@ To-Do

Personal Data (Privacy) Ordinance

Form Declaration PICS

Statement of Purposes
Personal Data (Privacy) Ordinance Statement of Purposes ({EAZE#l ( FifE ) 156]) BB

8 Medical Device

ud Trader 1. Purpose of Collection

The personal data that are provided by you with whom the Department of Health (DH) interacts in connection with this application form will be used by the DH for the process and issuance of Certificate to
Mational Medical Products Administration.

& CAB The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for the
concerned Certificate.
© NMPA
2. Classes of Transferees
The personal data 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
A Safety Alert above, if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

3. Access to Personal Data

(® Adverse Event You have a 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 night to obtain a
copy of your personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee may be imposed for complying with a data access request.

a User Account 4. Enquiries
Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to:

Executive Officer (Medical Device)

@ Support > Medical Device Division, Department of Health
Room 604, 6/F, 14 Taikoo Wan Road,
Taikoo Shing, Hong Kong
Telephone number: 3107 8453
Email address: mdd@dh.gov.hk

Scroll down to check the PICS

Please quote your application number when you make the enquiries.

gy

WEEHEN

HEET=ERES

ENEHPERE

by

| hereby acknowledge the above statement. £ ACHEEEE2AOTEF L2601 -

2. FRAnHaER

ERED

NEXIFY

ST UPDATED ON 16 DECEMBER 2024)




Individual User — Submit NMPA Application (P. 5-5)

— . . . " . H-H P mdd_chk_all
== Medical Device Information System (MDIS) Is Your Product A Medical Device? l><'g - TES i sl NPRRN  Logout

o : * - Mandatory field
MP, | 1on # - The filled information shall be the same as those stipulated in with required documents provided by the applicant
F 1 p ) PI

Form Declaration PICS

Medical Device

Personal Data (Privacy) Ordinance Statement of Purposes (@ AZE#l ( F.0E ) 156]) FizERR

Trader 1. Purpose of Collection

The personal data that are provided by you with whom the Department of Health (DH) interacts in connection with this application form will be used by the DH for the process and issuance of Certificate to
National Medical Products Administration.

The provision of personal data is voluntary. If you do not provide sufficient information in the application as specified, we may not be able to process your application and assess your eligibility for the
concerned Certificate.

CAB

ol

Classes of Transferees
The personal data 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
Safety Alert above, if required. Apart from this, the data may only be disclosed to parties where you have given consent to such disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

3. Access to Personal Data
Adverse Event You have a right to request access to and correction of your personal data as provided in accordance with the Personal Data (Privacy) Ordina

copy of your personal data provided by you during the occasion as mentioned in paragraph 1 above. A fee may be imposed for cor'ﬂpl;,r\'ng v A co nﬂ rmatlon pop'u p WI ndow WI ” d|5p|ay the
application number upon successful submission.

User Account 4. Enquiries

Enquiries in relation to the personal data, including requests for making access or corrections to the data, should be addressed to: Example_' App/ication Sent <NMPAA2024-500008>
Executive Officer (Medical Device) q g a .
Support > Medical Device Division, Department of Health The application will be sent for MDD screening,
Room 604, 6/F, 14 Taikoo Wan Road, a
Yokoo Sting Hong Kong followed by vetting and approval.

Telephone number: 3107 8453
Email address: mdd@dh.gov.hk

Please confirm

Are you sure to submit?

Please quote your application number when you make the enquiries.

JWEEHEN

Only submissions with duly completed application forms and all
required documents materials will be processed.Materials
provided with any submission will not be returned.

— . !
—r message will be shown if all :

validation has passed

NEXIFY

ST UPDATED ON 16 DECEMBER 2024)



Functionalities in Individual User Interface

» Other application-related matters
Access draft application

Check application status
Responding to Application Enquiries
Withdraw application

Download Listing Certificates

VYVVVYVY

NNNNNN

——
(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — Access draft Application

= Medical Device Information System (MDIS) Ry E0 e
S
To-Do
= MD 12 Trader A safety Alert (D Adverse Event
Medical Device Drafting a Drafting n Drafting Drafting
Require Outstanding Info m Require Outstanding Info m Under Assessment n Under Assessment m
T (Screening) (Screening)
Require Outstanding Info a Require Outstanding Info a
(Application) (Application)
AT Approved/Rejected m Approved/Rejected m
Inspection Require Followup a
Adverse Event
Pre-market Post-market
User Account
MD Screening Application(s) Pending Submission
Actions Screeningno. 4 Y  Status Category Type Company Name Y  Mame of Legal Manufacturer
\-'i-:-.r.- L| pdate -D iscard . . . . .
Saved draft application will appear in the Screening -
1 . . . . . . . . L4
Application(s) Pending Submission To Do list. Click "View"
L] T oW 1 oo 10 . L . o 1-10of1items
to view the submission, “Update” to continue editing, or
Export . . . .
“Discard” to discard the draft application
-

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — Check Application status

The status will be updated according to MDD's procedures. You can check the latest status by

clicking “Medical Device” / “Trader” and search the application record of interest.
= Medical Device Information System (MDIS) ELCIRIEEIED) Wm SR EngimEE L esrsar

-

Medical Device Module

Create Application v

Medical Device Search
Trader MD Application LRP SOP Application

Application Screening

Safety Alert

Application Number eg: ANOOOOO

Adverse Event
Listing Number eg: 050123/05/123 Manufacturer Name

User Account Make

In the ‘Application’ tab, you can search for application,
view the latest status, and submit supplementary
information if needed.

Model

Support »

Search Result l l l

Listing no. Listing Status Application no.  + Category Application Type Status Make Model

=

2

5

2
»

+ View 241013 Valid ANO010120_1 MD101 Change Application Approved Model ABC

View 241013 Valid ANO010120 MD101 New Application Approved Model ABC
+ 241012 Valid AN010119_1 MD101 Change Application Approved Model ABC
241012 Valid AN010119 MD101 New Application Approved Model ABC

241011 Valid AND10118 MD101 New Application Approved Model ABC

ND> =

: Application Und
NEXIFY AN010117 MD101 New npelestion nder Model ABC .

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — Responding to Application Enquiries

After receiving notification email for new message from a particular application number, you can
access the To-Do list in the Individual account for the application required action

— - - u L 11}
— ira? B2 506
== Medical Device Information System (MDIS) LLAKECEECTREEE] Is Your Product A Medical Device? i< B I — Logout
4« 4 b L 10 = | items per page 0-0of Diterns
Medical Device MD Screening Application(s) Outstanding Enquiries
Trader Actions Screeningno. 4 YT  Status Category Type Company Mame T  Mame of Legal Manufacture
Mo records available. :
Safety Alert ) .

R v » o 10 v | items per page Inquiries from MDD at Initial Screening and Application 0 of 0 items
Adverse Event

stage will be displayed in Todo list for user's response

User Account MD Application(s) Qutstanding Enquiries
Support > Actions ApplicationMo. + ¥ Status Acknowledgement date Application Type T  Manufacturer T
ANDI10574 Application Under Review 15/08/2024 New ] .
ANO10507 Application Under Review 06/08/2024 New ]
4 b :

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — Responding to Application Enquiries

1. Access “Conversation” tab for the application to view the enquiry from MDD
2. Click “Reply” to provide complete reply or supplementary information

MD Application

Summary Summary Table Conversation

N

Conversation

2

Subject: Test Enquiry Edf{JQIEa 0:47:40 Tuesday
From: [SO(MD)6] Alex WONG

Dear Sir / Madam,
Application Mo.: AM012345 for Listing Class 11l Medical Device(s)
Further to our letter ref ANO12345 dated regarding your application for listing , please be reminded that the following items are still outstanding after one month:

Please note that if you still fail to submit the outstanding items to us within two months from date of this letter, we would assume that you have no more interest in the application and it will NOT be
further processed. If you wish to pursue the application again, you will need to submit a fresh application.

Should you have any queries, please feel free to contact me by phone or by mail guoting the application number.

NEXIFY
______________________________________________________________________________________________________________________________________]

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — Export Application Enquiries

1. Access “Conversation” tab for the application to view the enquiry from MDD
2. Click “Print” to export all conversations for the application

= Medical Device Information System (MDIS) ECIEESFITIEFEN)

Is Your Product A Medical Device? Mm

MD Application

Summary Summary Table Conversation

Medical Device . 1
Conversation

Trader

subject: Re: [N
CAB From:

Dear Sir / Madam,

While this case is under review, please provide the following information for our further processing:-

1. Please provide an updated Business Registration Certificate

Safety Alert

2. Please advise whether same set of [FU and labelling were submitted for marketing approval by EC, HC, and TGA.

Adverse Event 3. Please advise whether the marketing approval from TGA is dependent on EC.

4. Please advise whether th_red by marketing approval from HC. If affirmative, please supplement the certificate.
User Account

5. Please provide the DoC submitted for TGA marketing approval

SUppOI‘t 5 6. Please provide an EC MDR certificate or declaration as per Regulation (EU) 2023/607, latest DoC, and Essential Requirement.

7. Please advise whether the dressing kit would be supplied sterile. If affirmative, please also provide a sample of the package labelling that indicates the sterilization method.

8. Please advise whether the "MD" symbol, as required under MDR, would be displayed on the device labelling.

9. Please advise whether there is marketing approval from other jurisdiction, e.g. FDA, etc. If affirmative, please send the marketing approval certificate for our reference.

Thank you.

Best Regards,

NEXIFY

UPDATED ON 16 DECEMBER 2024)
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Individual Users — Withdraw Application

= Medical Device Information System (MDIS) [[lG o Rk Is Your Product A Medical Device? [~ S=IVIE - SLCCNNININNNNINN  Logout
Last Login: 2024-08-24 1425

Medical Device Module

Create Application ¥

Medical Device

Search
Trader MD Application | LRP SOP Application
Safety Alert Application Screening

Application Mumber eg: ANO00OO
Adverse Event

Listing Mumber eg: 050123/05/123 Manufacturer Name

User Account Make

Model English Chinese

Support >

Search Result

Withdraw
application

b no. Listing Status Applicationna. ¢ Category Application Type Status Manufacturer Model
WID107 Newr Appllcat|on Under
Review
View MD101 New Application Under

Review

(LAST UPDATED ON 26 SEPTEMBER 2024)




Individual Users — Withdraw Application

1. Enter remarks
Click “Submit” = Mois Mg HE eome 0 e D
3. Press “Yes” and Withdraw Application

conf!rm dlalog b9x to e .

confirm submission of Medical Device Numoer

withdrawal request

N

Remark Testing

A .

Trader

Safety Alert

Adverse Event
User Account
Please confirm

Support »

Are you sure to submit?

2

NP
NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — Download Listing Certificates (P. 1-3)

= Medical Device Information System (MDIS) EXITEII) o o mnace D
= s @
Medical Device Module
@ To-Do =
F
& Medical Device S
earch
o
as Trader MD Application LRP SOP Application &
Scree w
A Safety Alert Application SCTRENg
Application Number
(@ Adverse Event +
Listing Number Manufacturer Name
& User Account Make
— E "Medical Device" / "Trader" modul d
® Swport > nter "Medical Device rader" module an
select the application with the status
c " : . " . n,n
[ Application approved". Click "+" button to
expand the action menu, then click
Search Result " q g "
Download Listing Document
Actions Application Type Status Make Model Issue Date
-~
- 24100 Vahd ANO10001 MD101 New Application Approved Medilas L UroPulse 21/03/2024
e | Ancos392 wo101 New NUnin | MRt vt | oy
) Application Under Medical Measurement
_7 i AN009387 MD101 New R ISR Solar GI
] y 5 B.

Application Under



Np>

NEXIFY

Individual Users — Download Listing Certificates (P. 2-3)

Preview Listing Certificate

Please make sure all information above are correct before download. Once downloaded, all listing information cannot be changed / modified.

SeRiTEERR
SEz3
By
#3&: www.mdd.gov.hk

| B33

Listing No.

LitEs L

IRewsnon No.

=D

Manufacturer
L3 4

j8rand Name and Mode!
EEER

Device Description

| Bt
Manufacturing Site
FTEARA

Local Responsible Person
LLEASE

Date of issue

-~ T

Download

®
=NES
CERTIFICATE OF LISTING
24100
e —
21/03/2024
20/03/2029

Medical Device Division
Department of Health,
Government of the Hong Kong
Special Administrative Region
Website: www.mdd.gov.hk

HV|ER

(
(Or )
for Director of Health

(LAST UPDATED ON 26 SEPTEMBER 2024)



Individual Users — Download Listing Certificates (P. 3-3)

Preview Listing Certificate

CERTIFICATE OF LISTING

241001

EREIR

Brand Name and Model
FHZE

Device Description
=i

Manufacturing Site
FHEARA

Local Responsible Person
b=

Date of issue

o=
PA

21/03/2024

20/03/2029
Valid until

SEEEE
i
(Dr|
for Director of Health

Please make sure all information above are correct before download. Once downloaded, all listing information cannot be changed / modified.

—| 1 hereby confirm the above information are correct.

Remark to MDD

N > Retum to MDD with emarks S e Return to MDD with remarks.

NEXIFY
| I

(LAST UPDATED ON 15 APRIL 2024)




Overview of Application Status (Initial Screening stage)

Application Status Interpretation

When the applicant clicked “Save” to a created application before submit.
Drafting applications can be stored in MDIS for up to 3 months

The applicant clicked "Submit" and the application has been successfully
submitted

Drafting

Application submitted

Application Acknowledged The application has been screened by MDD
Application Closed The application has been closed by MDD
Withdraw request submitted The applicant clicked "withdraw" and submitted the withdrawal request

Application withdrawn MDD confirmed the applicant’s withdrawal request

Np>

NEXIFY

(LAST UPDATED ON 15 APRIL 2024)




Overview of Application Status (Application stage)

Application Under Review The application is being reviewed by MDD’s vetting officer

Application Closed The application has been closed by MDD

Withdraw request submitted The applicant clicked "withdraw" and submitted the withdrawal
request

Application withdrawn MDD confirmed the applicant’s withdrawal request

Application Approved The application is approved. The applicant can download the
certificate from the MDIS.

Application Approved with The application is approved with conditions given by MDD. The

Condition applicant can download the certificate from the MDIS.

Application Rejected The application is rejected. The applicant can download the reject

letter from the MDIS.

Delist Application Approved The delist application is approved. The applicant can download the
delist letter from the MDIS.

Np>

NEXIFY

(LAST UPDATED ON 26 SEPTEMBER 2024)




Enquiry and Support

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

* For other general enquiries related to applications under
MDACS, please contact Medical Device Division at 3107 8484

or email at mdd@dh.gov.hk.

Np>

NEXIFY

——
(LAST UPDATED ON 26 SEPTEMBER 2024)
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