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1. Introduction

User Manual — Applicants (Internet) v0.2

The Singapore Health Product Access and Regulation E-System (SHARE) is a digital platform that supports the Health Sciences Authority (HSA) in the regulation of
health products. Currently, SHARE provides regulatory support for Cell, Tissue, and Gene Therapy Products (CTGTP) and Medical Devices (MD).

This user guide focuses on the functionalities of SHARE that support the regulation and management of Medical Devices (SHARE-MD). In SHARE-MD, applicants
can view medical device information online and perform various transactions related to medical devices, such as registration, licensing, change notifications, and

more.

The table below describes the different applications available in SHARE-MD.

Submission Type

Product Notification
Product Notification
Product Notification

Product Registration

Product Registration
Product Registration
Product Registration

Product Registration

Product Registration

Product Registration
Dealer’s Licence
Dealer’s Licence
Dealer’s Licence
Dealer’s Licence

Application Type

New
Amendment
Cancellation

New

Retention
Cancellation
Change Notification

Change of Registrant

Fulfilment Of Approval Conditions

Global Update of Importers
New

Amendment

Renewal

Cancellation

Description

Notify HSA of newly introduced Class A medical devices intended for supply in
Singapore.

Inform HSA of any modifications made to existing Class A medical devices already
notified.

Notify HSA to formally cancel previously notified Class A medical devices from the
Singapore market.

Submit an application to register your medical device with HSA before supplying it in
Singapore.

Maintain the active registration of a medical device already approved by HSA.
Formally cancel the registration of a medical device previously approved by HSA.
To notify HSA prior to implementing changes to your medical device.

Request the transfer of registration ownership to another registrant, initiated by the
accepting company (new registrant).

Provide additional supporting documents required to meet approval conditions for
your registered medical devices.

Update the list of importers for your registered medical devices.

Apply for a licence to import, manufacture, or supply medical devices in Singapore.
To update or change the details of your existing dealer’s licences.

Renew an existing dealer’s licence before it expires to continue operations.

Submit a request to cancel your current dealer’s licence.
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Submission Type

Dealer’s Licence
Special Access Route

Special Access Route
Special Access Route

Export Certificate

Free Sale Certificate

Application Type

Fulfilment Of Approval Conditions

New

Distribution Records
Fulfilment Of Approval Conditions

New

New

User Manual — Applicants (Internet) v0.2

Description

Provide necessary documentation to meet conditions required for maintaining the
dealer’s licence.

Apply for Special Access Route for the import and supply of unregistered medical
devices for clinical use, export or re-export, non-clinical purposes, or for the import of
registered medical devices on a single consignment basis.

Notify HSA of distribution records of devices imported under SAR to ensure
traceability.

Submit required documentation to fulfil the approval conditions of an SAR licence.
For local manufacturers to apply for an export certificate for locally manufactured
medical devices that are not registered with or notified to HSA.

For companies to request for a free sale certificate for medical devices notified on Class
A Medical Device Database or registered on the Singapore Medical Device Register
(SMDR).
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2. Terminology and Abbreviation

This section consists of abbreviations and definitions generic to all sections.

Terms
Applicant

Class B/C/D Products

CN

CoR
Corppass
CSDT
DASH
Dealer
Dossier
FSCA
GIRO
GMD
HSA

MD
MEDICS
ML

OTP

aMms
Query
Registrant
SAR
SHARE

Definition

An individual appointed by the company to make a submission to HSA

Products registered in SHARE. Class B/C/D/D (contains registrable therapeutic/medicinal product) indicates the product’s risk
classification. Class D (contains registrable therapeutic/medicinal product) itself is a combination product (Device-Drug).
Change Notification

Change of Registrant

Authorisation system for entities to manage digital service access of employees who need to perform corporate transactions.
Common Submission Dossier Template

Digital All-in-one System for Health products

Entity that performs the following activity — import, wholesale, or manufacture Medical Devices

Set of documents which are uploaded by an Applicant for an Application Form

Field Safety Corrective Action

General Interbank Recurring Order

General Medical Device

Health Sciences Authority

Importer’s Licence

Input Request

In-Vitro Diagnostic

Medical Devices

Medical Device Information Communication System

Manufacturer’s Licence

One-Time-Password

Quality Management System

A question raised by officer to request more information or clarity

Person/Company who applied for and obtained the registration of the health product under the Health Products Act
Special Access Route

Singapore Health Product Access and Regulatory E-System
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Terms Definition
SHARE-MD Singapore Health Product Access and Regulatory E-System focusing on Medical Devices
SMDR Singapore Medical Device Register
TAT Turnaround Time
uDlI Unique Device Identifier
UEN Unique Entity Number
WD Working Day
WL Wholesaler’s Licence
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3. Login

1 < s o (= mm @ Googeiens %) Enter the URL in the search bar
[ - ' Intemet
URL: https://share.hsa.gov.sg/
2 e Applicant will be brought to the main

page of SHARE when they access the
URL above.

apore Health
ess and ST

" Press Login with Corppass

Log in with corppass

Don't have corppass account? Get started
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Welcome to SHARE

Cell, Tissue or Gene
Therapy Products
(CTGTP)

Health Sciences Authority

Report Vulnerability Privacy Statement Terms of Use

HSA Data Protection Share your viev ACH

Medical Devices (MD)

Who we are Announcements Careers ContactUs Feedback ¥ @ M@

© 2025 Government of Singapore

User Manual — Applicants (Internet) v0.2

Applicants would be able to choose the
product type that they would like to

apply for.
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4. Overview

4.1. Set Up

4.1.1. Address book

Applicants will be able to maintain their notification preferences by adding the contact details of key personnel to the Company Address Book.

® A Singapoce Government Agency Webstte  Haw 1o identify a

5 o Steps:
Visa s @ 1) Select
T 2) Select ‘Address Book’

_ Home Mo b
Pending Task (- I
13 Appications / Overview '
9 input Requests
& Products Active Applications Pending Tasks Products Dealer's Licences
£ Dewers , 4 ® 1 ® 0 a 6 m
View Active Apphcations View Pending Tasks View all products View ol dodler's dcences

5 E-GIRO Application

Latest Active Applications

List of most recently updated Active appications. You may access the specific categorios from the Appications mene.

[ View Draft Appscations

MDS$9250305Q0013 Wahdraw | View MDSAR250305P0012.1 Withdraw | View

New Applcat Type Fulfisment Of Approval Condition Extension
verall System Name System 1350-050325 Overall System Name

GN-29 Purg
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P rs ency Website How to identify~
““'FH‘.J\
Company Address Book
5. No. Contact Person Contact Number
1 Sarah +65-
2 Tre Nikolaus +15-3

Emai

Sarah@company.com

Head of Regulatory Main Contact Person

o[ Add Contact ]
o U
=10

Dashboard

User Manual — Applicants (Internet) v0.2

3) Mark the contact person as
‘Head of Regulatory’

4) Mark the contact person as
‘Main Contact Person’ who
will receive email
notifications generated by
SHARE relating to all
processes under the
company UEN, including
submission
acknowledgements, input
request notifications,
renewal reminders, approval
notifications etc.

5) Edit the existing contact
details

6) Delete the existing contact
details

7) Add a contact person

The company address book functions
as a global update for the address
book, ensuring synchronisation
across various applications
submitted under the same
company’s UEN. All contacts listed
under the company address book,
indicated as the “Main Contact
Person” will receive notifications for
ALL applications submitted under the
same UEN.
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® A singapore Government Agency Website How 1o identity v
Company Address Book
v»is/\
ny m9 Contact Person *
e Contact Number * +65
S.No. Contact Porso@ Email *
1 Tre Nikolaus 0 Head of Regulatory O
@ Main Contact Person O

4.1.2. Billing Information

Applicants will be able to maintain their billing account by accessing “Manage Client Codes”.

Cancel @

User Manual — Applicants (Internet) v0.2

8) Add the name of contact
person

9) Add the contact number

10) Add the email address

11) Applicants are required to
mark at least one contact
person as ‘Head of
Regulatory’

12) (Optional) Mark the contact
person as ‘Main Contact
Person’

13) Save and submit the new
contact details

Please note that the billing account is shared between Cell, Tissue, and Gene Therapy Products (CTGTP) and Medical Devices (MD). Thus, for companies that have

existing billing account, there is no need to set up a new billing account.
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P Asingapore Government Agency Website How to identify
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Y HSA
Focused View

Pending Task [« J
@ Appiications >
® Input Requests >
& Products >
Dealers >

&3 E-GIRO Application

©

Home

Overview

Active Applications
2

View Active Applications

Latest Active Applications

Pending Tasks
a4

View Pending Tasks

Products
9

View all products

List of most recently updated Active applications. You may access the specific categories from the Applications menu.

MDNR250428K0019

Application Type

Product Name

Submission Type

P Asingapore Government Agency Website How to identify v

\4
“’ HSA

1

Client Code

@ No Data Available

| withdraw | view |

New
SeoulM

Product Registration

MDND250424R0018

Application Type

Licence Type

Submission Type

Dashboard

%

Welcome, MD UAT
Company 05 User 01

MD UAT Gompany 05

Last Login: 07/05/2025

Address Book

9 Manage Client Codes

(using DASH)

E Syne Client Codes from

DASH (Testing)

Sign out

Dealer's Licences

View all dealer's licences

[ view Draft Applications

| withdraw | view |

New
Manufacturer, Importer

Dealer's Licence

Dashboard

Billing Management

o

User Manual — Applicants (Internet) v0.2

1) Select
2) Select ‘Manage Client
Codes (using DASH)’

3) Add Client Code
4) Edit the existing Client
Code

Note: Applicants can only set up a
new billing account if they don’t
have existing billing account
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"
Visa

Y

Client Code

tCompany WC00012348

m C-00330140

Jane Doe

Toath

N, Flrst Street, #0101, First

Tower, Singapore 123456

123, Test)L M2-12 ’eu‘o

Sngapore 123456

123, Testd, #1212, Tosts,

Smaanore 123458
Singapore 123456

® A Singapore Government Agency Website  How to identify v

Vi

Client Code

@ If you are setting up a new billing account, please note that it may take 1-2 working days for us to process your information. Once processed, you will be able to perform

transactions.

Client Code

@ No Data Available

UEN
Company Name

Client Code Name *

Billing Contact Person *

Phone Device Type *

Billing Contact Number *

Postal Code *

Block / Number *

Level - Unit

Street Name *

Building Name

Billing Email *

Payment Mode

MDUATCompanyQSUEN

MD UAT Company 05 (updated as of 07 May 2025)

Select an option
65 -

Get Address

Online

User Manual — Applicants (Internet) v0.2

5) Fill the Client Code
information

6) Fill the Refund Bank
Details

7) Save and submit the new
billing account

Note: For setting up a new billing
account, it may take 1-2 working

days for it to be processed. Once

processed, Applicants will be able
to perform transactions.
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Refund Bank Details

@ This bank details are for refund purposes only. This would be different from the GIRO bank details that you have created with the Finance team.
Bank Name *
Bank Account Holder Name *

Bank Account Number *

o
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4.2. Dashboard

The Home Page is where you land when you log in. The dashboard gives an overview of statuses of all the applications. It helps to navigate directly to the
respective pages when clicked.

® A singapore Government Agency Website How to identify v a H ome- Da S h boa rd
“‘VHSA Dashboard o
—— The left panel serves the purpose of aiding
applicants in navigating through the
following options:
Home
Pending Task (< I Pending Tasks
Ribveize il Overview Applications
® Input Requests >
Input Requests
& Products 2 Active Applications Pending Tasks Products Dealer's Licences P d t
roducts
L ’ iew Active Applications :ew Pending Tasks 8 \?ew all products = \:ew all dealer’s licences |
& E-GIRO Application D ealers
Latear Acttva Applications . . Applicants would be able to create a new
List of most recently updated Active applications. You may access the specific categories from the Applications menu.
application by clicking on the “New
MDNR250428K0019 Withdraw | View MDND250424R0018 [ Witharaw | view | Application” button.
Application Type New Application Type New
Product Name SeoulM Licence Type Manufacturer, Importer The blue ca rds Se rve the fo“owing
Submission Type Product Registration Submission Type Dealer's Licence v fu n Ct | 0 n S :

Active Applications:

- Displays all applications submitted by
the applicant pending HSA approval.

Pending Tasks:

- Allows applicants to click and assess
all tasks that require their response.

Products:

- Presents a list of products.

Dealer’s Licences:

- Presents a list of dealer’s licences.
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Latest Active Applications:

- Displays the latest active Applications
submitted by the Applicant that are
still in the review stage, along with
key information about the
Applications. The Applicant can
perform actions such as viewing the
details of the Application and
initiating a withdrawal. Applicants
could view all draft applications by
clicking ‘View Draft Applications’.

4.3. Pending Tasks

Displays the number of tasks that are pending action from the Applicant, including:
¢ Input Requests (IRs) that are pending the Applicant’s response
¢ Pending Payment for online payment invoices
e Acceptance of Assignment as Importer of Products
e Fulfilment of Approval Conditions application drafts that are pending the Applicant’s submission by the Approval Condition due date

¢ SAR Distribution Records application drafts that are pending the Applicant's submission within 30 days after expiry of the SAR Licence, or within 30 days
after the date of last export/supply, whichever earlier.
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4.3.1. Open IRs

"’ Input Requests (IR) are raised by officers
‘ ar . oy . . .
Yesa oueces () seeking additional information and
awaiting applicant's response.

The Open IRs list displays the number of

© Home Pending Tasks
& Foceit) W@ queries in the IR, received date, due
. ERRS)  Openiks date, status, and a respond button.
e e Clicking on the respond button redirects
Pending Importer Tagging Application No. Product Name / Dealer's Activity ~Submission Type Product Type Milestone . )
MDND250305K0004 Wholesaler Dealer's Licence Medical Devices First IR tO the |R detaIIS page Wlth a” the Change
Pending Approval Conditions
Pending SAR Distribution Records IOgS *
#IR-001 Received Due Status
@ Applications > 1Queries in this IR 05 Mar 2025 24 Mar 2025 Submitted S respons | | @ . | . )
0 Replied R v 1) Navigate to 'Pending Tasks
3 Mot : 2) Select ‘Open IRs’
2 Products > .
o o 3) Applicants would be able to
Dealers >
respond to the Input Request.

£ E-GIRO Application
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4.3.2. Pending Payments

P Asingapore Government Agency Website How to identify~ a 1) Navigate to 'Pending Tasks'
WYisa vashboard () 2) Select ‘Pending Payments’
3) Applicants would be able to
Focusea view make payments
@ Home Pending Tasks
@ PendingTask 1 ' v
Open IRs (5 ] Pending Payment

Pending Payments
9 @ 12 item(s) found

Pending Importer Tagging o
Pending Appraval Conditions SIN Application issi ication Task Client Ame  Action
Number Type Type MNumber Code Pay

Pending SAR Distribution Records
Y 5 1 MODNR25031SE0005  Product Registration  New LucianaCompanyUEN-2503-00035  WC-661248  $3: [Pay | €)
[ Input Requests »

2 MDMNR250318B0020 Product Registration New LucianaCompanyUEN-2503-00039 WC-661248 $3¢ Pay

) Products >
[Eh Dealers > 3 Draft Special Access Route Mew LucianaCompanyUEN-2504-00016 WC-661248 $39 Pay
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4.3.3. Pending Importer Tagging

# Asingapore Government Agency Website  How to identify~ - 1) Navigate to 'Pending Tasks’
Viisa N vasnboard (@) 2) Select ‘Pending Importer
Tagging’
Focused View 3) Applicants would be able to

3 review, accept or reject the
R assignment as importer for the

@ Home Pending Tasks
9 selected product.
Pending Task 1 5 Vv
Open IRs (2] Pending Importer Tagging
Pending Payments °

1item(s) found

Pending Importer Tagging e o

SIN Application Submission Task Action

Pending Approval Conditions
Number Type Number

Pending SAR Distribution Records

B Applications > 1 MDUL250409J0018 Product Registration MDUATCompany15UEN-2504- e

@ Input Requests > 4 4
© Products >
Dealers >

Page 22 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J

!

4.3.4. Pending Approval Conditions

® Asic Wobsite How to identify v
B\
Y HsA Dashboard
@ Home Pending Tasks
B Pending Task 1 5 Vv
Open IRs Pending Approval Conditions
Pending Payments
2 item(s) found
Pending Importer Tagging
Pending A o e SIN Application Submission Task Action
Number Type Number
Pending SAR Distribution (1]
Records
1 e Product Registration MDUATCompany0OSUEN-2504-00004
[ Appiications >
S Input Requosts > 2 Draft Dealer Uicense MDUATCompanyOSUEN-2504-00007 Resume
£ Products > 4
Eh Dealers >

£3 E-GIRO Application

a

1)
2)

3)

4)

User Manual — Applicants (Internet) v0.2

Navigate to 'Pending Tasks’
Select ‘Pending Approval
Conditons’

The system will automatically
create the Error! Not a valid r
esult for table. draft application
10 working days before the
approval condition due date.
Applicants would be able to
review the Draft application of
Error! Not a valid result for t
able..

Applicants would be able to
continue to fill and submit the
Error! Not a valid result for t
able. draft application.
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4.3.5. Pending SAR Distribution Records

P s
*"’unl\

£y Home

) Pending Task 1 a v
Open IRs
Panding Paymants
Pending Importer Tagging

Pending Approval Conditions ()

O ey @
[ Applications >
[ input Requests »
B} Products b
Eh pealers >

B} E-GIRD Application

ernment Agency Website  How 1o identify v

Pending Tasks

Pending SAR Distribution Records

1 item(s) found

SIN Application Submission Task Action
Number Type MNumber

1 e Special Access Route MODUATCompany0SUEN-2504-00002 o

4

Dashboard

1)
2)

3)

4)

User Manual — Applicants (Internet) v0.2

Navigate to 'Pending Tasks’
Select ‘Pending SAR Distribution
Records’

The system will automatically
create the of SAR Distribution
Record draft application on the
day of SAR expiry date.
Applicants would be able to
continue to fill and submit the
SAR Distribution Record draft
application.
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4.4. Applications

The applicant can save a draft while creating the application and resume it from the dashboard.

4.4.1. Draft
@ A Singapore Government Agency Website  How 1o identify v
"\"H'\l\
M Draft Applications
ED Pending Task 0
MDND250305L0005 Expires 01-Sep-2025
Draft e

Active

Closed
S input Requests
2 Products

[ Dealers

£ E-GIRO Application

o= 0

New

Manufacturer

Dealer’s Licence
Draft

05/03/2025 09:36

Dashboard

User Manual — Applicants (Internet) v0.2

At any stage, an application can be saved
as a draft before submission. All the
drafts are listed in the dashboard.

The application will be autosaved every
few minutes and will also be saved
whenever the applicants click on the next
section.

1) Navigate to ‘Applications’

2) Select ‘Draft’

3) Applicants can resume the
application and submit

4) Applicants can delete the
application
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4.4.2. Active

P Asingapore Government Agency Website How to identify v

<V
Y HSA
Focused View
1 Home
Pending Task [+ I
[ Applications 1 v

Draft

Closed
(3 Input Requests >
© Products >
[l Dealers >

) E-GIRO Application

Active Applications

MDNR250428K0019

Application Type

Product Name

Submission Type

Status

Submission Date

s

0 =)0

New

SeoulM

Product Registration
Processing

29/04/2025 02:19 PM

MDND250424R0018

Application Type

Licence Type

Submission Type

Status

Submission Date

Dashboard

‘ Withdraw | View ‘

New

Manufacturer, Importer

Dealer's Licence
Processing

24/04/2025 02:55 PM

User Manual — Applicants (Internet) v0.2

- 1) Navigate to ‘Applications’
o 2) Select ‘Active’

Applicants can Withdraw the application.
For more details, please refer to

3) Withdrawal
4) Applicants can view the
application
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4.4.3. Closed

® A singapore Government Agency Website How 10 identify v

\4
¥ HSA

1

e Howe Closed Applications
Ell Pending Task o >
[ Appiications 1 v
MDND25030510002
Oraft
Active Application Type

Closed o

® Input Requests

&3 Products

Ehi Doalers

£33 E-GIRO Application

Manufacturer

Dealer’s Licence

05/03/2025 09:25

1)
Dashboard ° 2)

3)

User Manual — Applicants (Internet) v0.2

Navigate to ‘Application’
Select ‘Closed’
Applicants can view the
application
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4.5. Input Requests

Input Requests (IR) are initiated by officers seeking additional information and awaiting the applicant's response.

4.5.1. Open IRs

P A Singapors Government Agency Websita How to doniify ™.

Input Requests (IR) are raised by officers

seeking additional information and
awaiting applicant's response.
@ Home Pending Tasks
@ Pending Task " v . .
- — The Open IRs list displays the number of
o queries in the IR, received date, due
e oons B R e ey date, status, and a respond button.
Clicking on the respond button redirects
) M > :)cR:;:e;mmusm 23-May-2025 12-Jun-2025 Dmgnmmm. to the IR detalls page W|th a” the Change
[§ Input Requests >
© Products. > Iogs °
[h peaters > Application No. Product Name / Dealer's Activity Submission Type Product Type Milestone.
MDCN250616P0005 Device 1716-120625 Product Registration - Change Medical Devices First IR
£ E-GIRO Application Notification
1) Navigate to 'Pending Tasks’
:‘R-:::iesmtms R :ij‘f.: 5 Du:un- 5 sii:rjaue -j Respond
Snepies o o 2) Select 'Open IRs’
3) Applicants would be able to
orepies respond to the Input Request.

Application No.

Product Name / Dealer's Activity

Submission Type

Product Type Milestone.
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Application For Product Registration (New)

9 Supporting Documents
[ Company Details

@ Application Details
£33 Sites

& Product Information
@ Change Management
@ Evaluation Route

& Payment Details

3 Review

Input Requests

) AllRs

Application Admin

Eb Audit Trait

IR Details

Instructions for this page:
@ respond t t

party ontity access plé

#IR-001
1Query in this IR
0 Replied

& Sender

MD Vincent All Roles

1Queries

Received

24-Apr-2025

&, Phone

+65-1234567890

MD Vincent All Roles 80 Product Owner Information (Editable by Applcant) © 24-Apr-2025

Sent in MIR-001

Could you update the name

No reply

Pending IR No. MDNR2504;

o Request upload access to Third Party Entity
U

Due Status e
Request Extens:
09-May-2025 Fresh
2 Emai
vincent_

00 o

a

User Manual — Applicants (Internet) v0.2

4) Applicants can request upload
access to Third Party Entity. For
more information, please refer
to Error! Not a valid result for
table..

Applicants can

5) Request Extension for the
selected IR.
6) Applicants can view the thread.

Applicants can

Edit

Focused View

£5 IR Details Product Information

€5 Supporting Documents
Company Details
6 Application Details

Product Owner 1 (Local)
Sites

(& Product Information

& Change Management

Product Owner Name

Address

@ Evaluation Route Device Listing

B Payment Details

@ Review Device 1
Input Requests Device Type
AllIRs Device Name

Intended Use
Application Admin Is Standalone
Audit Trail Machine Learning-enabled Medical Device

If the device contains connectivity /
interfacing capabilities, please select all
that apply

Risk Class
Medical Specialty
Is the device for Professional Use Only?

Is the In Vitro Diagnostic (IVD) device for

Page 29 of 275
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Target
3D, RIVER VALLEY

General Medical L
Hotta System

no

No

No

Internet

Class C
Anaesthesiology
Yes

Not Applicable
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Edit Data for Product Owner Informatiol

Product Owner Information *

Please provide product owner information for each

Product Owner (Local)

Product Owner Name
Address
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Edit History for Product Owner Inforr

Previous

Product Owner 1

Product Owner Name
Address 3D, RIVER V/
Singapore 1’
Audit Trail

Data on 24/04/2025 11:01 AM

7) Reply IR.

8) Applicants can go to the section
for which IR is raised by clicking
‘Go to section’.

9) Applicants are required to click
the ‘Submit Response to IR’
button in order to submit the
response after replying to the IR.
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Request Extension

Extension Confirmation

You are requesting to extend due date for input request #IR-001.
Remarks

Enter your remarks

“

Confirn

User Manual — Applicants (Internet) v0.2

Applicants can request to extend due
date for IR.
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Edit

Focused View

€5 IR Details

© Supporting Documents
[El Company Details

@ Application Details
Sites

@ Change Management
(@ Evaluation Route

B Payment Details

[® Review

Input Requests

All IRs

Application Admin

Audit Trail

Product Information

Product Owner Information ©

Product Owner 1 (Local)

Product Owner Name
Address

Device Listing

Device 1

Device Type

Device Name

Intended Use

Is Standalone

Machine Learning-enabled Medical Device
If the device contains connectivity /
interfacing capabilities, please select all
that apply

Risk Class

Medical Specialty

Is the device for Professional Use Only?

Is the In Vitro Diagnostic (IVD) device for

Subsections

n 9 Product Owner Information
Device Listin:
1Queries | [ Edit || O Edit History I 9

Target
3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY, Singapore 173023

General Medical Device
Hotta System

no

No

No

Internet

Class C
Anaesthesiology
Yes

Not Applicable

5)

6)

User Manual — Applicants (Internet) v0.2

Applicants can view details of
queries.

Applicants can edit the
subsection for which the IR is
raised.

Applicants can view the edit
history of the field, which will
show both current and previous
value.
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Edit Data for Product Owner Information % s App|icantS can edit the data in the
subsection for which the IR is raised.

Product Owner Information * o

Please provide product owner information for each product.

ks

Product Owner (Local)

Product Owner Name Target
Address 3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY, Singapore 179023

Cancel @ Save

vwe

Page 34 of 275



ytlsg

Singapore Health Product Access and Regulatory E-System (SHARE)

User Manual — Applicants (Internet) v0.2

Edit History for Product Owner Information X
Previous values Changes in Current IR
Product Owner 1 Product Owner 1
Product Owner Name Product Owner Name
Address 3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY, Address 3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY,
Singapore 179023 Singapore 179023
Audit Trail b
Data on 24/04/202511:01 AM +

Close

Applicants can view the edit history
where it will show the previous values
and changes in the current IR. In Audit
Trail, applicants can view when the
history of the changes made in the
subsection.
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Reply Query

iB| Reply Query *
© o |B I

U iz iz Al AYAVBY X

Select an option

Reference from supporting documents

Sent in #IR-001

Current Queries

MD Vincent All Roles 80 Product Owner Information (Editable by Applicant) © 24-Apr-2025

Could you update the name

Cancel @) Save

1) Applicants can reply to the
query.

2) Applicants can make reference to
a file uploaded in the Supporting
Documents section in the reply.
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4.5.2. Responded IRs

® A singapore Government Agency Website How to identify~

KV
V' HSA
Focused View
E Input Requests
[ED Pending Task @ >
) s > Responded IRs
Open IRs Application No.
MDNR250318B0020
Responded ks @) &
& Products >
Dealers > .:-l H#IR-001
E 2 Queries in this IR
2 Replied

& E-GIRO Application

Application No.

https://share-uat.hsa.gov.sg/medics# MDNR250319E0014

Product Name | Dealer's
Activity

Received
19-Mar-2025

Product Name | Dealer's
Activity

Submission Type
Product Registration
= New

Due
08-Apr-2025

Submission Type
Product Registration

Product Type
Medical Devices

Status
Responded

Product Type
Medical Devices

Dashboard

Milestone
First IR

[_ @ view Jo

Milestone
First IR

User Manual — Applicants (Internet) v0.2

Input Requests initiated by officers to
which the applicant has already
responded are displayed here.

The Responded IRs list displays the
number of queries in the IR, received
date, due date, status, and a view

button.

1)
2)
3)

Navigate to ‘Input Requests’
Select ‘Responded IRs’
Applicants can view the IR details
page with all the replied change
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4.6. Products

This section displays Product information such as product number, product name, product owner, product status, related application, and other relevant

information.

4.6.1. Class A
*\-'m.n

o1 Home

[ED Pending Task 2
[ Appications »
(% Input Requests >

cassa @

Class B,C, 0

Bl Deaters >

£ E-GIRO Application

Dashiboard

Product Number Device Identifier
Product Mame Authorised Imperterf

Manufacturer Licence
Product Cwner Site Name
Status Select an option

Reset Search
1 item(s) found
Product Product Product Product Latest Application Related Applications
Numbser Name Qwner Status o @
° MDPHZS0306U0001 d nostrum nihil vel Necessitatibus veniam possimus quod NesSciunt desenint. Stiedemann-Ankunding Approved @' MDNNZ5030650001 & MDNNZS030650001

1)
2)
3)

4)
5)

6)

User Manual — Applicants (Internet) v0.2

Navigate to ‘Products’

Select ‘Class A’

Search for results by entering the
required data in the search table
and clicking ‘Search’ button. If
the applicant enters multiple
search criteria, the system will
apply an 'AND' search to refine
the results.

View the details of the product.
View the details of latest
applications

View the details of related
applications
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4.6.2.Class B, C,D

’\‘ i . 1) Navigate to ‘Products’
2) Select ‘Class B, C, D’
3) Search for results by entering the
& e ClassB,C,D required data in the search table
::: ©'o and clicking the ‘Search’ button.
& rmeen , o If the applicant enters multiple
b o search criteria, the system will
omrs @ o o o apply an 'AND' search to refine
ol . — — the results.
S oo repiain — 4) View the details of the product.
il L 5) View the details of latest
o applications
s o ) ook Cassifcasion o I S 1:’:.‘:,6 e“" s 6) View the details of related
() T el 7 ) applications

7) Download PDF copy of the
product registration details
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4.7. Dealers

This section displays Dealer’s information such as licence number, expiry date, licence status, related application, and other relevant information.

4.7.1. Licences

P 4 Sngepore Oovr

v PR — o 1) Navigate to ‘Dealers’

2) Select ‘Licences’

3) Search for results by entering the

o s Déater's Liceinces required data in the search table

' and clicking the ‘Search’ button.

If the applicant enters multiple

search criteria, the system will

ot |(o=] apply an 'AND' search to refine

the results.

o 4) View the details of the licence.

N 5) View the details of latest
applications

6) View the details of related
applications

7) Download PDF copy of the
licence
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4.7.2. Special Access Routes

:‘SGW e i 1) Navigate to ‘Dealers’
e o @ 2) Select ‘Special Access Routes’
3) Search for results by entering the
required data in the search table
and clicking the ‘Search’ button.

Focused View

j l Special Access Routes
29 A 5 If the applicant enters multiple
Applications > . . .
0 , | oseteme search criteria, the system will
& T N Purpose of Importation Select an option v Identifier apply an |AN D' Search to refine
Ell Dealers 1 v HCSA Licensed Premise Status Select an option v the results.
4) View th ils of lication.
s @) ) iew the d.eta‘s of applicatio
5) View the Distribution Records

Free Sale Certificates

6 fem(s) foun Application.

Export Certificates
©) E-GIRO Application I d f h
A En 6) Download PDF copy of the
Licence Number of Importation Licensed Premise Records Application t.f' t
o & MDS6250701H02 'GN-26: Clinical - For use on licensed qualified practitioner's patient BLOODBANK @ WOODLANDS Approved
& MDS6250611H02 'GN-26: Clinical - For use on licensed qualified practitioner's patient Eum dicta fugit unde suscipit error suscipit hic i... Show More Appruvea ' MDDR250611R0007
Download PDF
©f MDS6250611G01 'GN-28: Clinical - For use on licensed qualified practitioner's patient Similigue reprehendesrit dolore ut. Approved
@ & MDS6250704J01 'GN-26: Clinical - For use on licensed qualified practitioner's patient BLOODBANK @ HSA (BLOOD SERVICES GROUP) Approved - v
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4.7.3. Free Sale Certificates
’ “v“"‘“ s atnn il aais 1) Navigate to ‘Products’
Yisa pemeoest: . () 2) Select ‘Free Sale Certificates’

3) Search for results by entering the
required data in the search table
and clicking the ‘Search’ button.

S -
bttt If the applicant enters multiple

B Pending Task
3 it search criteria, the system will
C b roduct Num .
(5 Vo Raguess apply an 'AND' search to refine
& v mporting Country/Region Select an option Product Name the rESU|tS
Related Application 4) View the details of application.
e 5) Download PDF copy of the
Spocial Access Routes certificate
rmmcmme Reset | search |
Export Certificates
1 item ind
© E-GIRO Application FsC Importing Action
Number Country/Reglon

Algeria

e Downioad POF
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4.7.4. Export Certificates

@ A Singapore Government Agency Website  How to identify v

Dashboard

\2
“‘r HSA
Focused View
y le Export Certificates
B Pending Task @ >
@ Applications > I
EXC Number
8 Input Requests >
& s N Importing Country/Region Select an option
Eil Dealers 1 v Related Application

Licences
Special Access Routes
Free Sale Certificates

Export Certificates 9

£} E-GIRO Application

O

Product Owner Name

Product Name

Manufacturer Name

Manufacturer Address

freset

2 item(s) found

EXC Product
Number Owner Name

o & MDEX250620T0011 Callie Mertz

& MDEX250620S0010 Callie Mertz

Action

e Download PDF
Israel
»

<

1)
2)
3)

4)
5)

User Manual — Applicants (Internet) v0.2

Navigate to ‘Dealers’

Select ‘Export Certificates’
Search for results by entering the
required data in the search table
and clicking the ‘Search’ button.
If the applicant enters multiple
search criteria, the system will
apply an 'AND' search to refine
the results.

View the details of application.
Download PDF copy of the
certificate
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4.8. Withdrawal

Applicants can withdraw the application any time before the closure of the application.

4.8.1. Product Registration

Pending Task
B Appiications
@ Input Requests
&) Products

Eh oealers

& E-GIRO Application

Q »
>

>

Home

Overview

Active Applications

19

View Active Applications

Latest Active Applications

List of most recently updated Active applications. You mdy access the specific categoenes from the Applications mefus

MDNR250319B0020
i\:‘.|'-|..’ ation Type
Product Name

Submission Type

Submission Date

MNONBPENTIAFNONEG

Pending Tasks Products Dealer's Licences
5 © 4 1 B
View Pending Tasks View all products View all dealer's licences

| [ view Draft Appiications

o Wiew MDMRZ50319E0014 Withdraw | View

New Mew

GMD 19 Mar 2025 Testing 2147

IVD 19 Mar 2025 EvalRoutaTest 1010

Product Registration Submission Type Product Registration
Processing Status Processing

19/03/2025 10:48 PM Submission Date 19/03/2025 1112 AM
Withetraw Wiew MNASAZ?SNITRONNNDY Withdraw | View

User Manual — Applicants (Internet) v0.2

1) Applicants can select the
‘Withdraw’ option to withdraw
individual device listing from the
product registration application

Note: if all products within an application
are withdrawn, the entire application is
considered withdrawn.
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P A singapore Government Agency Website  How Lo identify ~

\
"“ HSA

Withdraw Application For Product Registration

Fo

‘You are withdrawing a Product Registration for Medical Devices

1. Device Listing

2. submit Device Listing

Select Devices to Withdraw

Device Name Device Risk Classification

e D Accusamus Class B

General Hospital

@ Ccancel

P A Singapore Government Agency Website How ta identify v

""'H SA

Meadical Specialty Area

Dashboard

Is the device for Professional Use Only?

Yes

Dashboard
Withdraw Application For Product Registration
Focused View
1. Device Listing You are withdrawing a Product Registration for Medical Devices
Are you sure? Items will be withdrawn instantly.
The devices listed below will be withdrawn instantly without an approval process.
| Accusamus
o Remarks Remarks
v
< Back

e Confirm Withdrawal [3)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants have the option to
select various products within a
given application.

Applicants will review the
withdrawal

(Optional) Add remarks
Applicants need to confirm the
required product they want to
withdraw.
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4.8.2. Change Notification

@ Home Active Applications
B Pending Task [« I
MDCN25030710001 o Withdraw | View

Draft

Active Af t TYE Change Notification

Laac Venlam-Facere

L Requ
[5) Input — l Ty Product Registration
& Products
Created

1 Dealers

bmiss te 07/03/2025 08:59

3 E-GIRO Application

(2]

Withdraw Application
Are you sure you want to withdraw this application?

Remarks

‘ Cancel

A

1)

2)
3)

User Manual — Applicants (Internet) v0.2

Applicants can select the
‘Withdraw’ option to withdraw
application while the application is
pending HSA approval.

(Optional) Add remarks
Applicants need to confirm the
withdrawal.
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4.8.3. Change of Registrant

B Home

B Ponding Task ©
B Apphcations 2 Overview
S nput Requests

£ Products

Active Applications Pending Tasks Products
i Dealers > 1 0 ® 2
View Active Applications View Pending Tasks View 38 products

£ E-GIRO Application

Latest Active Applications

List of most recently updated Active applications. You may access the specific categories from the Appiications menu.

MDCR250328T0005 o Vithdraw | View

Application Typ Change Of Registrant
Product Name IVD 17 Mar 2025 Comp 22 04
Product Registration

taty Processing

Submission Date 28/03/2025 02:12 PM

User Manual — Applicants (Internet) v0.2

1) Applicants can select the

‘Withdraw’ option to withdraw
application while the application is
pending HSA approval.
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1

P A singapore Government Agency Website How to identify v
<V
! HSA

1

Withdraw Application

Are you sure you want to withdraw this application?

(> Y

\ Cancel J

Health Sciences Authority

Report Vulnerability Privacy Statement Terms of Use

HSA Data Protection Share your views @REACH

Dashboard o

Whowe are  Announcements Careers ContactUs Feedback ¥ @ M@

© 2025 Government of Singapore

User Manual — Applicants (Internet) v0.2

2) (Optional) Add remarks
3) Applicants need to confirm the

withdrawal.
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4.8.4. Dealer’s Licence (New)

2 Home

ED Pending Task

Active Applications
° >

MDCN25030710001 o Withdeaw | View

Draft

Active

Closed
® wput Requests
& Products

1 Ocalers

3 E-GIRO Application

Change Notification

Venlam-Facere

l 5 Type Product Registration

tatu Created

Lk g 16 07/03/2025 08:59

2. Submit

Dealer's Activity

Select Dealer Activities to withdraw

e ManufacturerLicence

Site Name Joyce Muller
Site Address 123, 263 Kutch Field, Marc Howell, Singapore 123123
| & Ccancel

User Manual — Applicants (Internet) v0.2

1) Applicants can select the
‘Withdraw’ option to withdraw
individual dealer activity from the
dealer licence application

Note: if all dealer activities within an
application are withdrawn, the entire
application is considered withdrawn.

2) Applicants have the option to
select various dealers within a
given application.

3) Applicants will review the
withdrawal

e Review Withdrawal >
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1. Dealer's Activity You are withdrawing a Dealer's Licence for Medical Devices

ECE oo

Are you sure? Items will be withdrawn instantly.

The dealer activities listed below will be withdrawn instantly without an approval process.

| Manufacturerticence

Remarks o Remarks

< Back

4)
5)

Confirm Withdrawal [3

User Manual — Applicants (Internet) v0.2

(Optional) Add remarks
Applicants need to confirm the
required dealer they want to
withdraw.
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4.8.5. Dealer’s Licence (Amendment)

Home

& Pending Task (2 I
[ Applications > Overview
& Input Requests

& Products »

Active Applications Pending Tasks Products
1 Deaters » 1 D 0 @ 2
Wiew Active Applications Wiew Pending Taske View all products

& E-GIRO Application

Latest Active Applications ;

List of most recently updated Active applications, You may acces$ihe specific catogories from the Applications ment

MDAD25032BA0002 o View

Amendment
Dealer's Licence
Status Processing

28/03/2025 01:59 PM

P A Singapore Government Agency Website  How to identify v

\4
‘," HSA

Withdraw Application

Are you sure you want to withdraw this application?

e Remarks

Cancel

User Manual — Applicants (Internet) v0.2

1) Applicants can select the

‘Withdraw’ option to withdraw
application while the application is
pending HSA approval.

2) (Optional) Add remarks
3) Applicants need to confirm the

withdrawal.
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4.8.6. Special Access Route

alcsione Active Applications
Pending Task o >
MDS6250307P0001 o Withdraw | View

Draft

Active Application Type New

Cinesd Jaclyn Breitenberg

I R
% Input Requests . o - Ghas
£ Products
Type Special Access Route

[ Deaters

Created

07/03/2025 09:06
£ E-GIRO Application

Withdraw Application

Are you sure you want to withdraw this application?

Remarks

s N

Cancel

Y

e Withdraw

1)

2)
3)

User Manual — Applicants (Internet) v0.2

Applicants can select the
‘Withdraw’ option to withdraw
application while the application is
pending HSA approval.

(Optional) Add remarks
Applicants need to confirm the
withdrawal
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4.8.7. Free Sale Certificates

1) Applicants can select the

G Home Active Applications ‘Withdraw’ option to withdraw
Eh Pending Task * . . . . . .
h application while the application is
-— MOFSC250307F0001 o Withdraw | View pending HSA approval.
Active New
Closed Product Name Atque
(St ’ Free Sale Certificate
B Products > CREEa
B oealers >
07/03/2025 09N
B E-GIRO Application
s SIS 2) (Optional) Add remarks
Withdraw Application ) (Op . ) )
3) Applicants need to confirm the
Are you sure you want to withdraw this application? withdrawal

Remarks

Vi
= o
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4.8.8. Export Certificates

1) Applicants can select the
: o P i ‘Withdraw’ option to withdraw

application while the application is
MDEC25030720001 o Withdraw | View

pending HSA approval.

Draft
Active Application Type New
Closed Dolores

[ it Requasts
[ Input Req Export Certificate

£ Products
Created
[ Doaters
07/03/2025 09:15
3 E-GIRO Application
Withdraw Application 2) (Optional) Add remarks
3) Applicants need to confirm the
Are you sure you want to withdraw this application? withdrawal

Remarks

A
e= o
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4.9. Cancellation

4.9.1. Product Notification

P ASingapore Government Agency Website How to identify~

“’v'l 1SA

1
Focused View

Pending Task
B Applications
(5 Input Requests
© Products

Eh Dealers

© E-GIRO Application

o B

Home

Overview
Active Applications Pending Tasks Products
107 B 29 9 53
View Active Applications View Pending Tasks View all products

Latest Active Applications

List of most recently updated Active applications. You may access the specific categories from the Applications menu.

MDNL250704V0004 ‘ Withdraw | View MDNL250704U0003
Application Type New Application Type
Licence Type Manufacturer Licence Type
Submission Type Dealer's Licence Submission Type
Status Processing Status

a l)
Dashboard o

Dealer's Licences
21

View all dealer’s licences

@ View Draft Applications
[ withdraw | view

New
Importer
Dealer's Licence

Pending IR Y,

User Manual — Applicants (Internet) v0.2

Create new application
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P A singapore Government Agency Website How to identify v

R 2) Select ‘Product Notification’ from
4

s peroas @) the ‘Submission Type’ dropdown
New Application - Getting Started

list
3) Select ‘Cancellation’ from the
‘Application Type’ dropdown list

Facused View

1. Details

Details

2. Ghecklist Instruction for this page

Please select the required product type and submission type for your application

Product Type @ Medical Devices

q Submission Type & Product Notification

O|Apphcauun Type

Cancellation

icel this application
ack to Dashboard

@® cancel
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A Dashboard

New Application - Getting Started

Focused View

1. Details Checklist
Review your selections and prepare for your application.
Product Type Medical Devices
Submission Type Product Notification
Application Type Cancellation

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process
‘You are about to start the application for the cancellation of previously notified Class A medical devices.
Submission Instructions

This cancellation of product notification application is for a single Importer's/Manufacturer's Licence.
Please submit a separate application if you wish to amend previously notified products under a different licence.

For more information, please visit our website (3

You will nat be able to change your
Change Product or Submission Type Product or Submission type after this page
< Back Create Application [3)

User Manual — Applicants (Internet) v0.2

Applicants will be directed to the
checklist page where there will be
additional information regarding the
application that the Applicants are
applying for.

4) Create cancellation application
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Cancel Application For Product Notification

® Device Selection You are cancelling a Product Notification for Medical Devices

Submit Device Selection

Select Devices to Cancel

6 Notification Number Product Name
Product Owner Name Intended Use
Identifier
E Notification Number Product Name Product Owner Name Intended Use Identifier Effective Date
[m] MDPN250630W0003 06 7814 Testing 07 06 7814 Testing 05 06 7814 Testing 08 06 7814 Testing 09 adfmm/yyyy
O MDPN250630U0001 057814 Testing 07 057814 Testing 05 05 7814 Testing 08 057814 Testing 09 ddfmmiyyyy

Cancellation Reasons

o (] Quality and/or Safety Issue(s)
[0 Business Decision

(] Preduct Discontinued

(] Others, please specify

e Review Cancallation

5)

6)

7)
8)

User Manual — Applicants (Internet) v0.2

Search for results by entering the
required data in the search table
and clicking ‘Filter’ button. If the
applicants enter multiple search
criteria, the system will apply an
'AND' search to refine the
results.

Applicants can select the device
they want to cancel and set the
effective date of cancellation
Select the reason for cancellation
Review the cancellation form
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P A singapore Government Agency Website How to identify v

N 9) Applicants need to confirm the
“'I|SA

! i (@ device(s) that they would like to
Cancel Application For Product Notification cancel

Focs

1. Device Selection You are cancelling a Product Notification for Medical Devices

N submit

Are your sure? Items will be cancelled from their chosen effective dates.

The devices listed below will be cancelled.

I Id nostrum nihil vel necessitatibus veniam possimus quod nesciunt deserunt.; Cancellation effective on 07 Mar 2025

Cancellation Reasons:

Product Discontinued

Others, please specify:

Dolor necessitatibus voluptates animi nesciunt eligendi

< Back [9 ] confirm Canceliation [}
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4.9.2. Product Registration

P A singapore Government Agency Website How to identify v

""l ISA

Focused View

Pending Task
B Applications
(8 Input Requests
& Products

[l Dealers

&) E-GIRO Application

2o B

Home

Overview
Active Applications Pending Tasks
107 29
View Active Applications View Pending Tasks

Latest Active Applications

Products
53

View all products

List of most recently updated Active applications. You may access the specific categories from the Applications menu.

MDNL250704V0004 [ withdraw | View |

Application Type New
Licence Type Manufacturer
Submission Type Dealer's Licence
Status Processing

MDNL250704U0003

Application Type

Licence Type

Submission Type

Status

a l)
Dashboard o

Dealer's Licences
21

View all dealer's licences

B View Draft Applications

| withdraw | View |

New
Importer
Dealer's Licence

Pending IR Y

User Manual — Applicants (Internet) v0.2

Create new application
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P A singapore Government Agency Website How to identify v

R 2) Select ‘Product Registration’
\i4 Dashboard ‘ P ’
= ° from the ‘Submission Type
New Application - Getting Started dropdown list
3) Select ‘Cancellation’ from the
‘Application Type’ dropdown list
1. Details Deta“s

Instruction for this page

Please select the required product type and submission type for your application

Product Type Medical Devices

Submission Type @ e |Product Registration |
Application Type o |Canceuauon |
Cancel this application

and go back to Dashboard

@ Fance!
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) Dashboard

New Application - Getting Started

Focuse:

1. Details Checklist
Instruction for this page
Review your selections and prepare for your application.
Product Type Medical Devices
ymission Type Product Registration
cation Type Cancellation

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.
You are about to start the application for the cancellation of medical device(s) that have been given marketing clearance.

Submission Instructions

Please ensure that the correct product(s) for cancellation is/are selected
Once a product registration is cancelled, the registrant and all dealers are required to immediately cease all activities related to the importation and supply of the affected medical devices.

For more information, please visit our website (3

Change Product or Submission Type Prodt

< Back

User Manual — Applicants (Internet) v0.2

Applicants will be directed to the
checklist page where there will be
additional information regarding the
application that the Applicants are
applying for.

4) Create cancellation application
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1

Cancel Application For Product Registration

Facused View

1. Device Listing e

2. Submit

(6] MDPR25030620002

Singapore Health Product Access and Regulatory E-System (SHARE)

Dashboard
You are cancelling a Product Registration for Medical Devices
Device Listing
Select Devices to Cancel
Approved Device Number Name
Product Owner Name Device Risk Classification Select an option

Reset I Filter

Approved Device Number ~ Name Product Owner Name

Intended Use

Device Risk Classification

Effective Date

Veniam-Facere Stiedemann-Ankunding

Consequatur in molestiae quaerat necessitatibus.

Class B

07/03/2025 O

Reasons for Cancellation

Quality andjor Safety Issue(s)
Business Decision
o Product Discontinued
Others, please specify

Temporibus mollitia a sint sunt voluptatem

® cancel |

Review Cancellation >

5)

6)

7)
8)

User Manual — Applicants (Internet) v0.2

Search for results by entering the
required data in the search table
and clicking ‘Filter’ button. If the
applicants enter multiple search
criteria, the system will apply an
'AND' search to refine the
results.

Applicants can select the device
they want to cancel and set the
effective date of cancellation
Select the reason for cancellation
Review the cancellation form
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P Asingapore Government Agency Website  How to identify v/

¥
\ Hsa Dashboard
Cancel Application For Product Registration
Focused View
& Device Listing You are cancelling a Product Registration for Medical Devices
Submi
Are your sure? Items will be cancelled from their chosen effective dates.
The products listed below will be cancelled.
I Abbott Alinity i Active-B12 (Holotranscobalamin); Cancellation effective on 26-Sep-2025
Reasons for Cancellation:
Quality and/or Safety Issue(s)
Declaration:
e O lattest to the possession of records of supply and records of complaints, up to the cancellation date of the medical device listing(s), for the registered medical device(s). | am obliged

to maintain these records for the period stipulated in the Health Products (Medical Devices) Regulations and provide such records when requested by the Authority.

D l'am no longer registered with Accounting and Corporate Regulatory Authority of Singapore (ACRA) as a business entity. | attest that | have transferred records of supply and records
of complaints of the registered medical device(s) to the Product Owner.

o] corm o

o

User Manual — Applicants (Internet) v0.2

9) Applicants need to select the
appropriate declaration

10) Applicants need to confirm the
device(s) that they would like to
cancel
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4.9.3. Dealer’s Licence

Pending Task

D Applications
® Input Requests
2 Products

31 Deaters

© E-GIRO Application

ency Wabsite

How to Identify v

Home
Overview
Active Applications Pending Tasks Products
0 B 0 ® 0
View Active Applications View Pending Tasks View all products

Latest Active Applications

List of most recently updated Active applications. You may access the specific categories from the Applications menu.

owsmsors @

n

Dealer's Licences
3

View all desler’s licences

| B View Dratt Appacations

User Manual — Applicants (Internet) v0.2

1) Create new application
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New Application - Getting Started

Focused View

2. Checklist Instruction for this page

Please select the required product type and submission type for your application

Product Type Medical Devices

Dashboard

Submission Type @ Dealer's Licence

°|Apphcatmn Type Cancellation

Cancel this application
and go bac

voard

® Cancel

2)

3)

User Manual — Applicants (Internet) v0.2

Select ‘Dealer’s Licence’ from the
‘Submission Type’ dropdown list
Select ‘Cancellation’ from the
‘Application Type’ dropdown list
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Dashboard

New Application - Getting Started

Focused View

1. Details

2. Checklist

Checklist

Instruction for this page

Review your selections and prepare for your application.

Product Type Medical Devices
Submission Type Dealer's Licence
Application Type Cancellation

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application to cancel existing Dealer Licence(s). If a Dealer Licence for the manufacture, import and/or wholesale of Medical Devices is/are cancelled, company will
not be able to perform these activities. Once cancelled, the licence cannot be reinstated. Company will need to apply for a new Dealer Licence if you wish to perform these activities.

In addition, should you cancel a Manufacturer’s Licence, please be reminded to verify if any of the local manufacturing sites tagged to medical device(s) registered on the SMDR are affected.
You may verify this by clicking on the ‘Dealers’ menu from your Dashboard, then selecting the ‘Licences’ option to look for the manufacturer’s licence you wish to cancel or have cancelled. You
can then check if there are any affected Class B, C, or D medical device(s) under the 'Related Products’ section. A Change Notification submission would be required to update the
manufacturing site information for such medical device(s).

Submission Instructions
Please refer to the submission guide for dealers' licences.

For more information, please visit our website (7

hange your
duct or Submission

Product

this page

o Create Application

User Manual — Applicants (Internet) v0.2

Applicants will be directed to the
checklist page where there will be
additional information regarding the
application that the Applicants are
applying for.

4) Create cancellation application
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® R 5) Applicants can select the licences
Y sl ; that they want to cancel and set
Cancel Application For Dealer's Licence the effective date of cancellation
6) Review the cancellation form
T R T s
2. submit Licence Type

Select Dealer Activities to cancel

e Manufacturer | MDML250312U01

Site Name Manufacturing Site 1

Effective Date for Cancellation dd/mm/yyyy

Please select the effective date of cancellation

(7] importer | MDIL250323501

Site Name Site 23 Mar 2025 Valid QMS 1553
["] Importer | MDIL250323W05

Site Name Site 23 Mar 2025 NonQMS 1601
("] Importer | MDIL250318E09

Site Name Site 18 Mar 2025 1SO 1939
[} Wholesaler | MDWL250318Q07

Site Name Site 18 Mar 2025 1SO 1939
[ Wholesaler | MDWL250323L06

Site Name Site 23 Mar 2025 NonQMS 1601
[] Wholesaler | MDWL250323H02

Site Name Site 23 Mar 2025 Valid QMS 1553
[7] Manufacturer | MDML250323204

Site Name Site 23 Mar 2025 NonQMS 1601
[7] Manufacturer | MDML250318H08

Site Name Site 18 Mar 2025 ISO 1939

[G) Cancel e Review Cancellation >
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® A singapore Government Agency Website  How to identify v
*“’VHSA
Cancel Application For Dealer's Licence
Focused View

1. Licence Type You are cancelling a Dealer's Licence for Medical Devices

N submit
Are your sure? Items will be cancelled from their chosen effective dates.

The activities listed below will be cancelled.
I Manufacturer | MDML250312U01 ; Cancellation effective on 31-Mar-2025

Dashboard o

e Confirm Cancellation [3)

User Manual — Applicants (Internet) v0.2

7) Applicants need to confirm the
licence(s) that they would like to

cancel
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5. Application Guide

5.1. Appointment Booking

Appointment Booking function allows companies to consult HSA on regulatory requirements during the medical device development or seek feedback on device
dossier before submission.

5.1.1. Verification

@ A Singapore Government Agency Website  How to identify™ U R |_

https://share.hsa.gov.sg/medics/Consul

Appointment Booking For Medical Devices Pre-Market Consultation . . i o
tationAppointment/EmailVerification

Email Verification

 verify your email address, a verification code will be sent to your email and is valid for one hour. Make sure to check your inbox or spam folder. If your session expires before completion, you may resume your application using the same email address,

i o|

(2] As the system does not require login to
access this feature, to ensure secure
access, Applicants must verify their
email through a 2-factor authentication
process.

1) Applicants need to type in their
email address.
2) Applicants can click ‘Send OTP’.
Crorecs frerers Comp Gl Gt U O 1 The OTP must be used within
the validity period of 1 Hour.
Report Vulnerability Privacy Statement  Terms of Use © 2025 Government of Singapore However, applicants can
HSA Data ProtectionShare your views @REACH request a new OTP after 10
Minutes, invalidating the
previous OTP. After 1 Hour the
OTP expires, the Applicant will
need to request a new OTP.

Health Sciences Authority
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3) Applicants can enter the
verification code in their email
and then select “Verify”.

Appointment Booking For Medical Devices Pre-Market Consultation

Email Verification

() OTP has been sent to your email.

sarah_li@thesoftwarepractice.com

o X53-

Health Sciences Authority

Whowe are  Announcements Careers ContactUs Feedback ¥ @ [

Report Vulnerability ~Pri atement  Terms of Use wvernment of Singapore

HSA Data Protection  Share you REACH
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5.1.2. Applicant Information

Applicants need to input applicant

Appointment Booking For Medical Devices Pre-Market Consultation i nform ation.

W Applicant Information

5 Booking Information

{8 Device information

5 supporting Documents

@ Review oritact Numbe

() Dedaration Emmail Applicant email address

O Overseas @ Local
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5.1.3. Booking Information

Applicants must review and
acknowledge the information about the
different Consultation Types.

Applicants can understand the purpose
e et etk bl siommlecmeh of each type and can choose the correct

regulatory advice during various stages of medical device development in preparation for regulatory

e R S e it will affect the f d
o e one, as it will affect the fee amount an
This consutation is not an endorsement to any validation plans, test protocols and results discussed. The

Bintpmusinioitirnsinusrinis el obibgu shcuinbishrpesiesepsint subsequent activities.

market registration.

DEVICE PRE-SUBMISSION CONSULTATION

Device Pre-submission Consuitation is to allow ies to seek feedback on their device dossier prior
to pre-market submission. The purpose of this consultation is 10 sssess the completeness of the
submission dossier in accordance with the prescribed Common Submission Dossier Template (CSDT)
format, per GN-17 or GN-18, and appropristeness of the supporting documents.
ission consultation is ot a wientific evalustion of the medical device. The consultation is
be an iterative process and does not guarantee spproval o Clearance for pre-market
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; Shong loformaion ~ Applicants can choose consultation
type which should be either ‘Device

Py — Booking Details issi

c o = Pre-Submission’ or *

B Consultation Type ) Device Development ) Device Pre-Submission

Ps February 2025 Device Development’.

© NoDstaAwi
(=) .

Page 74 of 275



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicants (Internet) v0.2

\J

!

Device Pre-Submission

.8 hamen cornis foeiy Webw SHon o Ko 1) Applicants need to choose

‘Device Pre-submission’ as

consultation type.

2) Applicants can select from the
available time slots which
haven’t been greyed out.

Appointment Booking For Medical Devices Pre-Market Consultation

Booking Information

3) Applicants need to fill out at
@ Applicant Information Booking Details | east one atten d ee' S
[ Consultation Type* @ Device Development @ Device Pre-Submission information by selecti ng ‘Add
(™ Device Information
, Attendee’.
S (2 May 2025
(g} o Sun Mon Tue Wed Thu Fri sat
Declaration
6 8 9 10
1" 12 1 14 15 16 17
18 19 20 21 22 ) 2
25 26 27 28 29 30 31
Selected Slot * 15 May 2025, 14:00 SGT
List of Attendees

Please add at least one attendee.

@ No Data Available

o | Add Attendee ]
(=)
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P Asingapore Government Agency Website How to identify v

Appointment Booking For Medical Devices Pre-Market Consultation

Focused View

@ Applicant Information

Booking Information

(™ Device Information

€ Supporting Documents
[® Review

Declaration

Device Information

Have you enquired on this medical device previously? *

Device Name *

Device Type *

Medical Specialty *

Product Owner Name *

Proposed Risk Classification *

Based on Rule *

Proposed Evaluation Route *

Proposed Grouping Type *

General Medical Device

Select an option

O Class B (Low moderate risk)

Class C (Moderate high risk)

() Class D (High risk)

Full
Abridged

O Expedited

Immediate

single
Family
System
Test Kit
Cluster

Device Specific (GN-12-2)

) In-Vitro Diagnostic Device

[ < st

Supporting Documents >

User Manual — Applicants (Internet) v0.2

4) Applicants need to fill out the

device information.
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Device Development

e s 1) Applicants need to choose
Appointment Booking For Medical Devices Pre-Market Consultation ‘Device Development’ as
consultation type.
2) Applicants can select from the

SeEERg e ——— available time slots which have
3 Sevee lrmasn Booking Detalls not been greyed out.
T o [[comtion e Py— S 3) Applicants need to fill out at
B oecterin ® Fr— least one attendee’s
- - - information by selecting ‘Add
Attendee’.
- : 4) Applicants must be filled out
‘ ‘Meeting Agenda’ by selecting
) | ) ‘ all applicable topic concerns
& " = and providing a brief summary
T of the meeting agenda.
List of Attendees

Pisase add at least one attendee.

e Add Attendee

Q| Meeting Agenda ©

Please tick all appicable topics. concerns and provide a Briel Summary’ of the overall questions & concerns below

Topics * General regulatary requirements in Singapore
Regulatory Strategy
Risk Classification
Product Claims

Validation

[ ¢ nm"
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P Asingapore Government Agency Website  How to identify v 5) Ap p I |Ca ntS n eed tO fl | I o ut

- : : - . Device Information in this page.
Appointment Booking For Medical Devices Pre-Market Consultation Pag

© | Device Information

Have you enquired on this medical device previously? * O Yes D No

Device Name *

Device Type * O General Medical Device In-Vitro Diagnostic Device

Medical Specialty * Select an option

Proposed Intended Use/Indications for Use *

Focused View

@ Applicant Information
Device/Technology Description * ()
() Booking Information

’

& Supporting Documents
Overview of Device Development

[ Review Please select accordingly based on current development progress of the device

Declaration

Concept Feasibility completed? * O Yes No () Ongoing
Invention & Prototyping completed? * O Yes No () Ongoing
Design Validation (Pre-Clinical) completed? * Yes No © Ongoing
Clinical Studies completed? * O Yes No () Ongoing
Has the Product been launched? * O Yes No

| < Back ] Supporting Documents >
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5.1.4. Supporting Documents

P Asingapore Government Agency Website  How to identify~ a 1 )

Applicants can download
detailed instructions for
guidance

2) Applicants can download the
Dossier Template as a zipped

Appointment Booking For Medical Devices Pre-Market Consultation

Focused View

@ Applicant Information Supporting Documents
folder
(5 Booking Information
Y r—— _ _ - _ _ - 3) Applicants can add the
Please subrmit the following document to allow us ample time to review your queries befor documents are provided. Incomplete or insufficient information may
resuit in cancellation of the appointment. Please note that ol fees paid are non-refundable{ detailed i i (PDF!In necessary files to the relevant
[r A ~Device Devel ~Supporting. } 9
B Revien folders within the Dossier
Supporting Documents Size: O Bytes [ Delete Documents o
Declaration

Template and upload the zip file
4) Applicants can update
Supporting Documents from an
existing Dossier by performing
any of the following actions:
e Add document
e Upload zip file
e Add folder
e Edit folder
e Delete folder

v (3 Device Development Appointment Dossier

~ [ Supporting Docun|\ats o [ Add documen ¢ L Uploadzp | | () Addfolder || @ Edt | | (3 Delete

Remarks/Comments

4

The system will validate the uploaded
documents to ensure they meet the
requirements.

Detailed instructions for guidance can
be downloaded for further assistance.
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5.1.5. Review

® A Singapore Government Agency Website  How to identify v a

Review page displays the summary of all
the sections filled before the

Appointment Booking For Medical Devices Pre-Market Consultation .
declaration.

@ Applicant Intormation Review

Booking Information

(™ Device Information 5 =
Applicant Information
£ Supporting Documents

_ = oy
ntact Numbe: +65-87878787

Declaration sk [ 3

steph@
Business

Test Company 001

3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY, Singapore 179023

Booking Details

itation Type Device Development
15 May 2025, 14:00 SGT

List of Attendees

Name Company Name Designation
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5.1.6. Declaration

P Asingapore Government Agency Website  How to identify v a For a“ appointment booking app|icati0ns
’
applicants are required to complete the
Appointment Booking For Medical Devices Pre-Market Consultation d : ‘o
eclaration before submission.

@ Applicant Information Declaration

5 Booking Information

(3 Device Information

| hereby attest that the information provided is accurate, authentic, and
& supporting Documents 1 acknowledge that this Medical Device Development Consultation is not an endorsement to any validation plans, test protocols and results discussed. The
_ consultation does not guarantee approval or clearance for pre-market registration. Discussion and advice provided during the consultation are solely based on the
@ Review information submitted to the authority prior to this appointment.
Dedlaration
| < Back
v
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5.2. Dealer’s Licence

User Manual — Applicants (Internet) v0.2

Dealer’s Licence(s) are required for companies that intend to manufacture, import or wholesale medical devices in Singapore.

5.2.1. New

5.2.1.1. Getting Started — Details

® A singapare Governmant Agency Website  How to idantify v

v
‘," HSA

EE  ome

B Pending Task [

B Appscations ’ Overview

® Input Requests >

£} Products Active Applications
B Dealers 3

View Active Apphcations
) E-GIRO Appiication

Latest Active Applications

List of most recently updated Active applications.

MDNR250321T0001

Penting Tasks Products
View Pending Tosks View af products

You may access the specific categories from the Applications menu.

Withdraw | View MDND250314M0006
Now Application Type
sdf Dealer's Activity

Product Registration

Dashboard

[N

o Ex=m

Dealer's Licences

View all cealecs Scences

[ View Draft Applications.

Withdraw | View

New
Manufacturer

Dealer's Licence

a

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.
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2. Checklist

Details

Instruction for this page
Please select the required product type and submissior

Product Type @

n type for your application

Medical Devices

User Manual — Applicants (Internet) v0.2

a

Applicants can select the type of
application they want to submit.

2) Applicants can select ‘Dealer’s
Licence’ from the ‘Submission
Type’ dropdown list

3) Applicants can select ‘New’ from

e ISubmission Type &
e IAppIication Type

Dealer's Licence

) the ‘Application Type’ dropdown

New

7] list

Dealer's Licence

Dealer's Activity

[ Manufacturer
[J Importer
[J Wholesaler

Cancel this application
and go back to Dashboard

4) Applicants can select the type of
activity they would like to apply
for by checking the boxes.
Applicants would be able to
submit multiple dealer’s activities
under one application.

Page 83 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J
‘1’ HSA

P Asingapore Government Agency Website How to identify

‘|"'H\A pasnboars (@)

New Application - Getting Started

Focused View

1. Details Checklist

Re our selections and prepare for your application

Product Type Medical Devices
Submission Type Dealer's Licence
Application Type New

Dealer's Activity Manufacturer

X Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Dealer Licence for the manufacture, import and wholesale of Medical Devices in Singapore. Please ensure you have the proper supporting
documents as per GN-02 Guidance on Licensing for Manufacturers, Importers and Wholesalers of Medical Device e.g. GDPMDS certificate.

Submission Instructions

Please refer to the submission guide for dealers' licences.

View Checklist

For more information, please visit our website (3

Change Product or Submission Type

)
[T_m( e Create Application [3)

User Manual — Applicants (Internet) v0.2

5) Applicants can create the
application.

Note: Once the application is created,
applicant would not be able to add or
remove dealer’s activity from the
application
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5.2.1.2. Supporting Documents

@ A singapore Government Agency Website How to identify

\4
“" HSA

Dashboard o

Draft Application No. (Draft)

Application For Dealer's Licence (New)

Last saved at 16 April 2025 03:05 PM &3

Focused View

& Supporting Documents You are submitting a Dealer's Licence Application for Medical Devices

[ company Details Supporting Documents

Instructions for this page:

(@ Application Details Please download the empty Supporting Documents.zip provided below. Organise your files into folder structure of the zip and upload the entire zip file| Download detailed instructions (PDF] °
B Site Details
B Payment Details e
) Supporting Documents Size: 0 Bytes B Delete Documents &, Upload .zip e
[@ Review

Declaration v [3) DealerLicence Application Dossier

v [3 1.Quality Management System % o [ 1, Upload .zip [ Add folder ® Edit [ Delete ]

v [2 11GDPMDS

v [ 1218013485

v [3 1.3 MDSAP

v 314 ion of ity to Quality System

v [3) 2.Others

1)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants can download detailed
instructions for guidance
Applicants can download the
Dossier Template as a zipped
folder
Applicants can add the necessary
files to the relevant folders within
the Dossier Template and upload
the zip file
Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

e Add document

e Upload zip file

e Add folder

e Edit folder

e Delete folder
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5.2.1.3. Company Details
® Asingap
Visa

Application For Dealer’'s Licence (New)

You are submitting a Dealer's Licence Application for Medical Devices

Company Details

Company Information

This $ub-se<tion is pro-fised from your ogin

ThirdCompany

ThirdCompanyUEN

Company Address * ©
Cloar ACRA Address |

£ Seppocting Documents @
[ Company Detaits 0]
@ Appicetion Detads

% Sue Dotads

£ Payment Datats

D Review

13 Deceton Contact Information *

This sub-section is gro-fibed from your Company Addross Bool

Application Detay

1 Ernestine Pharma Manager (third company UAT) *65-

0w witit yourd Company Address Dook (2 o

Appication Oetalls

Dashboars °

Daft | Application No. (Draft)

Subsections

Company information
Company Address

Contact infermation

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

5.2.1.4. Application Details

P A singapore Government Agency Website How to identify v

Main Application Information
“"v' I1SA Dashboard o
1) The applicant's name is
Application For Dealer's Licence (New) . :":"[ 9 :p""f;m" :‘°;°p'i:‘; automatically populated based
on the name retrieved from

Corppass during login. The
designation field is to be filled in

& Supporting Documents (©) You are submitting a Dealer's Licence Application for Medical Devices
i ° Application Details —— by the appli.cfa\ nt, r.efle.cting their
- current position within the

& ste Detalls Application Information © Notification Emails company.

Y Tis sub-saction s pre-ld fram you na efection and canno be el

B Review Product Type Medical Devices Notification Emails

Pk I e The contact details entered under the
Dealer's Activiy Manufacturer notification email are specific to the

© [Main Applicant information * application, and individuals listed
under this email will receive

Applicant Name (as in NRIC/FIN) * Ernestine

notifications exclusively for updates
related to the application.

Designation *

Notification Emails * o 2) Applicants can update the
Please include your contact details in this section, and additional contacts if required. All notifications regarding this application will be sent to the persons listed n Ot|f| Catio nema | | by se I eCti ng
below and contact persons listed in the Company Details Section

‘Add Notification Email’.

(@® No Data Available

(=)
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5.2.1.5. Site Details

® dson
Yina

Application For Dealer’s Licence (New)

You ate submittng s Desiars Licesce Appication for Medical Devices

Site Details

Singapore Health Product Access and Regulatory E-System (SHARE)

Persen Nomtear

© [Site Details

S0 Dutalts 1
Vital Edge Medicel

General Medical Device
Class ABICO

Lence romation

Lwence
Type

\ Trwe
Tyoe of Guatty Mansgement Sysem 1GMS) Corntiossan

252, NORTH BROGE ROAD, RAFFLES CITY SHOPPING CENTAL Sngapone 170103

© [Outsourced Provider

User Manual — Applicants (Internet) v0.2

S Responsible Person(s) for Licence(s)

1) Applicants need to input
responsible person(s) for the
selected dealer's activity during
the application creation process by

clicking on ‘+ Add Responsible

Person’.

B Acoication No. Deatt)

Site Details
2) Applicants need to input site
particulars for the selected
dealer's activity during the
application creation process by
clicking on ‘Add Site Details’.

Outsourced Provider

3) Applicants need to input
outsourced provider for the
selected dealer's activity during
the application creation process by
clicking on “Add Outsourced
provider” (if applicable).
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Add Site Details

® A singapore Government Agency Website How to identify~

s HSA

Add Site Details 1

Dashboard o
- Application No. (Draft)
X

[Site Address

Site Name *
Postal Code *
Block / Number *
Level - Unit
Street Name *
Building Name

Device Type(s) * ®
Please select all that apply

Risk Classification *

Get Address

[] General Medical Device
[ In-vitro Diagnostic Device (IVD)

() Class A () Class A/B/C/D

Licence Information
Please add all applicable licence types under this site

Licence Type *

Select licence type

Applicants are required to complete all
mandatory fields indicated by "*", and
subsequently.

4) Applicants need to fill in the site
address

5) Applicants should choose the
appropriate Licence Type and click
“Add Licence Type”.
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Add Site Details 1 % 6) Applicants are required to fill in
the Licence information for their
entacies site and click “Add Certificate”
4 »
Certification(s)
Licence Type * Manufacturer Licence v
Quality Management System * 1S013485 v
Certification Body * Select Certification Body ¥
Expiry Date * dd/mm/yyyy L}
Scope of Quality Management System * ¢
4
Add Certification J
@ No Data Available
Cancel (NG
o B
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Add Site Details 1 . | Forlicence(s) with ‘GDPMDS’ certification,
Applicants are required to provide further
4 4 details.
Business Address 7) Applicants are required to fill in
the Business Address for their site.
e e e e S e 8) Applicants can indicate if there are
Postal Code * et Adaress | any outsourced activities. If it is
Sloek | Mumber - indicated as ‘Yes’, the “Add
_ Outsource Provider” button in the
e . Site Details section will be
Siess Narpe & enabled.
Building Name

Additional Licence Information

Jire there any outsourced activities? * ) Yes O ho

-
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5.2.1.6. Payment Details

P A singapore Government Agency Website How to identify v

‘nyA

Application For Dealer's Licence (New)

Focused View YYou are submitting a Dealer's Licence Application for Medical Devices

£ Supporting Documents o Payment Details
Company Details @
Lt © Billing Information *
& site Details @
|
E Payment Details
® Review Postal Code 123456
Declaration Block / House No. 123
Level / Unit 12-12
Street Name Test13 edit by ishan
Building Name Test13

Payment Information *

e Preferred Payment Mode *

account. If this is an urgent application, it is recommended to select Online payment

For GIRO payments, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the

I GIRO
B3 online

Charge Code Description Quantity Price
MEDAPPMFG Application Fee for Manufacturer 1 $1,110.00
Subtotal $1,110.00
Tax $0.00
Total $1,110.00

Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRO, please

ensure that there are sufficient funds in the account.

< Back

Dashboard o

Draft!]  Application No. (Draft)
Last saved at 24 March 2025 12:26 PM &

Subsections

Billing Information

Payment Information

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary details,
the payment section is displayed.

1)

2)

Applicants can select the client
code from the dropdown list.

Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.
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5.2.1.7. Review

P A singapore Government Agency Website How to identify v

v - Review page displays the summary of all
‘r Dashboard . . .
s ° the sections filled before the declaration.
. . . Draft Application No. (Draft)
Application For Dealer's Licence (New)
Last saved at 24 March 2025 12:27 PM &3
Focused View
© Supporting Documents YN You are submitting a Dealer's Licence Application for Medical Devices
Company Details 0] Review
@ Application Details @
B site Detals @ Supporting Documents
5 Payment Details @
Declaration
v [3) Dealer Licence Application Dossier
v [3 1. Quality Management System %
v (3 11GDPMDS
v [ 1215013485
v (3 1.3 MDSAP
v 3 1.4D ion of ity to Quality System
v [ 2.Others
v
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5.2.1.8. Declaration

P Asingapore Government Agency Website  How 1o identify

\4
HSA

L
Dashboard o

Application For Dealer's Licence (New) G optcaton o. oraty

Facused View

£ Supporting Documents
Company Details

(@ Application Details

(® Site Details

B Payment Details

B Review

@ @ @ @ @ B

You are submitting a Dealer’s Licence Application for Medical Devices
0| Declaration

Last saved at 24 March 2025 12:28 PM &

On behalf of ThirdCompany,

a. | hereby attest that the inf ion provided on this application and in any attached documentation is accurate, correct and complete.

b. | hereby attest that | have direct knowledge of the established procedures and systems in place in respect to distribution records, complaint handling, adverse event reparting and field
safety corrective actions, including product recalls.

c. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage, delivery, installation, corrective action and
servicing in respect to medical devices handled by the company, and

d. | understand that | will be liable to prosecution for an offence under section 24(6) of the Health Products Act (Cap.122D) if | make any statement or furnish any document that | know to

[ I acknowledge and confirm the above declarations.

be false or which | do not believe to be true; or if | intentionally suppress any material fact such that the information furnished is misleading.
E 8 Y

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application
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5.2.2. Amendment

5.2.2.1. Getting Started — Details

P A Singapone Govermmant Agency Wabsia

\
‘." Hsa

Pending Task 0
[ Appications

M Input Requests ¥
£ Products

B Desiars »

B E-GIRD Application

Hiow o ieetify

Home
Overview

Active Applications Pending Tasks
4 0
B

View Pending Tasks

&

View Active Appiications

Latest Active Applications

List of most recently updated Acthe appications. You may access he Specific Categories from thi AppECations manu.

@ A singapore Government Agency Website  How to identify

‘?"H SA

New Application - Getting Started

Focused View

2. Checklist

Details

Instruction for this page
Please select the required product type and submission type for your application

Product Type @ Medical Devices

Products
[+]

View all producis

=

Dashboard o

Dealer's Licences

‘View ail dualer's licences

[} wiew Draft Appiications
L L

Dashboard o

Submission Type @ Dealer's Licence

Application Type e I Amendment

Cancel this application
and go back to Dashboard

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to create

a new application by clicking on
the “New Application” button.

Applicants can select the type of
application they want to submit.

2) Applicants can select ‘Dealer’s
Licence’ from the ‘Submission
Type’ dropdown list

3) Applicants can select
‘Amendment’ from the
‘Application Type’ dropdown list
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® A singapore Government Agency Website How to identify v

& 4) Applicants can create the
Vs et @) application.

New Application - Getting Started

Focused View

L I H
[ Checklist
Instruction for this page
Review your selections and prepare for your application
Product Type Medical Devices

Dealer's Licence

Amendment

x Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Dealer Licence for the manufacture, import and wholesale of Medical Devices in Singapore. Please ensure you have the proper supporting documents
as per GN-02 Guidance on Licensing for Manufacturers, Importers and Wholesalers of Medical Device e.g. GDPMDS certificate.

Submission Instructions

Please refer to the submission guide for dealers’ licences.

E-| View Checklist

For more information, please visit our website [

Change Prod

or Submission Type

< Back
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5.2.2.2. Amendment Information

Application For Dealer's Licence (Amendment)

Focused View

Eli Amendment Information

£ Supporting Documents
Company Details

& Application Details

(& Licence Details

B3 Payment Details

[@ Review

Declaration

(O]
©}

Amendment Information

[
\

Add a new site to existing licence

Amend existing sites

® cCancel J

Draft Application No. (Draft)
Last saved at 25 March 2025 10:37 AM &

Supporting Documents >

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to
choose the type of amendment
(Add a new site to existing licence
and amend existing sites).
Applicants can make these 2
changes in one application.
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Application For Dealer's Licence (Amendment)

Focused View

Ei Amendment information (©]

& Supporting Documents
Company Details

& Application Details

(& Licence Details

[ Payment Details

[@ Review

Declaration

©}

Amendment Information

Some of the sites cannot be selected because they are already included in an existing Open Dealer's Licence Amendment application

Add a new site to existing licence

Amend existing sites

Site Selection

User Manual — Applicants (Internet) v0.2

vrart AppIlicaton NO. (urart)

Applicants are required to carry out these
steps if “Amend existing sites” is selected.

Last saved at 25 March 2025 10:48 AM &

2) Applicants can select their desired
sites for amendment though
filtering

3) Applicants can select sites that
they want to amend though
checkboxes. Applicants can only
choose sites that are not currently
included in another open Dealer’s
Licence Amendment application.

Site Name

Licence Type

Licence Number

Select licence type

Device Type

Risk Classification

Select device type

Select risk classification

Reset ’ Filter J

Risk
Site Name Device Type(s) Classifi Site Address Licence Type Licence Number
cation
. In-vitro Diagnostic
Site 18 Feb 2025 472A, MACPHERSON
[ Device (IVD), G | Cl A 4 Wholesal MDWL250318N04
L wi1sa2 evice (IVD), General 3SR ROAD, Singapore 368189 olesalck
Medical Device
General Medical Glass
Site 18 Feb 2025 Device, In-vitro AJB/C/ 206, YIO CHU KANG ROAD,  Importer, MDIL250318A05,
WL &amp; IL 1843 Diagnostic Device D Singapore 545652 Wholesaler MDWL250318N04
(VD)
In-vitro Diagnostic Class
> 1, Ave 1, #01-01, Singapore Wholesaler, MDWL250319S08,
] Jurong Dewf:e (IVD)., General A/B/C/ 123456 Importer MDIL250319D07
Medical Device D
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5.2.2.3. Supporting Documents
® A singapore Government Agency Website

v
i", HSA

Application For Dealer's Licence (Amendment)

Focused View

Eli Amendment Information @ Supportlng Documents
Instructions for this page:

Company Details

@ Application Details MDIL250423C19
B Licence Details
= Supporting Documents Size: 76.49 KB
Payment Details
[® Review v [ Supporting Documents
Declaration v (3 1.Quality Management System

v 3 11GDPMDS

[ 9BB6DICIAFCFADA3963B2F2F3F38536E (1).pdf
76 KB Clean

v [3) 1.2180 13485

v 3 1.3MDSAP

v 314 ion of C ity to Quality System

Dashboard o

Draft Application No. (Draft)
Last saved at 24 April 2025 05:11 PM &

e [ Download All Supporting Documents ]

) Add document 3 Add folder R Edit 3 Delete
B () Add f ® & © D

User Manual — Applicants (Internet) v0.2

This page will show the related licence
supporting documents. Applicants can
download the supporting document, and
they can also add more supporting
documents if needed.

1) Applicants can download detailed
instructions for guidance

2) Applicants can download the
submitted supporting documents

3) Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

a. Add document

b. Upload zip file
c. Add folder

d. Edit folder

e. Delete folder
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5.2.2.4. Company Details

Application For Dealer's Licence (Amendment)

B Amendment Information

& Supporting Documents

@ Application Details
™ Ucence Details
& Payment Details
Q Review

) Declaration

o © ©

B b

Company Details

Company Information

This sub-section is pre-filled from your login and requires no action on your part

Company Name

MD UAT Company 09

UEN MDUATCompanyOQUEN

Company Address * ©

Ciear ACRA Address |

Postal Code * 98946

Level - Unit

Street Name *

Contact Information *

This sub-section Is pre-filled from your Company Address Book. To edit this info, please visit your
o Company Address Book (5,

Email

MD UAT Company 09

+65-
cp

{ Back

Draft Application No. (Draft)

Subsections

Company Information
Company Address

Contact Information

es under Application Detalls Sectior

Application Details

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking the
section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address. However,
applicants can clear the pre-filled
address and manually enter it if
needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening a
new tab that allows them to
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update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

5.2.2.5. Application Details

Main Application Information

Application Details 1) The applicant's name is
automatically populated based on

the name retrieved from Corppass

—_ Application Information © during login. The designation field
e o o This sub-section is pre-filled from your initial selection and cannot be edited. is to be ﬂ”ed in by the applicant,
) . reflecting their current position
& Supporting Documents ©) Product Type Medical Devices o
B . within the company.
Submission Type Dealer's Licence
Company Details ©)
Application Type Amendment . . i
B i A Main Applicant Information * The contact details entered under the
I I . . . ..
notification email are specific to the
€ Smmce Daiaits o Applicant Name (as in NRIC/FIN)  MD UAT Company 09 User 01 application, and individuals listed
@ Review : under this email will receive
S Designation * notifications exclusively for updates
related to the application.
Notification Emails * © 2) Applicants can update the
Please include your contact details in this section, and additional contacts if required. All notifications regarding this notification email by selecting
appllcatlon will be sent to the persons listed below and contact persons listed in the Company Details Section IIAdd NOtiﬁcation Ema"."

(@ No Data Available

e I[ + Add Notification Email 1 ]l
‘ < Back ‘ Licence Details >
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5.2.2.6. Licence Details

Licence Details

o Responsible Person(s) for Licence(s)
No Contact Contact Email Action
Person Number
1 MD UAT Company 02 User 01 +65 Edit | Delete
MD UAT Company 09 User 01 +65 Edit | Delete
3 +65-12345678 Edit | Delete
4 +65-12345678 Edit | Delete
“ »
Add Responsible Person
O T
(@® No Data Avallable
[ + Add site Detas 1

Existing Site

Subsections

Responsible Person(s) for
Licence(s)

New Site
Existing Site

Outsourced Provider

User Manual — Applicants (Internet) v0.2

Responsible Person(s) for Licence(s)

1) Applicants can do the following:

a.

Add Site

Input responsible
person(s) for the selected
dealer's activity during the
application creation
process by clicking on ‘+
Add Responsible Person’
Edit existing responsible
person(s) by clicking on
‘Edit’

Delete existing responsible
person(s) by clicking on
‘Delete’

If Applicants have chosen “Add a new site

to existing licence” in “Amendment

Information” section:

2) Applicants need to input site
particulars and tag it to existing
licence(s) during the application
creation process by clicking on
‘Add Site Details’. Please refer to
Section 6.2.1.5 for detailed
instruction of adding new site.

Existing Site

3) Applicants can amend existing
sites if they have chosen “Amend
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[l1 Amendment Information (o]

) Supporting Documents @o
Company Details

& Application Details

B3 Payment Details

[® Review

Declaration

Existing Site

Site Details 1

Site Name

Site Address

ype(s)

Risk Classification

Licence Information

Licence
Type

(MDWL250319508) Wholesaler

(MDIL250319007) Importer

Certification(s)

Licence
Type

(MDWL250319508) Wholesaler

(MDIL250319D07) Imparter

Jurong

1, Ave 1, #01-01, Singapore 123456

| # Edit |

In-vitro Diagnostic Device (IVD), General Medical Device

Class A/B/C/D
Type Certific
of Quality Management System (QMS) Certification Body
GDPMDS
Secondary Assembly A-EUROF
Cold-chain Management
GDPMDS
Secondary Assembly A-EUROF
Cold-chain Management

.

Additional Information

This is additional information required for the GDPMDS QMS and will be applied to all licence types

that incorporate it

Address 1, Ave 1, #01-01, Singapore 123456
any outsourced Yes
+ Add Site Details 2
Outsourced Provider @
No QOutsource Outsourced Add  Action
Provider Company Name Activity

Distribution, Storage, SecondaryAssembly

3,A  Edit | Delete |

Add Outsource Provider |

< Back

Payment Details

User Manual — Applicants (Internet) v0.2

existing sites” in “Amendment
Information” section.

Outsourced Provider

For licence(s) with ‘GDPMDS’ certification,
Applicants are required to provide further

details.

4) Applicants can do the following:

a.

Input outsourced provider
for the selected dealer's
activity during the
application creation
process by clicking on
“Add Outsourced
provider”.

Edit existing outsourced
provider by clicking “Edit”
Delete existing outsourced
provider by clicking
“Delete”
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5.2.2.7. Payment Details

Focused View

Amendment Information
& Supporting Documents
Company Details

@& Application Details

) Licence Details

[@ Review

Declaration

(O]
@

A

@

Payment Details

Billing Information *

Client Code * 6

WC-541209

Postal Code
Block / House No.
Level / Unit
Street Name

Building Name

Payment Information *

Preferred Payment Mode *

257784

82

TAMAN NAKHODA
VILLA DELLE ROSE

For GIRO payments, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure

that there are sufficient funds in the account. If this is an urgent application, it is recommended to select Online

Ay
[GIRO Qi) Q
@ Online

Charge Code Description Quantity Price

Subtotal $0.00
Tax $0.00
Total $0.00
Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred
payment mode is GIRO, please ensure that there are sufficient funds in the account.

=

Subsections

Billing Information

Payment Information

©
©

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary details,
the payment section is displayed.

1) Applicants can select the client
code from the dropdown list

2) Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.
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5.2.2.8. Review

Application For Dealer's Licence (Amendment)

Focused View

Eli Amendment Information @

Review

5 Supporting Documents (O]

Company Details .
Amendment Information

& Application Details

& Licence Details

Add a new site to existing licence
3 Payment Details

[ Declaration

Amend existing sites

Site Device Type(s)
Name
Jurong In-vitro Diagnostic Device (IVD), General Medical Device

Draft Application No. (Draft)

Last saved at 25 March 2025 02:54 PM &

Risk Classification Site
Address

Licence Typ

Class A/B/C/D 1, Ave 1, #01-01, Singapore 123456

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
For Dealer’s Licence Amendment in
particular, the Review page also show
before and after view of the amended
sections.
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Existing Site

P Site etts1
e Name FraneciLLe St Haine Franed ERLLC 01
e Addvess a0, AvENE A Ske Address 2800, SENGKANG EAST AVENUE, COMPASSVALE ANGILLA, Smgapore 542280
Davic Typets) General Mcicat Devie, I isgnostic Device (VD) Do Typeis eners icical Device,I-va Diagnostic Device (VDA
—— cussa Rk Cassricain Cussn
Lioence nformation Licence lnformaton

oo amer = Nomar

[ r—— [P [er——
Centicstionts) cartcaionts

proes o sty ransgument ystem (au) Crttcaion el o ot Mamagement System = N B —— P ———
I e MOWLIGHEGS  Gecrsion for S o GUPADE Crfiasian " s na

5.2.2.9. Declaration

1) Applicants need to acknowledge
amenamentinfomation @ Declaration and confirm the declaration
e soparting Doccments BN ) 2) Applicants can submit the
application

[ company Details On behalf of MD UAT Company 09,
@ Application Details a. | hereby attest that the information provided on this application and in any attached documentation is accurate, correct and complete.

b. | hereby attest that | have direct knowledge of the established procedures and systems in place in respect to distribution records,

6 Licence Details complaint handling, adverse event reporting and field safety corrective actions, including product recalls.

& Payment Details c. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage,
delivery, installation, corrective action and servicing in respect to medical devices handled by the company, and

[ Review d. | understand that | will be liable to prosecution for an offence under section 24(6) of the Health Products Act (Cap.122D) if | make any
statement or furnish any document that | know to be false or which | do not believe to be true; or if | intentionally suppress any material fact

such that the information furnished is misleading.

ol © © D

Declaration

1 [} 1acknowledge and confirm the above declarations.

(o] @
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5.2.3. Renewal

5.2.3.1. Getting Started-Details

P 2 Singapore Government Agency Websito  How to identify v

\“'ns/\

EE  ome

Pending Task (>
B Appications 2 Overview
© Input Requests

3 Products

Active Applications Pending Tasks Products
Bl Dcalers > 3 o 1
View Active Applications View Pending Tasks View ol products

& E-GIRO Application
Latest Active Applications

List of most recently updated Active applications. You may access the specific categories from the Applications menu.

MDNR250321T0001 Withdraw | View MDND250314M0006

sdf

Product Registration Submission Type

Dashbosrd

Y

o =

Dealer's Licences

View alf dealer's icences

[ view Dratt Applications

Withdraw | View

Now
Manufacturer

Dealer’s Licence

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to
create a new application by
clicking on the “New
Application” button.

Page 107 of 275



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicants (Internet) v0.2
= \Y
' HSA

1

P A singapore Government Agency Website How to identify~

" Applicants would be able to select the
\
Y HSA

ot @ type of application they want to submit.
New Application - Getting Started 2) Applicants would be able to
select ‘Dealer’s Licence’ from the
‘Submission Type’ dropdown list.
Details 3) Applicants would be able to
2 Cheokist T e o o o st select ‘Renewal’ from the
‘Application Type’ dropdown list.
Product Type Medical Devices
© submission Type  © Dealer's Licence
© ~ppication Type Renewal

Cancel this appl

and go back

© caneel
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P A singapore Government Agency Website How to identify v

4) Applicants would be able to

‘\' ashboart H H
Wiisa vt @) create the application.

New Application - Getting Started

Focused View

Libsst Checklist

ur selections and prepare for your

Product Type Medical Devices

n Type Dealer's Licence

ype Renewal

x Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Renewal for Dealer's Licence for the manufacture/import/wholesale of Medical Devices in Singapore.

Submission Instructions

Please refer to the submission guide for dealers' licences.

For more information, please visit our website (2

Change Product or Submission Type

| < Back

o Create Application [+
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5.2.3.2. Licence List

Application For Dealer's Licence (Renewal)

Focused View

You are submitting a Dealer's Licence Application for Medical Devices

5 Payment Details Licence List

[@ Review

Draft | Application No. (Draft)
Last saved at 10 April 2025 01:51 PM &

Declaration Select Licences to Renew ¢
Licence No.

MDIL250402R02
MDIL250323S01
MDML250330U01
MDML250405B05
MDIL250330R02
MDWL250330G03

MDWL250323H02

0o oo oo o oo

Licence Type

Importer

Importer

Manufacturer

Manufacturer

Importer

Wholesaler

Wholesaler

Licence Site Name

Site 2 Apr 2025 Non QMS 0851

Site 23 Mar 2025 Valid QMS 1553

Site 30 Mar 2025 Renewal 1323

Site 5 Apr 2025 Manual Renewal

Site 30 Mar 2025 Renewal 1323

Site 30 Mar 2025 Renewal 1323

Site 23 Mar 2025 Valid QMS 1553

Expiry Date

05-Apr-2025

26-May-2025

30-Mar-2025

06-Jun-2025

03-Jun-2025

29-May-2025

03-Jun-2025

Payment Details >

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to select
the licences to renew by checking
the respective licence’s checkbox.
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5.2.3.3. Payment Details

Subsections

Billing Information

Payment Information

Focused View You are submitting a Dealer's Licence Application for Medical Devices
6 Licence List ® Payment Details
B Review Billing Information *
Declaration
Client Code * o [ WC-661248 N v
I
WC-661248
Postal Code
Block / House No. Bt
Level / Unit
Street Name CHARTWELL DRIVE
Building Name wsd

Payment Information *

Preferred Payment Mode *

account. If this is an urgent application, it is recommended to select Online payment.

For GIRO payments, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the

Charge Code Description

MEDRETMFG Renewal Fee for Manufacturer

Quantity Price

1 $1,110.00

User Manual — Applicants (Internet) v0.2

4 Once the applicant has created an
application and filled in necessary details,
the payment section is displayed.

1) Applicants would be able to select
the client code from the dropdown
list.

2) Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.
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5.2.3.4. Review

® A singapore Government Agency Website How to identify v

3
“' HSA

1

Application For Dealer's Licence (Renewal)

Focused View

& Licence List @

B Payment Details @

Declaration

You are submitting a Dealer's Licence Application for Medical Devices

Review

Licence List

Licence No.

MDML250330U01

Billing Information

Client Code
Postal Code
Block / House No.

Level / Unit

Licence Type

Manufacturer

WC-661248
558755
61

Licence Site Name

Site 30 Mar 2025 Renewal 1323

Dashboard o

Draft Application No. (Draft)

Last saved at 10 April 2025 01:55 PM &

Expiry Date

30-Mar-2025

[N

a

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.2.3.5. Declaration

P Asingapore Government Agency Website How to identify v/
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Application For Dealer's Licence (Renewal)

Focused View

& Licence List [©)] You are submitting a Dealer's Licence Application for Medical Devices
£ Payment Details @ Declaration
@ Review ®

Dashboard o

Draft Application No. (Draft)
Last saved at 10 April 2025 01:56 PM &

In accordance to Section 24(6) of the Health Products Act, |, on behalf of the licence holder, duly attest & undertake:

(i) that the information provided in this application to renew the licence is correct and complete, and

(ii) that all changes, as defined in GN-02 Guidance on Licensing for Manufacturers, Importers and Wholesalers of Medical Devices, made to this licence have been notified to the Authority

in the prescribed manner.

a I acknowledge and confirm the above declarations.

b

o =D

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration.
Applicants would be able to
submit the application.
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5.2.4. Fulfilment Of Approval Condition

5.2.4.1. Getting Started-Details

® A Singapors Govermment Agoncy Webse How to idenily v S

1) Applicants would be able to create
" Dashbosrd . . . .
Wi ° a new application by clicking on
the “New Application” button.

EE  ome b

) Pending Task (>
® Input Requests >

3 Products

Active Applications Pending Tasks Products Dealer's Licences
& , 3 0 % [ % [0 ”
View Active Applications View Pending Tasks View o products View all dealer's icences

& E-GIRO Application
Latest Active Applications

[ view Dratt Applications
List of most recently updated Active applications. You may access the specific categories from the Applications menu. oo PR U OYPTNATLY)

MDNR2503217T0001 Withdraw = View MDND250314M0006 Withdraw | View
Application Tyg New Application Type Now
» sdf A Manufacturer
Product Registration Submission Type Dealer's Licence
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New Application - Getting Started

Focused View

Details

2. Review Instruction for this page
Please select the required product type and submission type for your application
3. Checklist

User Manual — Applicants (Internet) v0.2

Applicants would be able to select the type

= @ of application they want to submit.

2) Applicants would be able to select
‘Dealer’s Licence’ from the
‘Submission Type’ dropdown list.

3) Applicants would be able to select
‘Fulfilment Of Approval
Conditions’ from the ‘Application
Type’ dropdown list.

Product Type @ Medical Devices
0| Submission Type Dealer's Licence I
q Application Type Fulfillment Of Approval Conditions l

Cancel this application
and go back to Dashboard

[ ® Cancal ‘
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5.2.4.2. Getting Started- Review

P A singapore Government Agency Website How to identify~

\4
“" HSA

New Application - Getting Started

Focused View
1. Details ReVieW
_ Instructionfor.this page
Please select the fulfilment of conditions.
3. Checkiist

Dashboard

Licence Number

Application Number

Reset l Filter I

MDWL250318Q07

Application Number MDND250318L0010

Approval Conditions Date
e I Custom condition 21-Mar-2025 I
| Custom condition 2 21-Mar-2025

MDWL250402G03

Approval Conditions

O Specific condition 2 April 2025 0932

] Specific condition 2 April 2025 0933

MDIL250402R02

Approval Conditions

Specific condition 2 April 2025 0932

O Specific condition 2 April 2025 0934

[ < Backl

Application Number MDND250402F0001

Date
10-Apr-2025

07-Apr-2025

Application Number MDND250402F0001

Date
08-Apr-2025

08-Apr-2025

e 9 Request Extension
o

o

1)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants would be able to use
the filter to find a specific
Product/Licence.

Applicants would be able to select
the approval conditions to fulfil by
checking the respective approval
condition’s checkbox.

Applicants can ‘Error! Not a valid r
esult for table.’

Applicants would be able to create
the application.
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Request Extension

User Manual — Applicants (Internet) v0.2
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Request Extension

Focused View

BT ot

[ Review

Dashboard o a

Declaration
@) vor2so0s0oroz

Approval Conditions

Specific condition 2 April 2025 0932

Application Number MDND250402F0001

Date

08-Apr-2025

e Remarks
%
e Desired Due Date
dd/mm/yyyy

The applicant will be redirected to
Request Extension form.

1) Applicants would be able to see
the selected approval conditions
for the extension request.

2) Applicants would be able to put
remarks for the extension request.

3) Applicants would be able to select
the “Desired Due Date”.
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:A'SmgapnreeovemmemAgency Website How to identify~ - 4) Review page displays the
) ashboar . .
Wissa s Q) summary of all the sections filled

Request Extension before the declaration.

Focused View

1. Details

o

Declaration

Review

Your request

MDIL250402R02 Application Number MDND250402F0001

Approval Conditions Date

Specific condition 2 April 2025 0932 08-Apr-2025

Remarks: no

Desired Due Date: 26-Apr-2025

Dectaration >
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:AvsmgaporeGovemmemAgency Website How to identify v a 5) Appllca nts need to acknowledge
‘ ashboart . .
Y usa piers @ and confirm the declaration.
Request Extension 6) Applicants would be able to
submit the extension request.
bR Declaration
[@ Review
Declaration e 1.1, on behalf of my company, confirm that the i i i in this ication is true and accurate.

2.1, on behalf of my company, am fully aware that the quality, safety and efficacy of the submitted products will not be evaluated by the HSA.

3.1, on behalf of my company, must comply where applicable, with the Health Products Act and their corresponding regulations. | must also comply with all other applicable laws and their
regulations.

[J 1acknowledge and confirm the above declarations.
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5.2.4.3. Fulfilment of Approval Condition

® A singapore Government Agency Website How to identify v

\
“\' HSA

Application For Fulfilment Of Approval Condition

Focused View

Fulfilment of Approval Condition

@ Review
Declaration
0\ Upload Files for All Conditions |
Excepturi
Approval Conditions
Product Lorem ipsum

Uploaded files:

q 2025-03-20 at 10-25-08 HSA SHARE - Applicant - Fulfiliment of Approval Condition.png

| ® cancel

Date

22-Mar-2025

Dashboard 0

Draft Application No. (Draft)

Last saved at 20 March 2025 11:24 AM &

Actions

o Upload Files

Review >

1)
2)

3)

User Manual — Applicants (Internet) v0.2

Applicants would be able to
upload files for all conditions
Applicants would be able to
upload files for specific condition
Applicants would be able to
download and delete files
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5.2.4.4. Review

MANMIVAUUIT TV TUITHTTITICHIL VI AYNIUYdAL WUTIUIUuILII

Focused View

[® Fulfiment of Approval ® Review

Condition

Declaration Fulfilment of Approval Condition

Product: MDWL250318Q07

Approval Conditions
Custom condition %

Uploaded files:

9BB6D1CIAFCF4DA3963B2F2F 3F38536E.pdf

Date

21-Mar-2025

Last saved at 14 April 2025 11:44 AM &

Declaration >

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.2.4.5. Declaration

P A singapore Government Agency Website How to identify~

""'HSA Dashboard o
. . .. g Draft Application No. (Draft)
Application For Fulfilment Of Approval Condition e
Last saved at 14 April 2025 11:44 AM &
Focused View
[ Fulfiiment of Approval @ Decla ration
Condition
@ Review @

1.1, on behalf of my company, confirm that the information submitted is true and accurate.

2.1, on behalf of my company, must comply where applicable, with the Health of Products Act and its corresponding regulations. | must also comply with other applicable laws and their

regulations.

°I [ 1acknowledge and confirm the above declarations.

=
[y

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration.
Applicants can submit the
application.
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5.3. Product Registration

Companies are required to register their medical device with HSA before supplying it in Singapore.

5.3.1. New

5.3.1.1. Getting Started — Details

.“ s Govant aency Webaheiow 1o ey s 1) Applicants would be able to create
Viesa GG a new application by clicking on

the ‘New Application’ button.

B Home

Pending Task o >

D

© input Requests

£ Products Active Applications Pending Tasks Products Dealer's Licences
B Doaters > 4 0 4] 5
View Active Appiications D View Pending Tasks S View all products g View 3l dealer's hcences u]

& E-GIRO Application
Latest Active Applications [ view Draft Appiications

List of most recantly updated Active appications. You may 3ccess the specific categories from the Appscations meny
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’ e ——— ——— Applicants can select the type of
Yss vt @ application they want to submit.
New Agplication = Getting Started 2) Applicants can select ‘Product
Registration’ from the ‘Submission
Type’ dropdown list
Details 3) Applicants can select ‘New’ from
Focused View Ir::l:fft\f:[rv[f:rt:]slr?agzm s e o e for ot apcaton the IAppIication Type’ dropdown
N list
Pps— o S 4) Applicants can select the device
@ [siomissionioe o Product Registration | type from the dropdown list
O — | 5) Applicants can select the dossier
O | format

Cancel this applicatian

and go back to Dashboard

( (¥) Cancel Next >
(© oo =9
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® A singapore Government Agency Website How to identify v

wvnsA

Dashboard
New Application - Getting Started

Checklist
Focused View Instruction for this page

Review your selections and prepare for your application
1. Details

Product Type Medical Devices

Submission Type Product Registration

Application Type New

Device Type General Medical Device

Dossier Format ASEAN CSDT

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.
You are about to start the for a Product ion of a Class B/C/D Medical Device to obtain marketing clearance for its import and supply in Singapore.
Please note that only medical device dealers who have been licensed by HSA can engage in the import and/or of medical devices in Singapore. To apply for an

Importer's, Wholesaler's and/or Manufacturer's Licence, please submit a Dealer's Licence application.

If your medical device is a Class A Medical Device, please submit a Product Notification application instead of this Product Registration application.

Please refer to the following guidance document for more information on medical device risk classification:

GN-13 Guidance on the Risk Classification of General Medical Devices

GN-14 Guidance on the Risk Classification of In Vitro Diagnostic Medical Devices

Submission Instructions

In this application, you would need to provide the following information:

. Each application is for registration of only one SINGLE medical device, or medical device
FAMILY, or medical device SYSTEM or GROUP, or TEST KIT for IVD.
Please refer to the following guidance document for more information:

GN-12 Guidance on Grouping of Medical Devices for Product Registration

~

. The softcopy of the supporting documents must be prepared in the ASEAN CSDT format.
Please refer to the following guidance documents for more information:

[= View Checklist

GN-15 Guidance on Medical Device Product Registration

GN-17 Guidance on of a Product i { ion for General
Medical Devices using the ASEAN CSDT

E-Submission Guide for General Medical Devices for ASEAN CSDT based Submissions

GN-18 Guid on ion of a Product for IVDMD
using the ASEAN CSDT

E-Submission Guide for IVD MD for ASEAN CSDT based Submissions

For more information, please visit our website (3

Change Product or Submission Type

< Back |

You will not be able to chang
Product or Submission type after this page

(6]

te Application

User Manual — Applicants (Internet) v0.2

6) Applicants can create the

application.
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5.3.1.2. Supporting Documents

@ A singapore Government Agency Website  How to identify v a 1)

Applicants can download detailed
ﬂ‘\"HSA Dashboard o

instructions for guidance

B Appiication No. (Draft) 2) Applicants can download the
Last saved at 16 April 2025 03:06 PM & DOSSier Template as a Zipped
folder

= 3) Applicants can add the necessary
ou are subMINNG 2 Broduct Reptstration Applcation for Madica Devices files to the relevant folders within

Bl company Details Supporting Documents .
- .mu’:‘gnmnmgagez 0 the Dossier Template and upload

Please download the empty Supporting Documents.zip provided below. Organise your files into folder structure of the zip and upload the entire zip file [Download detailed instructions (PDF] _} t h . f. I

Application For Product Registration (New)

Focused View

@ Application Details

HEy Sites

orostet Iformation Product Registration - Supporting Documents.zip e 4) Ap p I |Ca nts canu pd ate S u p po rt| ng
S r— Suppartng Documents Sz 0 Byts (2 oot comen ) (NI © Documents from an existing

© Evaluation Route + [ Product Registration Application Dossier Dossier by performing any of the
B3 Payment Details v [3 1.Letter of Authorisation % ol [ Add document 1, Upload zip (3 Add folder @ Edit [ Delete I following aCtIOﬂSZ

[® Review v [3) 2.Annex 2List of Configurations

e Add document
e Upload zip file
D a2 e Add folder

-~ @ 33T0A e Edit folder

e Delete folder

Declaration ~ [3) 3.Proof of Reference Agency Approvals

v (3 31USFDA
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5.3.1.3. Company Details

v
hisa

Application For Product Registration (New)

You are submitting a Product Registration Application for Madical Devices

Company Details

Company Information

TS Bl etion 5 - Tiled From your kegin AR FEGLITGS NO BI1IOA SN Yol FarL

Company Mamse Kraigar Ing

UEN Mock_B091E6542

Company Address *

Clear ACRA Address

5 Supporting Documents @

Company Detais

@ Appikcation Details Building Mamg
Al Sites
% Pt irrmetin Contact Information * 1]

This futi- sectian i poe-fiked from your

@ Change Maragement

ser Appiication Detalls Soctior
=) Evabastion Route

B Payment Dutaits S Mg Contact Person Contact Number Email
B Review 1 Franata +65-23456789
B Dectaeation

Bnck

Company Asdiess Baok, To edi 1% info, please visit your|Coampaen: Address Boak [,

Draft

Dashboard °

Applcation No. MODNR25030TA0004

Subsections

Company inlormation
Company Address

Contact Information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking the
section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address. However,
applicants can clear the pre-filled
address and manually enter it if
needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening a
new tab that allows them to
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Singapore Health Product Access and Regulatory E-System (SHARE)

5.3.1.4. Application Details

P A Singapore Government Agency Website How to identify v

-‘,"‘HSA

Application For Product Registration (New)

3 Supporting Documents @
[E Company Details @
M sites

% Product Information
# Change Management
() Evaluation Route

£ Payment Details

[ Review

Declaration

You are submitting a Product Registration Application for Medical Devices

Application Details

Application Information

This sub-section is pre-filled from your initial selection and cannot be edited.

Product Type

Medical Devices

Submissi

Product Registration

New

Device Type

General Medical Device

Dashboard °

Draft Application No. MDNR250307A0004

Last saved at 07 March 2025 03:06 PM &

Subsections

Application Information
Main Applicant Information

Motification Emails

O]

Main Applicant Information *

Applicant Name (as in NRIC/FIN) * Franata

Designation * Test

Notification Emails *

Please include your contact detalls in this section, and additional contacts If required. All natifications regarding this application will be sent to the persons
listed below and contact persons listed in the Company Details Section

@ No Data Availaple

< Back ﬂ

User Manual — Applicants (Internet) v0.2

update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

Main Application Information

1) The applicant's name is
automatically populated based on
the name retrieved from Corppass
during login. The designation field
is to be filled in by the applicant,
reflecting their current position
within the company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) Applicants can update the
notification email by selecting
‘Add Notification Email’.
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5.3.1.5. Sites

P A singapore Government Agency Website How to identify~

\4
‘," HSA

Application For Product Registration (New)

Focused View
3 Supporting Documents @
[El Company Details @
@ Application Details @

& Product Information

& Change Management
@ Evaluation Route

B Payment Details

@ Review

Declaration

You are submitting a Product Registration Application for Medical Devices

Sites

Instructions for this page:

Please provide at least one Manufacturer - either Overseas or Locz

@ | Overseas Manufacturers

Overseas Manufacturer 1

Overseas Manufacturer Name
Qverseas Manufacturer Address

Type of Accreditations

test

3d valley road, Algeria
Accreditations Expiry Date

Japan MHLW Ordinance 169 26-Feb-2026

( + Add Overseas Manufacturer 2 |

d Local Manufacturers

Local Manufacturer 1

Licence Number

Local Manufacturer Name
Local Manufacturer Address
Site Details

Type of Accreditations

Local Manufacturer Licence/Dealer's

— Delete \|
MDML250422Y12

MD UAT Company 05
17C, DUBLIN ROAD, #17-30, Singapore 239806
Star Vista (3D, RIVER VALLEY ROAD -, CQ @ CLARKE QUAY, 179023 Singapore)

Accreditations Expiry Date

150 13485 22-Nov-2028

[+ Ado Locat Manutacturer 2 )

‘( < Eack]

Product information >

Dashboard o

Braft!  Application No. (Draft)

Last saved at 22 April 2025 04:52 PM &

Subsections

Overseas Manufacturers

Local Manufacturers

User Manual — Applicants (Internet) v0.2

Overseas Manufacturers

1) The applicant can do the following:

e Add new overseas
manufacturer for the
current product(s) by
clicking on ‘Add Overseas
Manufacturer’ button and
filling in the details

e Edit current overseas
manufacturer(s) by
clicking on the ‘Edit’
button of the desired
overseas manufacturer(s)

Local Manufacturers

2) The applicant can do the following:

e Add new local
manufacturer for the
current product(s) by
clicking on ‘Add Local
Manufacturer’ button and
filling in the details

e Edit current local
manufacturer(s) selected
by clicking on the ‘Edit’
button of the desired local
manufacturer(s)
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5.3.1.6. Product Information

® A singapore Government Agency Website How to identify v 1 )

There will be only one Product
“\," 1SR Dashboard o

Owner for the Products in this
Application. Product Owner can be
either Overseas or Local. The
applicant can do the following:

Application For Product Registration (New) M Coepscelon b Drl)

Last saved at 16 April 2025 03:39 PM &

You are itting a Product

lion for Medical Devices

Product Information

Subsections

Product Owner Information (2

Device Listing

a. Add new product owner
for the current product(s)
by clicking on ‘Add

i oA Product Owner’ button
— and filling in the details
roduct Owner (Local 2 Edit | [ — Delete .
i e el b. Edit current product
p—— Product Owner Name saran _ owner(s) by clicking on the
S e et ° Address 3D, RIVER VALLEY ROAD, CQ @ CLARKE QUAY, Singapore 179023 . . i
Edit’ button of the desired
Sompery Detory © Device Listing * d
 Aovlcaton Dot © product owner(s)
0 ses © Device ) (~ oo ¢. Remove current product
owner(s) by clicking on the
@ change Management evice Name esla
@: . i sl “Delete” button of the
& PoymentDetats e ) desired product owner(s)
Machine Learning-enabled Medical Device No . .
B Roviow i intermet 2) The applicant can add and edit the
device’s information of the
Class C
p—— product
A S 3) The applicant can add the device’s
models
Are any models supplied sterile? Yes
Justification if no importer assigned no
Models (a0a) e
(+ haavwe2)
(=)
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Add Device 1

Device Type

Device Name *

Intended Use *

Medical Mobile (also
known as Software as Medical Device (SaMD),
in IMDRF context) *

Machine Learning-enabled Medical Device* ©

If the device contains connectivity / interfacing
capabilities, please select all that apply *

Device Risk Classification *

Medical Specialty *

Is the device for Professional Use Only? *

Is the In Vitro Diagnostic (IVD) device for self-

o]

General Medical Device

O Yes © No

O Yes  © No

[ Internet

[ LaN

[ Wireless LAN

[] Bluetooth

[] Able to interface (via e.g. USB cable) with computing device (laptop, mobile phone, tablet, and etc.)
[] Others

[ NA

Select Device Risk Classification b
Select Medical Specialty

O Yes O No

O Yes O No © Not Applicable

Applicants need to fill in all the details
about the device they want to submit.
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a
Add Device 1 X
Is the device for Professional Use Only? * O Yes ©O No
Is the In Vitro Diagnostic (IVD) device forself- © O Yes O No © Not Applicable
testing? *
Biological Material Component [J Human
[J Bovine
[] Ovine
[J Porcine
[J Animal (Others)
[J Plant
[J Others
Are any models supplied sterile? * O Yes O No
Local Authorised Importer Licence Number
Local Authorised Importer Name
| + AddDealer
Justification if no importer assigned *
v
v
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Add Device Model

Add Device Models « 1) Applicants can download an Excel

template file to fill in device

Overseas Manufacturer 1 [Qcean | Informatlon'

N EST——— 2) Applicants can upload the Excel
ownload Device Model Template . .

) Grioma bevies o file to the system to add multiple

models at a time or add model
S L,
T . individually by clicking ‘Add
Upload required documents here ( files less than 25MB). Fil ing the limit will be Model'.
3) Applicants need to select UDI
Issuing Agency if any of the models
E) (0o meuimg Avency T os have UDI-DI or DM-DI data.
[ HIBCC
[] icceBA
[] IFA GmbH
Gancel
N
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5.3.1.7. Change Management

® A singepore Government Agency Website  How to identify~

\4
‘," HSA

Application For Product Registration (New)

£ Supporting Documents You are submitting a Product Registration Application for Medical Devices

Company Details

Change Management

& Application Details

i Sites Change Management Program

Change Management Program - a voluntary program to facilitate timely implementation of software changes for Standalane Medical Mobile Application

®@ @ @ ®@ ©

3 Product Information

@& Change Management | would like ta opt-in for the Change Yes O No

Management Program

®

(2) Evaluation Route
[ Payment Details
@ Review

Declaration

< Back Evaluation Route >

Dashboard °

Draft Application No. MDNR250307A0004

Last saved at 07 March 2025 03:10 PM &

Subsections

Change Management Program

User Manual — Applicants (Internet) v0.2

This section contains Change Management
Program, a voluntary program to facilitate
timely implementation of changes for
Medical Devices.

Page 134 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J
‘;’”HSﬁ

5.3.1.8. Evaluation Route

v
Yisa [ )
At . . UBEHY  Appscation No. MDNR250307A0004
For gl (New) G e
You R

Evaluation Route

Evaluation Route Determinants

Other Evahastion Route
wmrarts.

Scheme wilba rev o wih foes appiicatie.
Evaluation Route
Next-Generstion Medical Devce
Infor Priority Review Yo O No vitistive

Rel Agency Approvai(s) obtained for all device models to be

European Union (EU)
US Food and Drug Administration (US FDA}

Austraka Therapautic Goods Ads

EXprori o SENC) Evaluation Route *
S - Plegae selectthe evaation oute for procct regvtration.The cptions aveloie are based o1 your gt sbove
@ Appication Detabs ] Evaluation Route * Ful Class C
B e [}
2 > MO Class € FullEva Fse

Procuct wiormation o
& Change Managarent [} 5625000

p 220

B Revew

D Deciwaton

User Manual — Applicants (Internet) v0.2

Based on the information provided by the
Applicant in the Product Information and
Evaluation Route section, the applicable
Evaluation Routes will be in a dropdown
for the user to select.

TAT and cost of the evaluation route
selected will be shown to the Applicant so
they can make an informed decision.
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5.3.1.9. Payment Details

#® A Singapore Govemment Agency Websie
B

Y HSA

Application For Product Registration (New)

£ Supporting Documents
[ Company Details

@ Application Detaits
{h Shes

& Product information

@ Change Management

© © © ®© © © P

© Evaluation Route

® Review

&

D decaration

© Ermors
« Ploase ensura that you have entared a vakue for the Payment Schedule' fiekd

You are submitting a Product Registration Appiication for Medical Devices

Payment Details

Billing Information *

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary details,

osnvons @)

Draft|  Application No. (Draft)

Last saved at 22 April 2025 04:41 PM S

1)

Subsections 2
Biling Information

Payment Information

Client Code * W123412304
Postal Code 239806
Block / House No. 7c
Unit 17-30-17-30
t Nam DUBLIN ROAD
Building Name nan

3)

Payment Information *

Payment Schedule *

Payment Schedule * Full Progressive
Charge Code Description Quantity Price
MEDAPPDMC
ubt
Total $560.00
b n of th n. If your preferred payment mode Is GIRO, please

the payment section is displayed.

Applicants can select the client
code from the dropdown list
Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.

Depending on selected payment
mode and evaluation route,
Applicants can select the
preferred payment schedule.
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5.3.1.10. Review

® A singapore Government Agency Website How to identify v

\4
"" HSA

Application For Product Registration (New)

You are ing a Product i i i for Medical Devices

Review

Supporting Documents

ccused View Supporting Documents Size: 0 Bytes

(%) Evaluation Route

“ [3) 3.4 Health Canada

£ Supporting Documents A ~ [3) Product Registration Application Dossier
[ company Details @ “ [3 1Letter of Authorisation
{§ Application Details @ ~ [31 2. Annex 2 List of Configurations
fly sites @ ~ [21 3.Proof of Reference Agency Approvals
& Product Information @ v (3 31UsFoA
& Change Management ® v 3328
® v [ 3.3TGA
@

[ Payment Details

~ [ 3.5 Japan MHLW
@ Review

[A Declaration ~ [3] 4.Declarations

~ [2] 4.1 Declaration of Labelling

~ [ 4.2 Marketing History Declaration

Draft

Dashboard °

Application No. MDNR250307A0004

Last saved at 07 March 2025 03:11 PM &

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.3.1.11. Declaration

® A singapore Government Agency Website  How to identify v

*‘vl 1SA

Application For Product Registration (New)

9 Supporting Documents.
il company Detalls

@ Application Details
Mk sitos

™ Product Information
@ Change Management
@ Evaluation Route

£ Payment Details

@ Review

® @ © © ®© ® ©®© @ P

oasnboars (@)

Application No. MDNR250307A0004

ast saved at 07 March 2025 03:11 PM &

You are a Product Reg for Medical Devices

Declaration

All registrants under the Health Products Act (HPA) must comply with the HPA and its regulations. This is to ensure that all health products in Singapore meet the required standards of safety,
quality and efficacy. Registrants must also comply with all other applicable laws and their regulations

On behalf of the Product Owner and Kreiger Inc

a. | hereby affirm that the information provided on this application is correct and complete

b. | attest that | have the objective evidence to establish that this device(s) meets the safety and effectiveness requirements, and
c. | attest that there are no misleading claims made relating to the quality, safety and effectiveness of this device(s)

o l | acknowledge and confirm the above declarations.

(= - =

User Manual — Applicants (Internet) v0.2

1) Applicants need to acknowledge
and confirm the declaration

2) Applicants can submit the
application
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5.3.2. Retention

5.3.2.1. Getting Started

P A Singapore Government Agency Wabsia  How b identify v

T
‘." Hsa

B Pending Task [«

[ appications

i Input Requests ¥
B Products
B Dealers »

B E-GIRD Application

Home
Overview

Active Applications Pending Tasks

4 0
B

View Active Appiications

®

View Pending Tasks

Latest Active Applications

List of most rmcently updated Acthe appications. You may sccess the Specific Categories from the Appecations mani.

P A singapore Government Agency Website  How to identify v

!
“' HSA

New Application - Getting Started

Focused View

EEENEN ot

2. Checklist

Instruction for this page

Please select the required product type and submission type for your application

Product Type @ Medical Devices

Singapore Health Product Access and Regulatory E-System (SHARE)

Products
0

Wiew all products

=}

Dashboard

Dealer's Licénces

View all dealer's licences

[ view Dratt Appiications
L J

Dashboard

el Submission Type @

Product Registration

O opicoron Tyoe

Retention

s application
ck to Dashboard

@ cancal

o

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.

Applicants can select the type of
application they want to submit.

2) Applicants can select ‘Product
Registration’ from the ‘Submission
Type’ dropdown list

3) Applicants can select ‘Retention’
from the ‘Application Type’
dropdown list
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® A singapore Government Agency Website How to identify v
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A HSA Dashboard

New Application - Getting Started

ed View

1. Details Checklist

Instiction for this pege

Review your selections and prepare for your application.

Product Type Medical Devices
Submission Type Product Registration
Application Type Retention

x Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for the retention of medical device(s) that have been given marketing clearance.

Submission Instructions

Please be that it is the il of the regi to keep track of the annual retention due date. Failure to make the necessary payment may lead to cancellation of the
registration of the medical device. Once the device listing is cancelled, import and supply of that medical device is not permitted.

Please be i that it is the ibility of the to keep track of the annual retention due date. Failure to make the necessary payment may lead to cancellation of the
registration of the medical device.

If fee payment is not received within 30 days after the due date, justification for late retention payment (Show Cause) must be provided in your retention application. Device listings will be
cancelled if retention fee payment is not received within 60 days after the due date. Once the device listing is cancelled, import and supply of that medical device is not permitted.

For more information, please visit our web: @z

uct or Submission Type

User Manual — Applicants (Internet) v0.2

4) Applicants can create the

application.
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5.3.2.2. Product List

B Appiication No. (Draft) 1) Search for results by entering the
Last saved at 16 April 2025 03:06 PM & required data in the SearCh table
and clicking ‘Search’ button. If the

= applicant enters multiple search
You are submitting a Retention Application for Medical Devices Criteria, the System Wi” apply an

Application For Product Registration (Retention)

Focused View

= pormenipects Device Listing 'AND' search to refine the results.
[@ Review .
S 2) Applicants would be able to select
Declaration o Select Devices to Retain © . .
the products to retain by checking
— I the respective product’s checkbox.
Product Owner Name Device Risk Classification Select an option
Product Number Product Owner Name Device Name Device Risk Classification Due Date
el MDPR250324C0005 Local 12 Mar 2025 PO 2035 Updated GMD 24 Mar 2025 C 1604 Class C 26-May-2025 I
v
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5.3.2.3. Payment Details

® A singapore Government Agency Website How to identify~
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Application For Product Registration (Retention)

E

( Device Listing 0] You are submitting a Retention Application for Medical Devices
Payment Details
@ Review

Decaaton Billing Information *

0 Client Code * WC-661248
Postal Code 558755
Block / House No. 61
Level / Unit
Street Name CHARTWELL DRIVE
Building Name wsd

Payment Information *

e Preferred Payment Mode *

an urgent application, it is recommended to select Online payment.

s, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the

GIRO

B3 oniine
Charge Code Description Quantity Price
MEDRETCLSC Retention Fee for Class C Reg MD (Class C) 1 $67.00
Subtotal $67.00
Tax $0.00
Total $67.00

Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRO, please

ensure that there are sufficient funds in the account.

[; < BackJ

Dashboard o

Draft Application No. (Draft)
Last saved at 16 April 2025 03:07 PM &S

Subsections
Billing Information @
Payment Information @

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary details,
the payment section is displayed.

1)

2)

Applicants can select the client
code from the dropdown list

Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.
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5.3.2.4. Review

P A singapore Government Agency Website How to identify v
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1

Application For Product Registration (Retention)

Focused View
& Device Listing @
B Payment Details @

Declaration

You are submitting a Retention Application for Medical Devices

Review

Device Listing

Product Number Product Owner Name

MDPR250324C0005 Local 12 Mar 2025 PO 2035 Updated

Show Cause

@ No Data Available

Billing Information

Singapore Health Product Access and Regulatory E-System (SHARE)

Device Name

GMD 24 Mar 2025 C 1604

Dashboard o

Draft Application No. (Draft)
Last saved at 16 April 2025 03:07 PM &

Device Risk Classification Due Date

Class C 26-May-2025

-

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.3.2.5. Declaration

::\'SmgaporeGovemmemAgency Website How to identify v A 1) Apphcants need tO acknowledge
\ )ashboart . .

HHEE e and confirm the declaration
Application For Product Registration (Retention) La;:f:::;‘ mi’;:':z:;"o:zf::”@ 2) Applicants can submit the

application

Focused View

& Device Listing (©) You are submitting a Retention Application for Medical Devices
B3 Payment Details @ Declaration
@ Review @
All applicants under the Medicines Act (MA) / Health Products Act (HPA) / Poisons Act (PA) must comply where applicable, with the MA/HPA/PA and their corresponding regulations.This is
to ensure that all health products in Singapore meet the required standards of safety, quality and efficacy. Applicants must also comply with all other applicable laws and their regulations.

In accordance to Section 30(10) of the Health Products Act, I, on behalf of the product owner and registrant, duly attest & undertake:

(i) that this registrant remains authorised by the product owner to be the registrant of medical devices under this listing,

(ii) that the registrant remains aware and complies with all product registration conditions issued for medical devices under this listing,

(iii) that all certifications (e.g. ISO 13485 certificate for manufacturing site) relating to the product registration remain valid and will be submitted to the Authority upon request, and
(iv) that all changes, as defined in GN-21 Guidance on Change Notification, made to medical devices registered under this listing have been notified to the Authority in the prescribed

manner.

o ID I acknowledge and confirm the above declarations.
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5.3.3. Change Notification

Applicants can submit Change Notification to inform HSA of changes to approved Class B, C or D medical devices.

5.3.3.1. Getting Started — Details

o . Applicants can select the type of
Y tsa application they want to submit.
Hew Application - Gstling Started 1) Applicants can select ‘Product
Registration from the ‘Submission
Type’ dropdown list
_ lDeta“'S h 2) Applicants can select ‘Change
' e i e rered Notification’ from the ‘Application
Type’ dropdown list
ProductTyps g 3) Applicants can select one or
O [semisson bt e | multiple Devie Risk Classification
© [ Change Notifiaton ] for from the “Device Risk
©  [oevice Rk clasinati clsss © Classification” dropdown list.
Class B

Class D (contains registrable therapeutic/medicinal product)

Health Sciences Authority

Who we are Announcements

Report Vulnerab nment of Singapore

HSA Data Protectiol

Page 145 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J
‘;" HSA

5.3.3.2. CN Details

Fo

& Change Notification Details £
B change Notification Information
£ Supporting Documents @
Company Details

£ Application Details

Fl sites

£ Product Information

# Change Management

B3 Payment Details

@ Review

Declaration

BE. Submission of Unique Device Identitier (UDI) Data Elements for Registered Devices

This change type is applicable only for updating UDI data elements of registered
medical devices. It shall not be used for amending information resulting from new
device modifications or inclusion of information that has not been approved, which
require a separate change notification, change type or application.
7. Other Changes - Applicable only upen receipt of email from HSA, autherising submission under this category
B 7A. Other Technical / Review Changes (Verified by HSA prior to submission)
78B. Other Administrative Changes (Verified by HSA prior to submission)
7C. Other Notification Changes (Verified by HSA prior to submission)

7D. Amendment Changes for correction of typographic errors on SMDR (Verified by HSA prior to submission)

Overall Change Category

Review - Change
© Turn Around Time 30 Working days

Estimate Fees $560

|’ ® Cancel I

Change Notification Information

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants can check the relevant
change notification checklist to
inform the changes made to the
products in the application. Based
on the selection, the system will
conclude the Overall Change
Category.

The page will also show the overall
change type, the estimated fees
and the turnaround time.
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5.3.3.3. CN Information

P 4 Singapore Government Agency Website How to identlfy

a\"
Vien

Application For Product Registration (Change Notification)

Change Notification Information

2 Change Notification Details (&

[ change Notification Information

Select Devices to Amend

Draft |  Application No. (Draft)

2)

3 Supporting Documents 90

Company Details Approved Product Number
pany Pr

& Application Details

Product Owner
H sites
Device Risk Classification Select an option
{8 Product Information

& Change Management

[ Payment Details

Reset | Search 3 )

[& Review
e Approved Product Number Device Name Device Risk Classification oduct Owne Intended Use Retention Due Date
[ Declaration
MDPR250313E0018 Rerum B Q repellat ptatem delectus. 13-Mar-2026
© FSCA Information
Changes to Medical Devices due to Adverse Events (AEs) and/or Field Safety Corrective Actions (FSCAS)

Please declare if there are any changes to the medical device(s) due to FSCA(s) or AE(s)

© NONE of the changes submitted in this application are related to Field Safety Corrective Action (FSCA) and/or Local Reportable Adverse Events (AE)
SOME of the changes submitted in this application are related to Field Safety Corrective Action (FSCA) and/or Local Reportable Adverse Events (AE).

ALL of the changes submitted in this applicaticn are related to Field Safety Corrective Action (FSCA) and/or Local Reportable Adverse Events (AE).

< Back

Health Sciences Authority

s\lPPWlmg Documents >

User Manual — Applicants (Internet) v0.2

Applicants can enter Approved
Product Number, Product Owner
or Device Risk Classification to
narrow down the list of products
below.

Applicants need to select the
devices that they wish to amend
by checking the respective
checkboxes. If the selected device
listing has another ongoing CN
application, there will be
limitations fields which applicant
can make edits to.

Applicants need to select if there
are any changes to the medical
device(s) due to FSCA(s) or AE(s).
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5.3.3.4. Supporting Documents

® A singapore Government Agency Website  How to identify v

2
« HSA

1

Application For Product Registration (Change Notification)

Focused View

& Change Notification Details @ Supporting Documents
Instructions for this page:

Change Notification
@ chang @ Download detailed instructions (PDF)

Information

£ Supporting Documents A

[l company Details

Abbott Alinity | Active-B12 (k

(0 Application Details Supporting Documents Size: 659.98 KB
1y Sites
v [2) Change Notification Application Dossier

8 Product Information

v [3) 1.Annex 2 GN-21 Summary Table of Change Notification

= 2GN-21S Ti f Ci ificatis

@ Change Management

v [3 1.Letter of Authorisation D
@ Review ¥
5 ~ [3) 2.Annex 2 List of Configurations

Declaration
D ListofConfig.pdf

52 KB Clean
v [3] 2.Letter of Authorisation

v [ 3. Annex 2 List of Confiaurations

e @ Add document

Draft

pasnboars (@)

Application No. (Draft)

ast saved at 24 April 2025

)4:49 PM S

e [ Download All Supporting Documents

(3 Add folder

® Edit

) Delete

User Manual — Applicants (Internet) v0.2

This page will show the related product
supporting documents. Applicants can
download the supporting documents, and
they can also add more supporting
documents if needed.

1) Applicants can download detailed
instructions for guidance

2) Applicants can download the
submitted supporting documents

3) Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

a.

oo T

Add document
Upload zip file
Add folder
Edit folder
Delete folder
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5.3.3.5. Company Details

1‘-‘|4~.A

Application For Product Registration (Change Notification)

& Change Notification Detaits  (2)

B changs Notificstiss @
Information
E3 Supporiing Deuments &

H company Details

) Appication Details
Pl sites

£ Product Informaticn
& Ghange Management
) Payment Detaits

B Review

B Deciaration

Company Details

Company Information

This sub-section is pre-filisd from your login and requins no action on your part

“ompany Mame Franata Company

UEN FranataCompanyUEN

Company Address *

Clear ACRA Address

Contact Information *

This sut-section is pre-fifed from yeur Company Address Bock. To e this info, plewse () yolr Company Address Bosk [2,
sputalicn, pisasy make hsge

ot vl Applieation Details G

5 No, Contact Person Contact Number Ema

1 Fran +65-23456789

¢ Back

Braft | Application No. (Draft)

Subsections

Compary Inforemation
Compary Address

Contact Infarmation

Dushboand

o

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking the
section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address. However,
applicants can clear the pre-filled
address and manually enter it if
needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

Applicants can click on the company
address book, opening a new tab that
allows them to update the company’s
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5.3.3.6. Application Details

“'n\\

Application For Product Registration (Change Notification)

& Crange Netification Detaty

[ Chasge Notitication
warmaton

B Supperting Documents &

@ Comoany Detats

@ Apphcation Detains @

T sines

& Product nfermation
@ Change Management
£ Paymant Detaly

B Peveew

) Osctarsron

Application Details

Application Information

THis S40-30510% 5 Sre- Nl 110 yous inial SHMCTSn Bnd Canaot be edted

Main Applicant Information *

Medical Devices
Product Registration
Change Notfication

MD QA Franata
Tont
Notification Emails *
Pleane Nchioe your coNtact detaly in this section, and additiongl contacts H reguired. Al notfications 1egarding this appication wil De ent 10 the persont
R Delow MNJ COMACE persons isted M The Company Detads Secton
Notification Email 1
Fean
+85-23456789

Dastivoard °

Deatt. Applcation No, (Draft)

Ssbeections

Agpication nlormation
Main Apphicant information

Sorfication Emats

User Manual — Applicants (Internet) v0.2

address book. For more details, please
refer to 4.1.1 Address book

Main Application Information

Notification Emails

The contact details entered under the

notification email are specific to the

application, and individuals listed

under this email will receive

notifications exclusively for updates

related to the application.

2) The applicant can update the
notification email by selecting
"Add Notification Email."

1) The applicant's name is
automatically populated based on
the name retrieved from Corppass
during login. The designation field
is to be filled in by the applicant,
reflecting their current position
within the company.
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5.3.3.7. Sites

P A singapore Government Agency Website  How to identify v

4
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Application For Product Registration (Change Notification)

Fo

& Change Notification Details  (2)

[3 change Notification ®
Information

3 Supporting Documents FAY
[E company Details @
& Application Details (©]
°
& Product Information
4 Change Management
B3 Payment Details
B Review

Declaration

Sites

Instructions for this page:

lease provide at least one Manufacturer - either Overseas or Local

Overseas Manufacturers

Draft

Last saved at 13 March 2025 09:30 AM &

Subsections

Overseas Manufacturers

Local Manufacturers

Overseas Manufacturer 1

Overseas Manufacturer Name

Overseas Manufacturer Address

Type of Accreditations

Hunter4?7
1553 Shields Knolls, Denmark

[ 7 €an )

Accreditations Expiry Date
IS0 13485 03-0ct-2026
+ Add Overseas Manufacturer 2 |
Local Manufacturers
Local Manufacturer 1
Local Manufacturer Licence/Dealer's MDML250313X03

Licence Number

Local Manufacturer Name
Local Manufacturer Address
Site Details

Type of Accreditations

Franata Company

18, CHIAP GUAN AVENUE, #05-09, Singapore 549880
Jennings Kihn (123, 45744 Armstrong Parkways 4 - 5, Demario Orn, 123123 Singapore)

+ Add Local Manufacturer 2 |

< Back

Product Information >

User Manual — Applicants (Internet) v0.2

Overseas Manufacturers

1) The applicant can do the following:

a.

Add new overseas
manufacturer for the
current product(s) by
clicking on ‘Add Overseas
Manufacturer’ button and
filling in the details

Edit current overseas
manufacturer(s) by
clicking on the ‘Edit’
button of the desired
overseas manufacturer(s)

Local Manufacturers

2) The applicant can do the following:

a.

Add new local
manufacturer for the
current product(s) by
clicking on ‘Add Local
Manufacturer’ button and
filling in the details

Edit current local
manufacturer(s) selected
by clicking on the ‘Edit’
button of the desired local
manufacturer(s)
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5.3.3.8. Product Information

Application For Product Registration (Change Notification)

2 _don Details @
[ change Notification @
Information

£ Supporting Documents
Company Details

& Application Details

® ® 0 P

£ Sites
& Change Management

£ Payment Details

@ Review

Declaration

Product Information

Product Owner Information *

Please provide product owner information for each product

Product Owner 1 (Local) P IETT)

Product Owner Name Hane

Address 123, 36181 Watsica Wall, #06-07, Katherine Volkman, Singapore 123123

+ Add Product Owner 2

2]

Device Listing *

Device 1

Hane
General Medical Device

Rerum

Q repellat idit delectus.
No
No

LAN, Internet

Class B
Clinical chemistry

Yes

Not Applicable

Human, Bovine

Biolc
Are ¢

any models supplied sterile? Yes
Local Dealer
Dealer Dealer Dealer
Licence Number Name Type
MDIL250313502 Franata Company Importer

Models 1

o

e

+ Agd Device 2

< Back Change Management >

Draft | Application No. (Draft)

ast saved at 13 March 2025 09:30 AM &

Subsections

Product Owner Information

Device Listing

User Manual — Applicants (Internet) v0.2

1) The applicant can do the following:

a. Add new product owner
for the current product(s)
by clicking on ‘Add
Product Owner’ button
and filling in the details

b. Edit current product
owner(s) by clicking on the
‘Edit’ button of the desired
product owner(s)

c. Remove current product
owner(s) by clicking on the
“Delete” button of the
desired product owner(s)

2) The applicant can edit the details
of the selected product(s) in the
‘Change Notification Information’
page.

3) The applicant can edit the model’s
information of the product
selected in the ‘Change
Notification Information’ page.

4) The applicant can add more device
listings

Note: Editable fields are determined based
on the selected checklist in the CN Details
section.
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5.3.3.9. Change Management

® A singapore Government Agency Website How to identify v

*"I 1SA

Application For Product Registration (Change Notification)

& Change Notification Details @

Change Management

[ Change Notification @
Information

Change Management Program
£ Sec g Lodiains Change Management Program - a voluntary program to facilitate time

Company Details

® Appication Details | would like to opt-in for the Change O Yes O No

Management Program

£y Sites A
Pre-specified Changes

Please enter one pre-specified change per row.

®© ®© ® ® ©

& Product Information

@® NoData Available
@ Review

Declaration

( < Back ‘

Dashboard o

Draft |  Application No. (Draft)

Last saved at 23 April 2025 01:40 PM &

Subsections

Change Management Program

Pre-specified Changes

[N

Payment Details >

User Manual — Applicants (Internet) v0.2

This section contains Change Management
Program, a voluntary program to facilitate
timely implementation of changes for
Medical Devices.
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5.3.3.10. Payment Details

: ;qu BT Once the applicant has created an
T s @) application and filled in necessary details,
Draft | Application No. (Draft) the payment Section iS dISp|ayed

Last saved at 13 March 2025 09:31 AM &

Application For Product Registration (Change Notification)

1) Applicants can select the client
Payment Details subseetons code from the dropdown list

Billing Information

Payment Information

Biing Information * 2) Applicants will have two payment

QO | ciencoce: we-372504 options, GIRO and Online
postal Gade 123123 payment. Applicants need to

Block / House No. 123
. choose the preferred payment

Level / Unit 4-3

o Street Name 5838 Grimes-Howe Lane mode.
Building Name Furman Upton

2 Change Notification Detaills (&)
Payment Information *

B change Notification @

Information

£ Supporting Documents A Preferred Payment Mode *
For GIRO payments, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the

Company Details @ account. If this is an urgent application, it is recommended to select Online payment.

& Appiication Details ® o 7 GIRO

T sites @

& Product Information @ [ B online o ]

& Change Management ®

_ e e e "
B Payment Details

MEDCLSB-NF Ntftn Fee for Adm/Rev CN-Class B Reg MD 1 $560.00

B Review
Declaration Subtotal $560.00
Tax $0.00
Total $560.00

Payment Instructions
The above fees will be processed by HSA upon successful submission of this application, If your preferred payment mode is GIRO, please
ensure that there are sufficient funds in the account.
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5.3.3.11. Review

P A singapore Government Agency Website How to identify~
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Application For Product Registration (Change Notification)

Focused View

& Change Notification Details @

[® change Notification
Information

®

& Supporting Documents
[l company Details

[ Application Details
Sites

& Product information

@ Change Management

® ®© ® © 6 © b

B Payment Details

) Declaration

Dashboard o

Application No. (Draft)

Last saved at 13 March 2025 09:31 AM &

Review

Change Notification Details

1. Change in Manufacturing Facility, Process and Quality Management System

1A. Addition, deletion, or shi ge of ing and/or ilisation facilities with no change to specifications of a registered medical device and/or sterilisation process

1B. Changes in the manufacturing process to Additive Manufacturing (3D-printing), or to refurbish a registered device

1C. Changes to ing site and/or that result in a change in specifications of a registered medical device
B 1Ci. Changes to manufacturing site
B 1Cii. All other changes
1D. Changes to sterilisation method and related processes
1E. Changes to Quality Management System (QMS) certificate validity date for manufacturing and sterilisation facilities
E 2. Changes in Design or Specifications of a registered medical device

2A. All changes to the control mechanisms, operating principles and/or design characteristics of a registered medical device

2Ai. All changes to the control
software version

sterile primary ing and/or design characteristics of a registered medical device, except for changes impacting

B 2Aii. Changes that impact software version that fall under:
Software changes solely to correct an inadvertent software error which does not
add new functions, does not pose any safety risk and is intended to bring the
system to specification
Software changes which augment interfacing to other non-medical peripherals
such as printers or VDUs and which has no diagnostic or therapeutic function
Software changes which only modifies the appearance of the user interface with

no risk to diagnostic or therapeutic function of the device

Software changes solely to address a cybersecurity vulnerability

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.3.3.12. Declaration

P A singapore Government Agency Website How to identify v
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Application For Product Registration (Change Notification)

Focused View

& Change Notification Details @

@ Change Notification
Information

@

9 Supporting Documents
Company Details

& Application Details

¥H sites

3 Product Information
@ Change Management

[ Payment Details

G 0@ @ @ @ @ ® B

[& Review

Declaration

Dashboard

Draft Application No. (Draft)
Last saved at 13 March 2025 09:31 AM &

Declaration

Al applicants under the Medicines Act (MA) / Health Products Act (HPA) / Poisons Act (PA) must comply where applicable, with the MA/HPA/PA and their corresponding regulations. This is to
ensure that all health products in Singapore meet the required standards,

B | declare that the medical device(s) in this Change Notification application conform(s) to the Essential Requirements for Safety and Performance as laid out in the Health Products
(Medical Devices) Regulations and/or

The added model(s) isfare not a subject of an open reportable adverse event and/or an on-gaing field safety corrective action, and does not contain corrections that are the subject of an
ongoing field safety corrective action and/or local adverse event.

On behalf of the Product Owner and Franata Company,

a. | hereby affirm that the information provided on this application is correct and complete

b. | attest that | have the cbjective evidence to establish that this device(s) meets the safety and effectiveness requirements
c. | attest that there are no misleading claims made relating to the quality, safety and effectiveness of this device(s)

| acknowledge and confirm the above declarations.

< Back

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application
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5.3.4. Change of Registrant

User Manual — Applicants (Internet) v0.2

A change of registrant application has to be made to HSA, when there is a change of registrant for a registered medical device. The change of registrant application

is to be made by the Accepting Company (the newly appointed registrant).

5.3.4.1. Getting Started — Details

P A Singapore Govammant Agency Wabsio  How b ideatify
3\
Wiisa

Home

[ Pending Task O
[® Appscations : Overview
% Input Requests *
& Prosducts Active Applictions Pending Tasks
B oesiars » 4 B 0 o
View Active Applications Wiew Pending Tasks
B E-GIRD Application
Latest Active Applications

List of most recently updatad Acthe appications, You may access the specific Categaries from the Appications manu

Products
o

View all products

]
=]

Dashboard

Dealer’s Licences

Wiew ail dealer's licences

[ Wiew Draft Applications

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.

o
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P 4 Singapore Government Agency Website  How to [dentify v

Applicants can select the type of
"\.’,,5,\ Dashboard o

application they want to submit.

e Bl L 2) Applicants can select ‘Product

Registration’ from the ‘Submission
Type’ dropdown list.
BEES Details . ‘
— o 3) Applicants can select ‘Change of
Please select the required product type and submission type for your application Reg|stra nt’ from the 'Appllcatlon
Type’ dropdown list.

Focused View

st 0 edatbeices 4) Applicants can select the relevant
Qsuorsinie o o g | relinquishing company.
© fosicaron ryoe Grange of Reglstrant | 5) Applicants can select the select the
@ [reinauising compeny Luciana Company | relevant product owner.

Prodiuct Ownars Setect Product Over
o Search

Locsl 12 Mar 2025 PO 2035
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P A Singapore Government Agency Website How 1o identify ~

" 6) Applicants can create the

Vi vasmvers (@) L
application.
New Application - Getting Started

Checklist

Instruction for this page

Review your

jens and prepa our applical

Facused View

Product Type Medical Devices

Submissian Type Product Registration
1. Details Y .

Application Type Change of Registrant
= Relinquishing C Luciana Company

Product Owners Local 12 Mar 2025 PO 2035

x your selection, your process will tak 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Change of Registrant of registered medical devices. All applicants must comply with the Health Products Act

Submission Instructions

1. All documents submitted in support of the application must be in English

2. In the application, you will be required to provide the following information and ensure that
the application satisfies the fallowing requirements:

a. All devices to be transferred in each application must be:

. registered under the same Registrant {same Relinquishing Campany) and
ii. from ONE single Product Owner

b, Softcopy of the following supporting documents need to be prepared and submitted
as attachments in the application:

I, Letter of Authorisation issued by the Product Owner (as per template in Annex 1 of
GN-15 Guidance an Medical Device Product Registration)

View Checklist

il. Letter of Request issued by the Product Owner (as described in Annex 1 of GN-24
Guidance on the Change of Registrant)
iil. Annex 2 Relinquishing Company Declaration Form issued by the Relinquishing

Company (as per template in Annex 2 of GN-24 Guidance on the Change of
Registrant]

w

For further information on the application requirements, please refer to GN-24 Guidance
©on the Change of Registrant avallable at: https://www.hsa.gov. devices/
guidance-documents

s

Modes of payment accepted are: PayNow and GIRO (please ensure that you have an
existing GIRO arrangement with HSA).

For mare information, please visit our website (%

You will not
Product or Submiss)

ble to changs your
ype af

Change Product or Submission Type

[ ¢ mack |
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5.3.4.2. Product List

P A singapore Government Agency Website  How to identify~

\
““ HSA

Application For Product Registration (Change Of Registrant)

Focused View

Product List

£ Supporting Documents

Dashboard °

Draft | Application No. (Draft)

ast saved at 20 March 2025 11113 AM &

[ A A Select Products to Transfer

Company Details
&) Application Details

Approved Product Number
E5 Payment Details

&) Review

Declaration

Product Name

Reset Filter

Approved Product Number

Product Name

Retention Due Date

(2] | MDPR250312W0002

GMD 12 Mar 2025 UAT 2036

12/03/2026

@ Ccancel

Supporting Documents >

User Manual — Applicants (Internet) v0.2

1) Search for results by entering the
required data in the search table
and clicking the ‘Search’ button. If
the applicant enters multiple
search criteria, the system will
apply an 'AND' search to refine the
results.

2) Applicants need to choose which
products they would like to
transfer to their company.
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5.3.4.3. Supporting Documents

@ A singapore Government Agency Website How to identify '

“‘,'HSA Dashboard o

Application For Product Registration (Change Of Registrant) GEHD  Applcation o. (Draf

Last saved at 16 April 2025 03:08 PM (&

Focused View

6 Product List @

Supporting Documents )
D — Instructions for this page:
Please download the empty Supporting Documents.zip provided below. Organise your files into folder structure of the zip and upload the entire zip file detailed instructions (PDF)

[Eb Appointed Importers

. [ Change of It - Supporting D zip| o
Company Details J

& Appiication Details Supporting Documents Size: 0 Bytes

D Delete Documents I, Upload .zip e

3 Payment Details v [2 COR Application Dossier

v [3 1.Letter of Authorisation %

[@ Review ‘ o I [ Add document | 1, Upload .zip [ Add folder ® Edit [ Delete I

Declaration v [3) 2.Letter of Request

Vv [ 3.Annex 2 Relinquishi ion Form

v (3 4.0ther documents

Remarks/Comments

1)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants can download detailed
instructions for guidance
Applicants can download the
Dossier Template as a zipped
folder
Applicants can add the necessary
files to the relevant folders within
the Dossier Template and upload
the zip file
Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

e Add document

e Upload zip file

e Add folder

e Edit folder

e Delete folder
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5.3.4.4. New Appointed IL

zf;SInanDrEGc‘fernmen1hg?ﬂcywecswle How to identify v Applicants can add a neWIy appointed
‘. Dashboard H .

B o importer licence to the product by

BRI Appication No. (Draf) entering the Dealer’s Licence Number and

Application For Product Registration (Change Of Registrant) e . ) .
st S L0 Meren 205 TS AV click on Get Dealer’s Details to

automatically fill up the fields with the
information of that importer.

=) Rl @ Appointed Importers

3 Supporting Documents o

[Ely Appointed importers

0 item(s) selected
[E company Details

S Application Details Approved Product Appointed Importers Replace/
Product Number Name Add Importer(s)

B3 Payment Details

B Review MDPR250312W0002 GMD 12 Mar 2025 UAT 2038 Add Importer

Declaration )
< Back Company Details >
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5.3.4.5. Company Details

? A

S U

w 10 Kentity v

Application For Product Registration (Change Of Registrant)

& Product List [0}
£ Supperting Documents

[F Appointad importers (o)
@ Appscation Detats

£3 Payment Datais

B Aoview

[ Dectaration

Company Details

Company Information

This sub-saction is pro-fited from your

Company Address *

Cloat ACRA Address

Contact Information *

0-s0ct:

1 Fran

< Dack

3 peo-fikied from your Company Address Bock

1e° Appication Doteds

ogin and requires no action on your part

Franata Compary

FranataCompanyUEN

1tact Number

+65-23456789

To edit this Wlo, phease visit youl Company Address Book (4

Deshvoara o

Draft Apphication No, (Draft)

Subsections

Company Information
Company Address

Contact information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

5.3.4.6. Application Details

o Main Application Information
Viesa onmeons @

- —— 1) The applicant's name is
Application For Product Registration (Change Of Registrant) TR y .

L saved 1 20 March 2025 1114 AM automatically populated based on
the name retrieved from Corppass
during login. The designation field

N N Application Detalls is to be filled in by the applicant,
3 Bippering Doownons b Apgiacaticn formaton . . ope
B Aovsesaipoton. @ Aosication fonmatios e — re‘fle‘ctmg their current position
B Conpany Detae @ Tl B v om o e seecton 1 conncrbe adeed —— within the company.
& Pivonid Dovsls T Product Registratice L i i
R Change of Ragisrant Notification Emails
O o ©| Main Applicant Information * The contact details entered under the
e notification email are specific to the
application, and individuals listed
under this email will receive
it ghahicin L AL g A N BN Sk 1 e notifications exclusively for updates
T related to the application.
Notitication Emai 2) The applicant can update the
fean notification email by selecting
+05-23456789 ‘ . e . 12
Add Notification Email’.
e . ~
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5.3.4.7. Payment Details

P 4 Singapore Government Agency Website How to identify v

\4
‘:' HSA

Application For Product Registration (Change Of Registrant)

Focused View
&) Product List

9 Supporting Documents.
[Eb Appointed Importers

Company Details

® ® @ B ©

@ Application Details

B Payment Details

B Review

Declaration

Payment Details

Billing Information *

User Manual — Applicants (Internet) v0.2

Once the applicant has created an

Dashboard o

application and filled in necessary details,

BRI Appication No. oraft the payment section is displayed.

Last saved at 20 March 2025 11:15 AM &

1)

Subsections

Billing Information

Payment Information

2)

Client Code * WC-372604

Postal Code 123123

Block / House No 123

Level / Unit 4-3

Street Name 6838 Grimes-Howe Lane
Building Name Furman Upton

Payment Information *

il typically ta
ent applicati

, it is recommended to select Online payment.

3to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the

£ oniine (] ]
Charge Code Description Quantity Price
MEDAPPCHNG-REG App Fee to change Registrant of MD 1 $880.00
Subtotal $880.00

Tax $0.00

Total $880.00

Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRO, please

ensure that there are sufficient funds in the account.

< Back

Review

Applicants can select the client
code from the dropdown list

Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
mode.
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5.3.4.8. Review

® A Singapore Government Agency Website How to identify

. pashboars ()

Review page displays the summary of all
the sections filled before the declaration.

Draft Application No. (Draft)

Application For Product Registration (Change Of Registrant)

Last saved at 20 March 2025 11:15 AM &

Review

Product List
Approved Product Number Product Name Retention Due Date
MDPR250312W0002 GMD 12 Mar 2025 UAT 2036 12/03/2026

Supporting Documents

Supporting Dacuments Size: 0 Byles
« 1 COR Application Dossier
v [ L.Letter of Authorisation
[ 2.Letter of Request
v [ 3.Annex 2Relinquishing Company Declaration Form

[ 4.Other documents

Remarks/Comments

Nao remarks or comments

Appointed Importers

Approved Product Appointed Importers
Product Number Name
Focused View
& Product List @ MDPR250312W0002 GMD 12 Mar 2025 UAT 2036 MDIL250313502
B9 Supporting Documents &
[Elb Appointed Importers ] Company Information
Company Details @
Company Name Franata Company
E) Application Datails @ UEN FranataCompanyUEN
B9 Payment Details. @
Company Address

Declaration

18, CHIAP GUAN AVENUE, #05-08, Singapore 543880

Contact Information
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5.3.4.9. Declaration

P ~singapore Government Agency Website  How to identify~

\4
‘\‘ HSA

1

Application For Product Registration (Change Of Registrant)

Focused View

(5 Product List

£ Supporting Documents
Eb Appointed Importers
Company Details

&) Application Details

B Payment Details

[3) Review

@
A
@
@
@
@
@

Singapore Health Product Access and Regulatory E-System (SHARE)

Dashboard o

Draft Application No. (Draft) 2)
Last saved at 20 March 2025 11:15 AM &

Declaration

| acknowledge and accept the appointment by the Product Owner as the new Registrant for the registered medical device(s) submitted in this application and duly acknowledge and
accept my duties and obligations as a Registrant;

1 shall comply with all the cenditions of approval applicable to the registered medical device(s) submitted in this application and conditions imposed on the Registrant; and

Please tick if applicable:

| attest that | will take possession of all records of supply and complaints of the above medical device(s) previously held by the relinquishing company up to the date of approval of this

Change of Registrant application by HSA. | am obliged to maintain these records for the period stipulated in the Health Products (Medical Devices) Regulations and provide such records|
to the Authority in the event of a field safety corrective action or when requested by the Authority.

Y...o]

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application
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5.3.5. Fulfilment Of Approval Condition

5.3.5.1. Getting Started- Details

® A Singapors Government Agency Webse How 1o identity v

“'vll\a\

EE  ome

Ponding Task [ >
B Appications / Overview
® Input Requests

£ Products

Active Applications Pending Tasks Products
3 1
B Dealers > o S
View Active Applications View Pending Tasks View sl products

£ E-GIRO Appication

Latest Active Applications

List of most recently updated Active applications. You may access the specific categories from the Applications menu

MDNR250321T0001 Withdraw | View MDND250314M0006
Applica New A ¥
sdf Dealer's Activity
Product Registration Submission Type

Dashboard

o z=m

Dealer's Licences

View all dealer's Scences

[ view Draft Applications

Withdraw | View

New

Manufacturer

Dealer's Licence

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.
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P A singapore Government Agency Website How to identify v

\2
‘|‘ HSA

New Application - Getting Started

ocused View

Details

2. Review Instruction for this page

Please select the required pi
3. Checklist

Product Type

roduct type and submission type fo

your applica

Singapore Health Product Access and Regulatory E-System (SHARE)

ation

Medical Devices

User Manual — Applicants (Internet) v0.2

Applicants would be able to select the type
of application they want to submit.

Dashboard

2) Applicants would be able to select
‘Product Registration’ from the
‘Submission Type’ dropdown list.

3) Applicants would be able to select
‘Fulfilment Of Approval
Conditions’ from the ‘Application
Type’ dropdown list.

2]

Submission Type @

Praduct Registration

0|Appnwtiun Type

Fulfillment Of Approval Conditions

Cancel this application
and go back to Dashboard

& Cancel
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5.3.5.2. Getting Started- Review

® A singapore Government Agency Website How to identify

<V
W hsa Dashboard

New Application - Getting Started

Review
Focused View
Instruction for this page
1. Detalls Please select the fulfiiment of conditions
3. Checklist
Product Name Product Number
Reset ‘ Filter ‘
e Hotta Syla Product Number MDNR250423W0001
Approval Conditions Date
n The registant need to contact HSA 08-May-2025
ht Product Number MDNR250422C0026
Approval Conditions Date
] The registrant need to submit summary report 26-Apr-2025

The Registrant shall submit summary report of the complaints/feedback received globally on the machine learning feature(s) through post-
market monitoring on a yearly basis for up to 3 years.

23-Nov-2026

oG]
cn

[ < Backl

1)

2)

3)

User Manual — Applicants (Internet) v0.2

Applicants would be able to use
the filter to find a specific Product.
Applicants would be able to select
the approval conditions to fulfil by
checking the respective approval
condition’s checkbox.

Applicant can ‘Error! Not a valid r
esult for table.’
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P A Sngaors Covemment Agency Webalie How to denly v 4) Applicants would be able to create
" Dashboard . .
Fhisa ° the application.

New Application - Getting Started

1.0male Checklist

2. Review Instruction for this page

Medical Devices

o n Type Product Registration
Fulfiliment Of Approval Conditions

Based on your selection, your appiication process will take approximately 30 minutes
Please review the instructions to ensure a timely complation of the process.
You ara about to start the application to fulfi an approval condition for your registered product

Product for Fulfilment

Approval Conditions Date

Product Lorem ipsum 22-Mar-2025

Submission Instructions
Please select the approval condition you wish to fulfd and submit the relevant supporting documents.

For more Information, please visit our website (2
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Request Extension

User Manual — Applicants (Internet) v0.2

V4
*"' HSA

Request Extension

Focused View

BT ot

[ Review

Dashboard o a

Declaration
@) vor2so0s0oroz

Approval Conditions

Specific condition 2 April 2025 0932

Application Number MDND250402F0001

Date

08-Apr-2025

e Remarks
%
e Desired Due Date
dd/mm/yyyy

The applicant will be redirected to
Request Extension form.

1) Applicants would be able to see
the selected approval conditions
for the extension request.

2) Applicants would be able to put
remarks for the extension request.

3) Applicants would be able to select
the “Desired Due Date”.
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:A'SmgapnreeovemmemAgency Website How to identify~ - 4) Review page displays the
) ashboar . .
Wissa s Q) summary of all the sections filled

Request Extension before the declaration.

Focused View

1. Details

o

Declaration

Review

Your request

MDIL250402R02 Application Number MDND250402F0001

Approval Conditions Date

Specific condition 2 April 2025 0932 08-Apr-2025

Remarks: no

Desired Due Date: 26-Apr-2025

Dectaration >
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:AvsmgaporeGovemmemAgency Website How to identify v a 5) Appllca nts need to acknowledge
‘ ashboart . .
Y usa piers @ and confirm the declaration.
Request Extension 6) Applicants would be able to
submit the extension request.
bR Declaration
[@ Review
Declaration e 1.1, on behalf of my company, confirm that the i i i in this ication is true and accurate.

2.1, on behalf of my company, am fully aware that the quality, safety and efficacy of the submitted products will not be evaluated by the HSA.

3.1, on behalf of my company, must comply where applicable, with the Health Products Act and their corresponding regulations. | must also comply with all other applicable laws and their
regulations.

[J 1acknowledge and confirm the above declarations.
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5.3.5.3. Fulfilment of Approval Condition

® A singapore Government Agency Website How to identify v

\
“\' HSA

Application For Fulfilment Of Approval Condition

Focused View

Fulfilment of Approval Condition

@ Review
Declaration
0\ Upload Files for All Conditions |
Excepturi
Approval Conditions
Product Lorem ipsum

Uploaded files:

q 2025-03-20 at 10-25-08 HSA SHARE - Applicant - Fulfiliment of Approval Condition.png

| ® cancel

Date

22-Mar-2025

Dashboard 0

Draft Application No. (Draft)

Last saved at 20 March 2025 11:24 AM &

Actions

o Upload Files

Review >

1)
2)

3)

User Manual — Applicants (Internet) v0.2

Applicants would be able to
upload files for all conditions
Applicants would be able to
upload files for specific condition
Applicants would be able to
download and delete files
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5.3.5.4. Review

® A singapore Government Agency Website  How to identify v

Y

Y HSA

Application For Fulfilment Of Approval Condition

[@ Fulfilment of Approval @ Review
Condition
[ Declaration Fulfilment of Approval Condition

Product: Excepturi

Approval Conditions
Product Lorem ipsum
Uploaded files:

2025-03-20 at 10-25-08 HSA SHARE - Applicant - Fulfillmant of Approval Condition.png

{ Back

Dashboard 0

Draft Application No. (Draft)

ast saved at 20 March 2025 11:25 AM &

Date

22-Mar-2025

Declaration >

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.3.5.5. Declaration

® A singapore Government Agency Website  How to identify v

. 1) Applicants need to acknowledge

Y usa et @ and confirm the declaration

ication No. (Dr: 2 A Ii n n mi h
Application For Fulfilment Of Approval Condition Caars m 5 :w i T'(D,z": ) PP ,Ca .tS can submit the
teiitd i ita s, application
@ ;u!ll;menla'Appvoval [©] Declaration
ondition
@ Review (©)

1.1, on behalf of my company, confirm that the information submitted is true and accurate.

2. 1, on behalf of my company, must comply where applicable, with the Health of Products Act and its corresponding regulations. | must also comply with other applicable laws and their
regulations.

(1) I I acknowledge and confirm the above declarations.

o o =D
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5.3.6. Global Update of Importers

5.3.6.1. Getting Started

P 4 Singapore Governmant Agency Websiia  How to ideniify
\4
A
@ Home Home
@ Pending Task [ < I
[ appications Overview
9 Input Requests. *
£ Products Active Applications Pending Tasks
Bl eaters : 4 & 0 ®

View Active Appications View Pending Tasks

B E-GIRD Application

Latest Active Applications

List of most rmcently updated Acthe appications. You may access the specific Categories from the Appecations manu.

P & Singapore Government Agency Website How to identify

!
‘:- HSA

New Application - Getting Started

Facused View

Details
2. Checklist Instruction for this page

Product Type @ Medical Devices

Products

(4]

iew all products

=

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.

Dashboard O

o [ New Appiication

Dealer's Licénces

View ail dealer's licences

[ view Dratt Appiications

Applicants can select the type of

rere @ application they want to submit.

2) Applicants can select ‘Product
Registration’ from the ‘Submission
Type’ dropdown list

3) Applicants can select ‘Global
Update of Importers’ from the
‘Application Type’ dropdown list

Submission Type  © Product Registration

Application Type Global Update of Importers

® Cancel
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® A singapore Government Agency Website  How to identify v

N 4) Applicants can create the
\Y
N HSA

i < application.
New Application - Getting Started

Checklist

Instruction for this page

Review your selections and ppiication.
1. Details
2. Checklist
Product Type Medical Devices
Submission Type Product Registration
Application Type Global Update of Importers

X Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application to assign or update your previous assignment of an Importer to your registered products
Submission Instructions

Please ensure that you assign the correct Importer to the relevant product(s). The assigned Importer will then receive a notification to accept or reject your assignment.

For more information, please visit our website (2

Change Product or Si

< Back 0 Create Application [3)
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5.3.6.2. Company Details

D A Sogapors Goermment AQuicy VbIRE  How 10 106ty v
\f
\'n\,\

Application For Global Update Of Importers

Company etails

@ Appiication Detals

& importer Tagging Company Information
il o050 I pon- e Hoin o Rogh Al sosion i oo 6 yosr pa
B Review

D Oeclaration - ;
= Company Name Franata Company

FranataCompanyUEN

Company Address *

Clear ACRA Address

Bullding Name

Contact Information *

This sub-section is pre-filed from your Company Address Book. To edit this info, please vist

der Application Details Sect

1 Fran +65-23456789

youd Company Address Book (2, o
e eehiied |

ounons @)

Deaft .  Application No. (Draft)

Subsections.

Company Information
Company Address

Contact information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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5.3.6.3. Application Details

® A Singapces Government Agency Website  How &

!
Yisa

Application For Global Update Of Importers

[ Company Detais @
& importer Tagging
B Review

[ Declaration

Application Details

Application Information

This sub-section is pre-filied from yout inftisl selection and camnot be edited

Medical Devices
Product Registration

Global Update of importers

Main Applicant Information *

Applcant Name {as in NRIC/FIN] * MD QA Franata

Notification Emails *
Please
fisted bo

Notification Email 1

+65-23456789

5.3.6.4. Importer Tagging

ontacts f required. A3 notfications 1garding this application wit be Sent 10 the DOrscas

Dashboard o

Draft Appiication No. (Draft)

Subsections

Application Information
Main Appcant tnfoemation

Notification Emaits

User Manual — Applicants (Internet) v0.2

update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

Main Application Information

1) The applicant's name is
automatically populated based on
the name retrieved from Corppass
during login. The designation field
is to be filled in by the applicant,
reflecting their current position
within the company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) The applicant can update the
notification email by selecting
‘Add Notification Email’.
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P A Singapore Government Agency Website  How to identify v

\4
< HSA

1

Application For Global Update Of Importers

Focused View
Company Details @
@ Application Details @
@ Review

[ Declaration

Dashboard

() 1

M &S

2)

Draft Application No. (Draft)
Last saved at 20 March 202
Product Number Product Owner
Device Name Device Risk Classification Select an option
Tagged Importer Select an option
Reset | Filter
Product Product Device Device Expiry Retention Tagged Action
Number Owner Name Risk Classification Date Due Date Importers
MDPR250313D0017 Hane Excepturi D 13/03/2026 09:24 AM 13/03/2026 09:24 AM MDIL250313502 9 Manage Importer(s)
MDPR250313C0016 Hane Cum dicta c 13/03/2026 09:24 AM 13/03/2026 09:24 AM MDIL250313502 Manage importer(s)
MDPR250313£0018 Hane Rerum B 13/03/2026 09:24 AM 13/03/2026 09:24 AM MDIL250313502 M

< Back

User Manual — Applicants (Internet) v0.2

Search for results by entering the
required data in the search table
and clicking ‘Search’ button. If the
applicant enters multiple search
criteria, the system will apply an
'AND' search to refine the results.
Applicants would be able to
manage the importer licence tied
to the selected products.
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Manage Importer(s)

3

X
Product Number MDPR250313D0017
Product Owner Hane
Device Name Excepturi
Device Risk Classification D
Expiry Date 13/03/2026
Retention Due Date 13/03/2026
N Get Importer's
importer Licence Number Details l
Imparter Name
Add importer
Importer “ Importer Action
Licence Number Name
MDIL250313502 Franata Company Delete

Cancel Save

3) Applicants need to fill in the
importer’s licence number which
they want to assign as Importer for
the selected product and click ‘Get
Importer’s Details’.
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5.3.6.5. Review

*"’I 1SA

Application For Global Update Of Importers

[l Company Detats Q@
@ Apphication Detsls @
& importar Taggeg (O

[ Declaration

Review

Company Information

Name

Company Address

Contact Information

1 Fran

Application Information

Main Applicant Information

Notification Emails

Notification Email 1

Importer Tagging

< Back

Franata Company

FranataCompanyUEN

18, CHIAP GUAN AVENUE, #05-09, Singapore 545880

ct Number Ema

+65-23456789

Medical Devices
Product Registration
Global Update of Importers

MD QA Franata

Tes

Fran

+65-23456789

owoows (@

Application No. (Draft)

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.3.6.6. Declaration

P A singapore Government Agency Website How to identify v

-«

Y HSA

Application For Global Update Of Importers

Focused View

Company Details Decla ration

&) Application Details

() Importer Tagging

® @ @ O

[3 Review

O penaltof Franata Compan
a. | hereby allest that the information provided on this application and in any attached documentation is accurate, correct and complete.

®

User Manual — Applicants (Internet) v0.2

1) Applicants need to acknowledge
iees @) and confirm the declaration
BRail  Apolication No. Oraty 2) Applicants can submit the
S SR BRI 205 T AN D application

All applicants under the Medicines Act (MA) { Health Products Act (HPA) { Poisons Act (PA) must comply where applicable, with the MA/HPA/PA and their corresponding regulations. This is to
ensure that all health products in Singapore meet the required standards of safety, quality and efficacy. Applicants must also comply with all other applicable laws and their regulations.

b. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage, delivery, installation, corrective action and servicing

in respect to medical devices handled by the company, and
I have thoroughly reviewed and verified the accuracy, correctness, and completeness of this application for the issuance of the requested certificate.

(11X and confirm the above ions.

‘(Bacx‘
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5.3.6.7. Tagged Importer Company’s Actions

’ A Singapore Government Agency Website How to identify v

¥V
i HSA
Focused View
{ay Home
Pending Task 1 5 Vv
Open IRs °
Pending Payments a

Pending Importer Tagging e o
Pending Approval Conditions

Pending SAR Distribution Records

E Applications >
@ Input Requests >
& Products >
Dealers >

% Dashboard
.

Pending Tasks
Pending Importer Tagging
1 item(s) found

SIN Application Submission Task Action

Number Type Number
1 MDUL250409J0018 Product Registration MDUATCompany15UEN-2504- e
4

o

1)
2)

3)

User Manual — Applicants (Internet) v0.2

Navigate to 'Pending Tasks’
Select ‘Pending Importer
Tagging’

Tagged importer company would
be able to review the assignment
as importer for the selected
product.
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P A singagnre Covervement Agancy Websh

- % 4) Tagged importer company would be

able to approve or reject the
Application For Global Update Of Importers assignment as importer for the
selected product.

Acceptance of Appointment as Importer of Registered Device

Company Information

MD QA Luci Company
MOGALLSCompanyUEN

Company Address

27, KRANS WAY, #03-30, Sgapere 739437

Contact Information

tact 7 Contact Number Ema

1 MD QA Luci O «65-80132222

Main Applicant Information

MD QA Lucs
uA
Notification Emails
Notitication Emab 1
L
0509090009
Importer Tagging
Product Presuct Device Device Expiry Rotenan mportar
Nemowi Ownar Nema Risa Classification Dave Ous Dore

MOPRZS0L2 3020 Murray Mea IV 23 Age 2025 18T 14 ot B 23042026 11042026 MOILIO422W14
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5.4. Product Notification

Companies need to notify HSA of their newly introduced Class A medical devices intended for supply in Singapore.

5.4.1. New

5.4.1.1. Getting Started

P A Singapore Government Agency Wabsite  How to identify v

“"nsf\

EEE  ome

) Penaing Task [
B Appscations > Overview

[ Input Requosts

&3 Products . Active Applications Pending Tasks Products
1 Dealers > 3 D o @ 1
View Active Applications View Pending Tasks View 8 products

2 E-GIRO Application
Latest Active Applications

List of most recently updated Active apphications. You may access the specific categories from the Applications menu.

MDNR250321T0001 ithdraw | View MDND250314M0006
Apg New s
sdf Dealer's Activity
Product Registration ut on Type

Dashboard

[

o Ex=m

Dealer's Licences

View all Gealer's Scences

[ view Dratt Applications

Withdraw | View

New
Manufacturer

Dealer's Licence

a

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.
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P Asingapore Government Agency Website  How 1o identify

\4
‘,‘- HSA

New Application - Getting Started

Focused View

EEE oot

2. Checklist Instruction for this page

Please select the required product ty

ype :

Product Type

Medical Devices

Dashboard

e ’5unmi$5w0r\ Type

Product Notification

o IAmﬂicalinn Type

New

Device Risk Classification

Class A

o [ Authorised Importer/Manufacturer Licence

MDIL250403T03 (Impurlerr\_\‘:encel

d go Dashbioard
( @ Cancel

MDML250405Y02 (Manufacturer Licence)
MDML250403V01 (Manufacturer Licence)
MDML250312U01 [Manufacturer Licence)
MDIL250323WO05 (Importer Licence)

MAPLAL FENAIONINA Ihdsridantiirar | irancal

o

User Manual — Applicants (Internet) v0.2

Applicants can select the type of
application they want to submit.

2) Applicants can select ‘Product
Notification’ from the ‘Submission
Type’ dropdown list

3) Applicants can select ‘New’ from
the ‘Application Type’ dropdown
list

4) Applicants can select the
authorised importer or
manufacturer Licence they would
like to tie to the products in the
application.
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P A singapore Government Agency Website How to identify v

5) Applicants can create the
‘,‘v'“g,; Dashboard o » .
! application.

New Application - Getting Started

Focused View

1. Details Checklist

m nsnuction oy this pege

Review your selections and prepare for your application,

Product Type Medical Devices

Submission Type Product Notification

Application Type New

Device Risk Classification Class A

Authorised Importer/Manufacturer Licence MDIL250403T03 (Importer Licence)

x Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Product Notification for Class A Medical Device(s).
Please note that the list of Class A medical devices manufactured or imported shall be updated prior to the import and/or supply of the Class A medical devices in Singapore.

Submission Instructions

This product notification is for a single Importer's/Manufacturer's Licence.
Please submit a separate application if you wish to list products under a different licence.

For more information, please visit our website (7

You will not
Change Product or Submission Type Product or Submi

change your

fter this page

[ < Back l e Create Application
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5.4.1.2. Company Details

P

Application For Product Notification (New)

You are submitting a Product Notification Application for Medical Devices

Company Details

Company Information
Ths a0 30< 90N i3 pre-18ed

00 from your Kogin ed rocuires 10 SCtIoN on your part

y Nam Luciana Company
LucianaCompanyUEN

Company Address * ©

Claar ACRA Address |

Contact Information * o

) shes - o cha Jo1 Application Details
£ Product nformation
@ noview
1 Viga +65
[ Dectaration
2 sarah +65
3 MD QA Luciana CP +65-
“ Test2 *65 test@abc com

Drant Application No. (Draft)

Subsections

Company ieformation
Company Address

Contact indormation

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

5.4.1.3. Applicant Details

® A singapore Government Agency Website How to identify v

Main Application Information

D\
A\ Hsa Dashboard

1) The applicant's name is
Application For Product Notification (New) e — automatically populated based

Last saved at 15 April 2025 09:47 AM&

on the name retrieved from
Corppass during login. The
Company Details (0] You are submitting a Product Notification Application for Medical Devices dESIgnatlon fleld Is to be fllled n
Application Details s by the applicant, reflecting their
h sies S oo current position within the
() Product Information Application Information [0} Notification Emails Com pa ny
B Review This sub-section is pre-filled from your initial selection and cannot be edited.
Declaration N duct Type Medical Devi(?es Notiﬁcation Emai|S
Submission Type Product Notification
Application Typ New The contact details entered under the
Authorised Licence Type Importer Licence

notification email are specific to the

application, and individuals listed

Applicant Name (as In NRIC/FIN) MD A Luciana under this email will receive

—— notifications exclusively for updates

related to the application.

2) The applicant can update the
notification email by selecting
‘Add Notification Email’.

o Main Applicant Information *

Notification Emails * o

Please Include your contact details in this section, and additional contacts if required. All notifications regarding this application will be sent to the persons listed
below and contact persons listed in the Company Details Section

(@ No Data Available

=
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5.4.1.4. Sites

Application For Product Notification (New)

Focused View

[El Company Details @ You are submitting a Product Notification Application for Medical Devices

© Application Details @ Sites

Instructions for this page:
Please provide at least one Manufacturer - either Overseas or Local

([ Sites

& Product Information

B Review Overseas Manufacturers

Declaration

Overseas Manufacturer 1

Overseas Manufacturer Name Ocean

QOverseas Manufacturer Address 415 Thomas Street, Algeria

Local Manufacturers

@ No Data Available

+ Add Overseas Manufacturer 2

Product Information >

Draft Application No. (Draft)
Last saved at 15 April 2025 09:48 AM &y

Subsections

Overseas Manufacturers

Local Manufacturers.

User Manual — Applicants (Internet) v0.2

If the Applicant selects a manufacturer
licence, the sites associated with that
licence will prefill the local manufacturer
sites in the manufacturing sites section.
Applicants will not be able to remove
these sites from the manufacturing sites
section. Applicants will still be able to add
Overseas Manufacturer.

If the Applicant selects an importer
licence, they will not be able to add local
manufacturers in the manufacturing sites
section.

At least one Manufacturer must be added
for the Applicant to proceed with the
Application.
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5.4.1.5. Product Information

® A singapore Government Agency Website How to identify

\4
"" HSA

Application For Product Notification (New)

Focused View
[l company Details @ You are submitting a Product Notification Application for Medical Devices
@ Application Detaits 0] Product Information

[y Sites @

Dashboard o

Draft Application No. (Draft)

Last saved at 15 April 2025 09:56 AM &

Subsections

Product Owner Information

Device Information

a Product Owner Information * ©

Please provide product owner information for each product
[ Review

[ peciaration
@ No Data Available

Device Listing

+ Add Product Owner 1 |

9 Device Information

Please provide device information for your products.

Are any of your devices sterile? * D Yes O No

0 Device Listing *

Please download the excel template and fill in your devices before uploading.

Overseas Manufacturer 1 [Ocean ]

Class A Product Notification List.xlsx

Upload device list

Select files to upload. ] r drag and drop

‘ New Listing ]

Upload required documents here ( files less than 25MB). Files exceeding the limit will be compressed.

View Site Details

‘ < Back

User Manual — Applicants (Internet) v0.2

Product Information

1) Applicants need to add details of
the Product Owners, such as their
name and location. There can be
multiple Product Owners of their
product, product owners can be
either local or foreign. Multiple
local or foreign product owners
and at least one product owner
must be added for the applicant to
proceed with the application.

Device Information
2) Applicants need to declare if there
are any sterile Medical Devices
being notified.

Device Listing
3) Applicants have the option to add

products through two methods:

e By uploading an Excel file.
Applicants can download the
template file by clicking on
‘Class A Product Notification
List.xIsx’.

e By adding products
individually via the ‘New
Listing’ option, entering the
details manually.
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5.4.1.6. Review

"' Sdnae b R i & Review page displays the summary of all
Fisa S @ the sections filled before the declaration.
Application For Product Notification (New) EBIN  Application m w_wm

B Compary Detain @ You are g & Product Notif A n for Medical Devicen
@ Apsication Datais ® Review

fl Stes @

C) (Pidact erianh @ Company Information

B Review

I

y Narne Luciana Company
(D Dectaraton

LucianaCompanyUEN

Company Address

148, MEYER ROAD, i116-06, Singapore 437943

Contact Information

5 No Contact Pers tact Number Ema
1 Viga *65-1

2 sarah *65-4 v
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5.4.1.7. Declaration

P A singapore Government Agency Website  How to identify v

> !VHSA Dashboard o
— S (Draft | Application No. (Draft)
Application For Product Notification (New) \ ppication Ho. Bora

Last saved at 15 April 2025 10:39 AM &

Focused View

Company Details @ You are itting a Product Notificati ication for Medical Devices
@ Application Details Declaration
By sites

6 Product Information On behalf of Luciana Company,

B Revi a. | hereby attest that the information provided on this application and in any attached documentation is accurate, correct and complete.
eview
b. | hereby attest that | have direct knowledge of the established procedures and systems in place in respect to distribution records, complaint handling, adverse event reporting and field

safety corrective actions, including product recalls.
c. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage, delivery, installation, corrective action and

servicing in respect to medical devices handled by the company, and

d. I understand that | will be liable to prosecution for an offence under section 24(6) of the Health Products Act (Cap.122D) if | make any statement or furnish any document that | know to
be false or which | do not believe to be true; or if | intentionally suppress any material fact such that the information furnished is misleading.

o[ [J 1acknowledge and confirm the above declarations.

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application

Page 196 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J
‘;’”HSﬁ

5.4.2. Amendment

5.4.2.1. Getting Started

® ASromore Goverment Agency Website  Hew to idsetily v

\‘-‘nu

Home

£ Senaeg Tawa [ I

B Avsicetions / Overview
© wout Requests

8 Products Active Applications Pending Tasks

B Devters > 3 B 0

View Active Applications
5 §-0m0 Agplication

Latest Active Applications

Ust of most recently updited Active applcations, You msy dccess the speci

MDNR25032170001

View Penang Tasks

&

Products
1

View ai procucts

ific categories from the Applcatons menu

Withdraw | View

Now

sat

Product Registration

MOND250314M0006

Omehooers

° (D) New Application

Deasler's Licences
0

View o Osser's botrces

[ View Draft Appaications

Withdraw | View

Now

Manutactuter

Dealer's Licence

User Manual — Applicants (Internet) v0.2

1) Applicants would be able to
create a new application by
clicking on the ‘New
Application’ button.
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” e Applicants can select the type of
Yisr ot @ application they want to submit.
New Application - Getting Started 2) Applicants can select ‘Product
Notification’ from the
‘Submission Type’ dropdown
BEED Details list
2 onct et forthaage e 3) Applicants can select
‘Amendment’ from the
Product Type @ Meical Devices ‘Application Type’ dropdown
@ [fuomissiontyee o Prosuct Nlfiation | list
olwmm Type Amendment | 4) Applicants can select the
o o related authorised importer
© | trorised mportermanutacturer Lisanca Select an option or manufacturer Licence of
MOMLES0313X03 (Manufacturer Licence) the product(s) they would like
cucavisicnen to amend in the application.

© concel
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® A singapore Government Agency Website  How to identify v a

5) Applicants can create the

‘JH%A Dashboard o . .
application.

New Application - Getting Started

Focused View

1. Details Checklist

m Instraction for (s pags

Review your selections and prepare for your application

Product Type Medical Devices

Submission Type Product Notification

Application Type Amendment

Device Risk Classification Class A

Authorised Importer/Manufacturer Licence MDIL250604V02 (Importer Licence)

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for the amendment of previously notified Class A medical devices.
Please note that the list of Class A medical devices manufactured or imported shall be updated prior to the import and/or supply of the Class A medical devices in Singapore.

Submission Instructions

This of product notifi ication is for a single Importer Licence.
Please submit a separate application if you wish to amend previously notified products under a different licence.

For more information, please visit our website (7
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5.4.2.2. Device Selection

P~ singapore Government Agency Website  How to identify v

\4
‘\‘ HSA

1

Application For Product Notification (Amendment)

Focused View

Draft

Last saved at 13 March 2025 11:19 AM &

Dashboard

Application No. (Draft)

El company Details d Device Selection

Application Details
b sites
Product Name Product Owners
) Product Infermation
@ Review Manufacturers Intended Use
Declaration Device Identifier (Model uDI-DI
No.)
DM-DI
Reset | Filter
Product Name Product Owners Manufacturers Intended Use Device Identifier (Model No.) upDi-DI DM-DI
e Sint Hane Franata Company, Hunter47 Dolorem accusantium commodi quae. Ad eos
Fuga om Franata Company, Hunterd? Culpa provident corrupti repellat. Animi
(@ Cancel ‘ Company Details >

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants can search for
products by entering the required
data in the search table and
clicking ‘Search’ button. If the
applicant enters multiple search
criteria, the system will apply an
'AND' search to refine the results.
Applicants can select the product
by checking the box.
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5.4.2.3. Company Details

P A Ssingapore
‘,"ux.\

Application For Product Notification (Amendment)

= Device Selection @
@ Agplication Datalls

Bl Sites

& Product tformation

D Review

D Dectaration

You are a Product A for Medical Devices

Company Details

Company Information

This sub-s6<1i0n i pre-filed from your ogin and requines no 8ction on your part

Company Name Franata Company

JEN FranataCompanyUEN

Company Address *

Cloar ACRA Acdress

Contact Information * @

n is pro-fifed

g o o8 byt AR
+ Application Detalls Sect
Numbe

1 Fran +65-23456789

< Back

ress Book. To edit this info, please visit yourlCompany. Address Book (3,

Application Details

oustions (@)

Draft Application No. (Draft)

Subsections

Company information
Company Address

Contact information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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5.4.2.4. Application Details

*\'H‘-’\

Application For Product Notification (Amendment)

You are submitting 8 Product Hotification Application Tar Medical Devices

Application Details

Application Information

This sub-section ks pre-filed from pour Infial selection and cannot be edited.

Medical Devices
Product Notification
Amendment

Manufacturer Licence

o Main Applicant Information *

Applicant Mame (as in NRICIFIN) * MO QA Franata

= Duvice Sekection

@

Designation * Test

[l company Dutais

ofl ©

i) Appiication Dataity

Motification Emails *

b sites @ ¥t Estborw and CONLACT Parsons Ksted in the Company Detsds Section
£ Product Information
Modification Emadl 1
B review
[ Doctamtion taci Pe Fran

+85-234587T88

Please inclede your contact detalis in this section, and addtional contacts # required. AN notifications: regarding this appication wil be sent o the persans:

O [+ wromi:

casniours (D)

Deaft|  Application Na. (Draft)

Subsections
Applcation infomation
Main AppScant Information

Motification Emails

User Manual — Applicants (Internet) v0.2

update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

Main Application Information

1) The applicant's name is
automatically populated based
on the name retrieved from
Corppass during login. The
designation field is to be filled in
by the applicant, reflecting their
current position within the
company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) The applicant can update the
notification email by selecting
‘Add Notification Email’.
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5.4.2.5. Sites

» R et ey o If the Applicant selects a manufacturer
Yisa ke @) licence, the sites associated with that
BRI  Application No. (Draft) licence will prefill the local manufacturer
testasren s Mach 2021120 M e sites in the manufacturing sites section.
Applicant will not be able to remove these
sites from the manufacturing sites section.

Application For Product Notification (Amendment)

You are submitting a Product Notification Application for Medical Devices cp o Applicant is still able to add Overseas
Sites -
Instructions for this page: orerseas amiscirers - M a n Ufa Ct u re r.
Please provide at ieast one Manufacturer - either Overseas or Local Local Manufacturers o)
If the Applicant selects an importer
= Deviceslecton °© Gieisaas MaTiitachiers licence, they will not be able to add local
Company Detais © manufacturers in the manufacturing sites
£ Application Details ®@ Overseas Manufacturer 1 H
section.
Overseas Manufacturer Name Hunter47
{ Product Information Overseas Manufacturer Address 1553 Shields Knolls, Denmark At least one Manufacturer must be added
B Roview —— for the Applicant to proceed with the
Do Application.

Local Manufacturers

Local Manufacturer 1

ence/Dealer's MDML250313X03

Franata Company

18, CHIAP GUAN AVENUE, #05-09, Singapore 549880

Jennings Kihn (123, 45744 Armstrong Parkways 4 - 5, Demario Orn, 123123 Singapore)

< Back Product Information >
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5.4.2.6. Product Information

:n:mgapa-ecouemmemAqencywwsme How to identify v Product Information

\ Dashboar . .

Y e e @ 1) Applicants need to add details of
BRRI)  Application No. (Draft the Product Owners, such as their

Application For Product Notification (Amendment) Lt et 15 Mareh 205 1120 A1 R
AR SIS Maren 2075 THEO A name and location. There can be

multiple Product Owners of their
product, product owners can be

‘You are submitting a Product Notification Application for Medical Devices S eithe r Ioca I Or fo reign . M u |ti p | e
Product Information Procuc Onrer fomatn local or foreign product owners
prvceematon and at least one product owner
o Product Owner Information * Device Listing )
Please provide product owner information for each product, must be added for the app“cant to
, \ proceed with the application.
Product Owner 1 (Local) | Ean || — ol |
Product Owner Name Hane . .
Address 123, 36181 Watsica Wall, #06-07, Katherine Volkman, Singapore 123123 DeVICe | nform atlo n

2) Applicants need to declare if there
are any sterile Medical Devices
ceea e e Device Information being notified.

Please provide device informatian for your products.

| + Add Product Owner 2

= Davice Selection ®
[ company Details © Are any of your devices sterile? * Yes © No Device LIStln
Device Listing
& Application Details ®
P o © |Device Listing * R — 3) Applicants have the option to edit

Please download the excel template and fill in your devices before uploading. ) the product Via the lEdIt' button.

B Class A Product Notification List.xIsx
Review

Declaration 0 item(s) selected

Product Device Intended Device upI-DI DM-DI uDl  Action

Owner Name Use Identifier (Madel No.) Issuin
Dolorem accusantium commod ‘

Hane Sint Ad eos Edit

quae.

< Bk

Page 204 of 275



Singapore Health Product Access and Regulatory E-System (SHARE) User Manual — Applicants (Internet) v0.2

\J
‘;" HSA

5.4.2.7. Review

’;“ Review page displays the summary of all
Fims el @ the sections filled before the declaration.

UBRRY  Application No. (Dratt)

Application For Product Notification (Amendment)

= Device Selection @ You are a Product for Medical Devices

[ Company Details © Review

@

B Appication Detais

o s Company Information

® O

3 Product information

pany Name Franata Compary
UEN FranataCompanyUEN
B Declaration
Company Address
18, CHIAP GUAN AVENUE, #05-09, Singapore 549880

Contact Information

S No Contact Person Contact Number Emall

1 Fran +65-23456789
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P~ singapore Government Agency Website  How to identify~
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1

Application For Product Notification (Amendment)

Focused View

i= Device Selection
Company Details
&) Application Details
i Sites

5 Product Information

@ ® @ @ ® @

3 Review

oasnbears ()

Draft Application No. (Draft)

Last saved at 13 March 2025 11:22 AM &

You are itting a Product ificati ication for Medical Devices

Declaration

On behalf of Franata Company,
a. | hereby attest that the information provided on this application and in any attached documentation is accurate, correct and complete.
b. | hereby attest that | have direct knowledge of the established p and systems in place in respect to distribution records, complaint handling, adverse event reparting and field

safety corrective actions, including product recalls.

¢. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage, delivery, installation, corrective action and servicing
in respect to medical devices handled by the company, and

d. | understand that | will be liable to prosecution for an offence under section 24(8) of the Health Products Act (Cap.122D) if | make any statement or furnish any document that | know to be
false or which | do not believe to be true; or if | intentionally suppress any material fact such that the information furnished is misleading,

0 | acknowledge and confirm the above declarations.

< Back

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application
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5.5. Special Access Route

Companies may choose to import and supply Medical Devices in Singapore through Special Access Route (SAR).

5.5.1. New

User Manual — Applicants (Internet) v0.2

The SAR allows for the import and supply of unregistered medical devices for clinical use, export or re-export, non-clinical purposes, or for the import of registered
medical devices on a single consignment basis. Each application must be approved by HSA before the products can be imported and supplied.

5.5.1.1. Getting Started — Details

® A Singepore Government Agency Websile How 10 identify v

\"vn\.\

B o

) Pending Task (-

D Applications > Overview

® Input Requests

S Products > Active Applications Pending Tasks Products
Eh Dealers ) 3 B 0 ® 1
View Active Applications View Pending Tasks View all products

£ E-GIRO Appication
Latest Active Applications

List of most recently upcated Active appications. You may access the specific categories from the Appications menu

MDNR250321T0001 Withdraw | View MDND250314M0006

New Appfication Tyg
saf

Product Registration b n Tyg

Dashboard

o D) New Application

Dealer's Licences

View all gealer’s kcences

D view Draft Applications

Witharaw | View

New
Manufacturer

Dealer’s Licence

a

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.

Page 207 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J

!

P A singapore Government Agency Website How to identify v

*"'H SA

New Application - Getting Started

Focused View

EET o-tis

2. Checklist Instruction for this page
Please select the required product type and submission type for your application

Dashboard

Product Type @ Medical Devices
(2] ISuhmission Type © Special Access Route v I
el Application Type New v l

Gancel this application
and go back to Dashboard

o

User Manual — Applicants (Internet) v0.2

Applicants can select the type of
application they want to submit.

2) Applicants can select ‘Special
Access Route’ from the
‘Submission Type’ dropdown list

3) Applicants can select ‘New’ from
the ‘Application Type’ dropdown
list
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® A singapore Government Agency Website ~ How to identify v =

= 4) Applicants can create the

Dashboard

application.
New Application - Getting Started

Lipsew Checklist

Instruction foe (s page

Review your selections and prepare for your application.

Medical Devices
Special Access Route
Application Type New
¥ jour will take 30 minutes
Please review the instruictions to ensure a timely completion of the process.

You are about to start an application for a Special Access Route (SAR). Please note that the applicant shall be the importer of the medical device(s).
Submission Instructions

Please refer to GN-35 Guidance on Special Access Route found on the HSA website for the fist of supporting documents for each SAR
route.

] View Checkist N

For more information, please visit our website [
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5.5.1.2. Supporting Documents

Wisa

Application For Special Access Route (New)

Supporting Documents

] Company Detsts Instructions for this page:

Aopwcaton Datais

& Specisl Access [5 mmqmmm] o
5 Poyment Detaits Supporting Documents Size: 0 Bytes

B Review v [21 SAR Application Dossior

Deciaration

[ Linstruction for Use
+ [ 2.Devies Label
+ [ 3.PHMC or HCEA Licence (6N-27)
[>) 4.MCR Card (GN-28)
[3) 5.Dactor Declaration
« [ 6.Quality Management System
& 1 importor
v [ 8.2 Wholesaler

+ [2) 7.0ther Documents

@ Cancel

oo e ] )

P—

Bl Appscation No. (Dratt)

Last saved at 14 Apri 2025 05:01PM &

(5 oo vocurners | (RS

- Deiee I

1)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants can download detailed
instructions for guidance
Applicants can download the
Dossier Template as a zipped
folder
Applicants can add the necessary
files to the relevant folders within
the Dossier Template and upload
the zip file
Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

e Add document

e Upload zip file

e Add folder

e Edit folder

e Delete folder
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5.5.1.3. Company Details

P A Singapore Governmont Agency Website
\‘"II\-’\

How 1o identify v

Application For Special Access Route (New)

£ Supporting Documants @
® Application Details

& Special Access Route information
5 Payment Details

B Review

[ Dectaration

Company Details

Company Information

This sub-section is pre-filled from your Iogin and requires no ACTON 0N yOur Part

mpany Name Luciana Company

JEN LucianaCompanyUEN

Company Address * ©

Clear ACRA Address

Contact Information *

1
This sub-section is pro-filed from your Company Address Book. To edit this info, please visit yourjCompany Address Book (2,

plication, please mak g Apolication Detads

1 Viga +65

2 sarah +65

3 MD QA Luciana CP +65

4 Test2 +65 test@abc.com
Back

Application Details >

Dashboard o

Draft Application No. (Draft)

Subsections

Company information
Company Address

Contact information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
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5.5.1.4. Application Details

® Asingapore Government Agency Website How to identify v

\4
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1

Application For Special Access Route (New)

Focused View

© Supporting Documents @
Company Details [©)]
Special Access Route Information
3 Payment Details

& Review

Declaration

Application Details

Application Information o

This sub-section is pre-filled from your initial selection and cannot be edited.

Product Type Medical Devices
Submission Type Special Access Route
Application Type New

Dashboard ‘:'

Draft Application No. (Draft)

Last saved at 14 April 2025 05:11 PM &

Subsections

Application Information
Main Applicant Information

Notification Emails

Main Applicant Information *

Applicant Name (as in NRIC/FIN) * MD UAT Company 14 User 01

Designation *

Notification Emails * o

Please include your contact details in this section, and additional contacts if required. All notifi

to the persons listed below and contact persons listed in the Company Details Section

@® No Data Available

< Back ‘

regarding this will be sent

e [ + Add Notification Email 1
Special Access Route Information >

User Manual — Applicants (Internet) v0.2

update the company’s address
book. For more details, please
refer to 4.1.1 Address book.

Main Application Information

1) The applicant's name is
automatically populated based
on the name retrieved from
Corppass during login. The
designation field is to be filled in
by the applicant, reflecting their
current position within the
company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) The applicant can update the
notification email by selecting
‘Add Notification Email’.
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5.5.1.5. Special Access Route Information

P A Singapore Government Agency Website How to identity v

Vs ons

,,,,,, « Q
- Bl Apeication No. Draft)
A For Sp Route (New) : ‘,wmm‘ > "
£ Smporiig Cocumants a Special Access Route Information
] Company Dstats 2}
@ Appication Detats o @ Purpéss Gl Impcrtation® Ueance information
P oct o8 omancment s sefund wai ot be aowsd upon submiesion. Otmerwise, piease | Appacetion inormmation
& Device nformation
Doss of impartation * GN-26: Clinical - For use on licenced quafied practitioner's patient

& Payment Dotais

B Review GN-28

GN-29

D Dectaration
B GN-30: Sing

Licence Information

MDIL250317C08 Importer Licence
MDWL250317R09 Wnolesaler Licence
MDML250317F07 Manufacturer Licence
mparter Licence MDIL250317C08
MDWL250317R08
Ma
L
15013485

Deciaration of Conformity to Quality Management
Systom (QMS): 15013485

GOPMOS

Declaration of Conformity to Quality Management
System (QMS): GDPMDS.

MDSAP

Exempted from GDPMDS (Medical devices solely for
non-clinical and/or Import for re-export only)

o v N
wporter? *
Application Information
O | cunicatpurpose of mportation
® ta Avaiiabie
Other Information
1. Type of Devices * General Medical Devices (] In-Vitro Devices

Yes  © No

User Manual — Applicants (Internet) v0.2

Purpose of Importation

1) Applicants need to select the
purpose of importation.

Licence Information

2) Applicants need to fill in the
relevant licence information.

Application Information

3) Applicants need to fill in the
application information.

Note: Fields to be filled and the applied
rules may vary depending on the selected
Purpose of Importation.
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5.5.1.6. Device Information

® A singapore Government Agency Website  How to identify v

\4
“" HSA

Application For Special Access Route (New)

Focused View

Dashboard o

Draft Application No. (Draft)

Last saved at 14 April 2025 05:19 PM &

© Supporting Documentz - & Device Information
Company Details (©)
Application Details = -
@ © SAR_Device_List.xlsx
& Special Access Route @ e [Opload SAR Devices
Information
m
) Device Information L1 )
£9 Payment Details [ Select files to upload... I\)‘ drag and drop
@ Review Upload SAR Devices
Declaration
Add Device
e UDI Issuing Agency Gs1
HIBCC
ICCBBA
IFA GmbH
| < Back ‘ Payment Details >

User Manual — Applicants (Internet) v0.2

This section is mandatory for GN-26, GN-
27, GN-28 and GN-29. This section will not
be shown for GN-30. It will capture
information specific to the SAR Device.

1) Applicants can download an Excel
template file to fill in device
information.

2) Applicants can upload the Excel
file to the system to add multiple
devices at a time or add device by
clicking ‘Add Device’.

3) Applicants need to select UDI
Issuing Agency if there are any
devices with UDI-DI or DM-DI data.
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5.5.1.7. Payment Details

, A Singapore Government Agency Website How to identify v

“"I 1SA

1

Application For Special Access Route (New)

Focused View

Dashboard 0

Draft Application No. (Draft)
Last saved at 14 April 2025 05:21 PM &

& Supporting Documents AN Payment Deta“s
Subsections
Company Details @
Billing Information
& Application Details @ — . P t Informati
Billing Information * eTEITomTn
& Special Access Route @
Information
o Client Code * Select an option
) Device Information (@]
Payment Information *
[ Review
Declaration 9 Preferred Payment Mode *
@ Online
Charge Code Description Quantity Price
Subtotal $0.00
Tax $0.00
Total $0.00
Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode

is GIRO, please ensure that there are sufficient funds in the account

‘ { Back ‘

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary
details, the payment section is
displayed.

1) Applicants can select the client
code from the dropdown list

2) Applicants will have two
payment options, GIRO and
Online payment. Applicants
need to choose the preferred
payment mode.
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5.5.1.8. Review

P A Singapore Government Agency Website How to identify v

. Review page displays the summary of all
Yisa D=ttt D) the sections filled before the declaration.
Application For Special Access Route (New) . 5::3[ H‘::p'z:;mrz :D;;";
£ Supporting Documents oy Review
Company Details @
© Application Detsit 2 Supporting Documents
& Special Access Route ©]
Information /\\
R 5 Supporting Documents Size: 0 Bytes
5 Payment Details @ v [3 SAR Application Dossier
+ [ 1.Instruction for Use
[ Declaration ~ [ 2.Device Label
~ [ 3.PHMC or HCSA Licence (GN-27)
“ [] 4.MCR Card (GN-26)
~ [3 5.Doctor Declaration L J
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5.5.1.9. Declaration

P Asingapore Government Agency Website  How to identify~

\J
“\’ HSA

Dashboard °

. . a Draft Application No. (Draft)
Application For Special Access Route (New) e

Focused View

© Supporting Documents

[El company Details

@ Application Details

@ © 0 B

£ Special Access Route
Information

Device Information

(0]

5 Payment Details

@ Review ®@

Last saved at 14 April 2025 05:23 PM &

Declaration

All applicants under the Medicines Act (MA) / Health Products Act (HPA) / Poisons Act (PA) must comply where applicable, with the MA/HPA/PA and their corresponding regulations. This is
to ensure that all health products in Singapore meet the required standards of safety, quality and efficacy. Applicants must also comply with all other applicable laws and their regulations.

On behalf of MD UAT Company 14,

a. | hereby attest that the information provided on this application and in any attached documentation is accurate, correct and complete.

b. I hereby attest that | have direct knowledge of the established procedures and systems in place in respect to distribution records, complaint handling, adverse event reporting and field
safety corrective actions, including product recalls.

c. | hereby attest that the company has established procedure and system in place, where applicable, for handling, manufacturing, storage, delivery, installation, corrective action and
servicing in respect to medical devices handled by the company, and

d. lunderstand that | will be liable to prosecution for an offence under section 24(6) of the Health Products Act (Cap.122D) if | make any statement or furnish any document that | know to
be false or which | do not believe to be true; or if | intentionally suppress any material fact such that the information furnished is misleading.

ol [ 1acknowledge and confirm the above declaralionsl

User Manual — Applicants (Internet) v0.2

1) Applicants need to acknowledge
and confirm the declaration

2) Applicants can submit the
application
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5.5.2. Distribution Record

The Applicant will need to submit the Distribution Records within 30 days after the date of expiry of the SAR licence or date of last export/supply, whichever is
earlier.

5.5.2.1. Getting Started

B e e e e A 1) Applicants would be able to create
\"ns« owrwows @ li . licki

a new application by clicking on
the ‘New Application’ button.

Home S

B Peadeg Task [ 3

S rout Requests

& Prosucts Active Applications Pending Tasks Products Desler's Licences
B oo ' 2 & 5 | e -
View Actrve Applications = View Pendrg Iasks - View af products View of Ceser's hoences

(5 €-0MO0 Appacation

Latest Active Applications ) View Draft Appiications
Ust of most recently updated Active appications, You may access the specific categories from the Appications menu e e S )
MDNR250321T0001 Withdraw | View MOND250314M0O006 Withdraw | View

Now Appilcation Tyg Now
uct Nowne sat ealer's Activity Manufacturer
Product Registration bmisslon Tyf Dealer's Licence
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v < | Applicants can select the type of
/R s @ application they want to submit.
New Application - Getting Started 2) Applicants can select ‘Special
Access Route’ from the
= ‘Submission Type’ dropdown list
B o 3) Applicants can select ‘Distribution
o ool e e s e e s e Yo A Record’ from the “Application
s Type’ dropdown list
Procuct Type & Mecical Devices .
@ suomsson e o Special Access Route ]
o[Applica(ion Type Distribution Records - ]
e g bacc s Dashboard
cm
v
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P A singapore Government Agency Website  How to identify~
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New Application - Getting Started

Focused View

1. Details

Review

Instruction for this page

Please select the Licence which you wish to submit the Distribution Record for
3. Checklist

Dashboard o

Licence Number

Reset

Licence Number Expiry Date
O MDS6250404H02 04-Apr-2026

Type of Route

GN-26

4)

5)

User Manual — Applicants (Internet) v0.2

Applicants would be able to use
the filter to find a specific Licence.
Applicants can select the licence
that they would like to declare the
distribution record
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P A singapore Government Agency Website How to identify s

6) Applicants can create the
application.

\\4
Y HSA Dashboard

New Application - Getting Started

Focused View

1. Detail H
Detsie Checklist
2. Review Instruction for this page
Review your selections and prepare for your application.
Product Type Medical Devices
Submission Type Special Access Route
Application Type Distribution Records

X Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start an application to submit a declaration on distribution records of the medical device(s) imported under the selected SAR licence. Please note that the applicant shall be
the importer of the medical device(s).

Licence Information

Licence Number Expiry Date Type of Route

MDS6250404H02 04-Apr-2026 GN-26

Submission Instructions
Please refer to GN-35 Guidance on Special Access Route found on the HSA website for more information.

For more information, please visit our website (%

You will not be able

your
Chang 3

oduct or Submission Type Product or Submission ty

< Back 1 o Create Application [3)
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5.5.2.2. Supporting Documents

P A Singapore Government Agency Website How to identify v

"‘,VH SA Dashboard o

Application For Special Access Route (Distribution Records) M Applcaton No. (Braf

Last saved at 07 May 2025 01:31 PM &y

Focused View

© Supporting Documents You are submitting a Distribution Record application for Medical Devices

SAR Distribution Record Supporting Documents
Instructions for this page:

@ Review Please download the empty Supporting Documents.zip provided below. Organise your files into folder structure of the zip and upload the entire zip file. Download detailed instructions (PDF] 6

Declaration

Supporting Documents Size: 0 Bytes [ Delete Documents | SOV TEEREL ) e

v [© SARDistribution Record Application Dossier

v [5) Supporting Documents % o I [ Add document 1, Upload zip [ Add folder R Edit [ Delete I

Remarks/Comments

“

@ SAR Distribution Record >

1)

2)

3)

4)

User Manual — Applicants (Internet) v0.2

Applicants can download
detailed instructions for
guidance
Applicants can download the
Dossier Template as a zipped
folder
Applicants can add the
necessary files to the relevant
folders within the Dossier
Template and upload the zip
file
Applicants can update
Supporting Documents from an
existing Dossier by performing
any of the following actions:

e Add document

e Upload zip file

e Add folder

e Edit folder

e Delete folder
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5.5.2.3. SAR Distribution Record

@ A singapore Government Agency Website  How to identify v

a .
. 1) Applicants need to select the
\
! HSA Dashboard . .
1 o appropriate declaration
. . . a q a Draft Application No. (Draft)
Application For Special Access Route (Distribution Records) )
Last saved at 14 April 2025 09:46 PM &
Focused View
€5 Supporting Documents @ You are submitting a Distribution Record application for Medical Devices
£ SAR Distribution Record SAR Distribution Record
[@ Review
Declaration Distribution Record
Licence Number MDS6250404H02
Expiry Date 04-Apr-2026
Type of Route GN-26
o O Ideclare that there is no import and supply of the medical devices listed in the above mentioned licence
O ldeclare that there is import and/or supply of the medical devices listed in the above mentioned licence
v
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Application For Special Access Route (Distribution Records)

Focused View

& Supporting Documents [©] You are submitting a Distribution Record application for Medical Devices
SAR Distribution Record
@ Review
Declaration Distribution Record
Licence Number MDS7250423101
Expiry Date 23-Apr-2026
Type of Route GN-27

| declare that there is no import and supply of the medical devices listed in the above mentioned licence

© | declare that there is import and/or supply of the medical devices listed in the above mentioned licence

Overall Name Identifier uDI-DI DM-DI Maximum Quantity
System Name as per device label Quantity Imported
star Cycle 890- 80

e Importer's Declaration

| acknowledge that the balance stocks will be destroyed / exported out of Singapore
I acknowledge that | have applied for the relevant licences for the continued supply of the balance stocks in Singapore.

I acknowledge that | will obtain the relevant licences for the continued supply of the balance stocks in Singapore.

[ < Back

Dashboard o

Draft Application No. (Draft)
Last saved at 23 April 2025 02:38 PM &S

Quantity Balance Action
Supplied Stocks

0 -

User Manual — Applicants (Internet) v0.2

If there is import and/or supply of the
medical devices, Applicants need to
provide more information.

2) Applicants need to click Edit
to fill the necessary
information.

3) Applicants need to select the
appropriate declaration.
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EditDevice x 4) Applicants need to fill the
Device’s Quantity Imported
e and Quantity Supplied.

Quantity Supplied *

Balance Stocks 0

o cancel NSV
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& Supporting Documents (©] You are submitting a Distribution Record application for Medical Devices 5) If the Applica nts deC|a re that

SAR Distribution Record he has applied for the
B poview relevant licences for the

Dectaration Distribution Record continued supply of the
Licence Number MDS7250625M01 balance stocks in Singa pore,

Expiry Date 25-Jun-2026 . .
Type of Route on-27 Applicants need to provide
O Ideclare that there is no import and supply of the medical devices listed in the above mentioned licence the relevant Application

© I declare that there is import and/or supply of the medical devices listed in the above mentioned licence

Number/SAR Licence
g;:::.: oo ::r:: evice 1aber Identifier uDI-DI DM-DI Action N u m be r/Prod UCt N u m ber tO
be validated.

NeuroVibe Harmonizer  GeneFusion Cartridge Revitalizing interstellar beings Hic explicabo voluptate deleniti. Officia consectetur eum corporis minima accusantiu... Show More Edit

BioSync Monitor BioSync Monitor Facilitating wound healing after surgical procedur... Show More b a modi suscipit quidem esse at.  Nihil nostrum sequi consequuntur dignissimos tempo... Show More  Edit

4 3

Importer's Declaration

O lacknowledge that the balance stocks will be destroyed / exported out of Singapore

© | acknowledge that | have applied for the relevant licences for the continued supply of the balance stocks in Singapore.

O lacknowledge that | will obtain the relevant licences for the continued supply of the balance stocks in Singapore.

e | Application No. / SAR Licence No. / Product No. () Validate |
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5.5.2.4. Review

Singapore Health Product Access and Regulatory E-System (SHARE)

P A singapore Government Agency Website  How 1o identify~

ﬂ“'us;\

Application For Special Access Route (Distribution Records)

Focused View
£ Supporting Documents. @
B SAR Distribution Record Fay

Declaration

You are i a ion Record

Review

1 for Medical Devices

Supporting Documents

Remarks/Comments

No remarks or comments

Distribution Record

Licence Number MDS6250404H02
Expiry Date 04-Apr-2026
Type of Route GN-26

O Ideclare that there is no import and supply of the medical devices listed in the above mentioned licence

© | declare that there is import and/or supply of the medical devices listed in the above mentioned licence

Last

Dashboard o

Draft Application No. (Draft)

saved at 14 April 2025 09:46 PM &

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.5.2.5. Declaration

® A singapore Govemment Agency Website  How to identify v

) 1) Applicants need to acknowledge
\ HSA Dashboard . .

3 ° and confirm the declaration

Application For Special Access Route (Distribution Records) MM Aoplcaton e o) 2) Applicants can submit the

Last saved at 14 April 2025 09:47 PM & a ppllcatlon

£ Supporting Documents

@ You are itting a Distribution Record ication for Medical Devices
£ SAR Distribution Record A Declaration
@ Review (]

Declaration ® 1.1, on behalf of my company, confirm that the information submitted is true and accurate.

2.1, on behalf of my company, must comply where applicable, with the Health Products Act and its corresponding regulations. | must also comply with other applicable laws and their
regulations.

a | I acknowledge and confirm the above declarations.

NS

< Back * 9
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5.5.3. Fulfilment Of Approval Conditions

5.5.3.1. Getting Started

® A Sromers Govemment Aency Website  How 10 keniily v

Yissa

Home

B Pencieg Task [:

2 Appications Overview
S mout Requests

& Products

Active Applications Pending Tasks Products
o : 3 0 1
=)
View Active Applications @ View Pending Tatks L View ot progucts

5 €0WO Apphicaticn

Latest Active Applications

Ust of mest recenty upasied Actve sppications., You may access the specific categories from the Appicatons meru

MONR25032170001 Withdraw | View MOND250314MO006

Now
uct Naene sdt

Product Registration Jbmission Type

(4]

Dsshoosrd

[y

o ===

Dealer's Licences

View o Gesiec’s beences

) view Drah Applications

Withdraw | View

Now
Manufacturer

Dealer's Licence
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1) Applicants would be able
to create a new
application by clicking on
the “New Application”
button.
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\3
< HSA

i\l

New Application - Getting Started

BN o-is

2. Review

3. Checklist

Product Type

Singapore Health Product Access and Regulatory E-System (SHARE)

Instruction for this page

1 product type

Medical Devices

Dashboard

el Submission Type

Special Access Route

ol Application Type

Fulfiliment Of Approval Conditions

® Cancel

o

User Manual — Applicants (Internet) v0.2

Applicants would be able to select
the type of application they want
to submit.

2) Applicants would be able

3)

to select ‘Special Access
Rute’ from the ‘Submission
Type’ dropdown list.
Applicants would be able
to select ‘Fulfilment Of
Approval Conditions’ from
the ‘Application Type’
dropdown list.
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P A Singapore Government Agency Website  How to identify v

\4
Wisa [R——
New Application - Getting Started
Focused View
- Details Review
_ Instruction for this page
Please select the fulfilment of conditions.
3. Checklist
o SAR Number Application Number
6 MDS6250625004 Application Number MDSA250625Q0021
Approval Conditions Date
O add specific condition 10-Jul-2025
O OD edited 04-Jul-2025

Next >

User Manual — Applicants (Internet) v0.2

4)

5)

6)

Applicants would be able
to use the filter to find a
specific Licence.
Applicants would be able
to select the approval
conditions to fulfil by
checking the respective
approval condition’s
checkbox.

Applicant can ‘Error! Notav
alid result for table.’
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P A singapore Government Agency Website How to identify v a

: 7) Applicants would be able
ﬂ"HSA Dashboard o

to create the application.
New Application - Getting Started

Focus

1. Details Checklist

2. Review Instruction for this page
Review your selections and prepare for your application.
3. Checklit
Product Type Medical Devices
Submission Type Special Access Route
Application Type Fulfilment Of Approval Conditions

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application to fulfil an approval condition for your Special Access Route Licence.

Submission Instructions
Please select the approval condition you wish to fulfil and submit the relevant supporting documents.

For more information, please visit our website (7

Change Product or Submission Type You will not be able to change your Product or Suj
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5.5.3.2. Fulfilment of Approval Conditions

@ A singapore Government Agency Website  How to identify v

\4
"\' HSA

Application For Fulfilment Of Approval Condition

Focused View

Fulfilment of Approval Condition

[ Review

Declaration
° Upload Files for All Conditions

MDS6250410124
Approval Conditions
custom

Uploaded files:

e |SEBGD1C1AFCF4DASSSSBZFZ F3F38536E (1).pdf

Date

30-Apr-2025

Dashboard o

Draft Application No. (Draft)
Last saved at 14 April 2025 11:09 PM &

Actions

e Upload Files

1)
2)

3)

User Manual — Applicants (Internet) v0.2

Applicants would be able to
upload files for all conditions
Applicants would be able to
upload files for specific condition
Applicants would be able to
download and delete files
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5.5.3.3. Review

® A singapore Government Agency Website How to identify v

\
‘,“ HSA

Application For Fulfilment Of Approval Condition

[@ Fufiment of Approval @ Review
Condition
Declaration Fulfilment of Approval Condition

Product: MDS6250410124

Approval Conditions
custom

Uploaded files:

9BBEDICIAFCFADA3963B2F2F3F38536€ (1).pdf

‘ < Back’

N

Date

30-Apr-2025

L

ast

Draft

saved

Dashboard o

Application No. (Draft)

at 14 April 2025 110 PM

Declaranor\ >

)

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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5.5.3.4. Declaration

P A singapore Government Agency Website How to identify~

""'HSA Dashboard o
. . .. g Draft Application No. (Draft)
Application For Fulfilment Of Approval Condition e
Last saved at 14 April 2025 11:44 AM &
Focused View
[ Fulfiiment of Approval @ Decla ration
Condition
@ Review @

1.1, on behalf of my company, confirm that the information submitted is true and accurate.

2.1, on behalf of my company, must comply where applicable, with the Health of Products Act and its corresponding regulations. | must also comply with other applicable laws and their

regulations.

°I [ 1acknowledge and confirm the above declarations.

=
[y

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration.
Applicants can submit the
application.
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5.6. Free Sale Certificate

User Manual — Applicants (Internet) v0.2

A Free Sale Certificate (FSC) can be issued by HSA to companies requiring the certificate for medical devices that are registered on the SMDR or notified on the
Class A Medical Device Database to fulfil import requirements of foreign regulatory authorities.

5.6.1. Getting Started — Details

P 4 Srgapore Govemmen Agency Wensite  How 15 igertily v

,i\lr

¥ Hsa

EN ore
Pendirg Task o »
(& Appiications & Overview

5 nput Reguests
B Products Active Applications Pending Task

3 0

View Active Applications

[l Desters

) E-GIRO Application

Latest Active Applications
List of most recently updated Active applcations. You may access the 5

MONR2SOI2ATOMN

View Fending Tasks

3 Products

® 1

View all products

pecific categories from the Apoications menu

Withdraw | Wiew MONDZE034MO006

Mew

adl

Prodect Registration

e

Disshibeard
[
o [A Mew Application
Dealer's Licences
0 B

Wi all desler's icerces

[31 Wiew Draft Appiications

withdraw | View

Maw
Manufacturer

Drealers Licence

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.

Page 236 of 275



Singapore Health Product Access and Regulatory E-System (SHARE)

\J

!
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¥

Y HSA

New Application - Getting Started

acused View

Details

2. Checklist Instruction for this page

Please select the required product type and submission type for your applic

Product Type  ©

ation

Medical Devices

User Manual — Applicants (Internet) v0.2

Applicants can select the type of

el Submission Type @

Free Sale Certificate

el Application Type

New

Device Risk Classification

ClassB,C, D

e Product Owner

el this application

Select Product Owner

Search

Hane

(% Cancel

owonrs (@)
2)
3)
4)
|
|
| 5)
=k

application they want to submit.

Applicants can select ‘Free Sale
Certificate’ from the ‘Submission
Type’ dropdown list

Applicants can select ‘New’ from
the ‘Application Type’ dropdown
list

Applicants can select the device
risk classification they would like
to apply for from the ‘Device Risk
Classification’ dropdown list.
Applicant can search and select
the related product owner they
would like to apply for from the
‘Product Owner’ dropdown list.
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P A singapore Government Agency Website How to identify v

¥ 6) Applicants can create the

s @ application.
New Application - Getting Started

Focused View

1. Details Checklist

Instructian for this peoe

Review your selections and p

re for your application

Product Type Medical Devices

Submission Type Free Sale Certificate

Application Type New

Device Risk Classification Class B, C, D

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for a Free Sale Certificate for Class B, C, D Medical Devices.
Submission Instructions

Please read and understand the requirements and information presented on the certificate website before proceeding with your application. This will ensure a smooth submission process.
Kindly note that once an ion has been and , no refunds will be provided.

For more information, please visit our website (5

duct or Submission Type

Product or St

[6Y crovt Avpication

< Back
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5.6.2. Device List

Class A

® A singapore Government Agency Website  How to identify v

\4
‘," HSA

Application For Free Sale Certificate (New)

ocused View

3 Supporting Documents
Company Details

@ Application Details

3 Certificate Information
B3 Payment Details

[@ Review

Declaration

Device List

Device Information

(D Mo Data Available

+ Add Device

Sites to Display

(@ No Data Available

4 Add Site

® Cancel

Supporting Documents >

Dashboard 0

Draft Application No. (Draft)

Last saved at 20 March 2025 09:21 AM &

Subsections

Device Information

Sites to Display

User Manual — Applicants (Internet) v0.2

Device Information

1) Based on the Product Owner and
Risk Classification selected, the
system will provide a list of
available products for selection.
Applicants can add the products
they intend to register by clicking
on ‘Add Device’.

Sites to Displa

2) Applicants need to select the sites
that they would like to apply for by
clicking on ‘Add Site’.
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Select Models

IDevice Name* @

Intended Use *

Select Class A Products

Device Identifier

Name as per Device

(Model No.) Label
Reset
Select Name as per Device Label Device Identifier (Model No.) Brief Description of Item Site
O Device Sterile 1 MDPN250321U0004 Intended 1 ‘OM 12 Mar 2025 UAT 2035 Mark as Primary
r g
O Device Non Sterile 1 MDPN250321V0005 Intended 2 Luciana Company Mark as Primary

Cancel [ Add Device

3)

4)

5)

6)

Applicants need to fill the device
name

Search for results by entering the
required data in the search table
and clicking ‘Search’ button. If the
applicant enters multiple search
criteria, the system will apply an
'AND' search to refine the results
Applicants can select the device by
checking the box.

Applicants can mark the device as
primary to indicate the intended
use for the list of models.
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ClassB,C, D

® A singapore Government Agency Website  How to identify~

\4
‘," HSA

Application For Free Sale Certificate (New)

Focused View

£ Supporting Documents

Company Details . "
° Device Information

[ Application Details

& Certificate Information
@ No Data Available

3 Payment Details

[@ Review

+ Add Device

Declaration e Sites to Display

(@ No Data Available

+ Add Site

i ® Cancel

Supporting Documents >

Dashboard 0

Draft Application No. (Draft)

Last saved at 20 March 2025 09:21 AM &y

Subsections

Device Information

Sites to Display

User Manual — Applicants (Internet) v0.2

Device Information

1) Based on the Product Owner and
Risk Classification selected, the
system will provide a list of
available products for selection.
Applicants can add the products
they intend to register by clicking
on ‘Add Device’.

Sites to Displa

2) Applicants need to select the sites
that they would like to apply for by
clicking on ‘Add Site’.
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SI HSA

Select Devices x * 3) Search for results by entering the
required data in the search table

Appraved Product U and clicking ‘Search’ button. If the
o applicant enters multiple search
- criteria, the system will apply an

Tems) serected

'AND' search to refine the results
Applicants can select the device by
checking the box.

©@  Approved = Models = Product “  Intended = 4
Product Number Name use

Cancel
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(™ Device List @

€ Supporting Documents
[ Company Details

@ Application Details

(® Certificate Information
&) Payment Details

@ Review

Declaration

N

Device List

Device Information

1item(s) selected

Approved Models Product
Product Number Name
MDPR25042320002 o 0 sslected Hotta Syla

Manufacturing Sites to Display

@® No Data Available

(@ Cancel ‘

Intended Action
Use
o
(Romove | [+ AddDevice
(+ naasue)

Supporting Documents >

Last saved at 07 May 2025 01:41 PM &S

Subsections

Device Information

Manufacturing Sites to Display

a

User Manual — Applicants (Internet) v0.2

5) Applicants can select the model
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Select Models b3

1item(s) selected

8  Name “  Device ~  site «
as per Device Label Identifier (Model No.)

_

Star Vital 890763 SeaM

Cancel [ Update Model(s)

6) Applicants can select the models
by checking the box
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5.6.3. Supporting Documents

@ A singapore Government Agency Website How to identify~

\
d," HSA

Application For Free Sale Certificate (New)

© Device List @ Supporting Documents

Dashboard o

Draft Application No. (Draft)
Last saved at 23 April 2025 11:42 AM &

Instructions for this page:
& Supporting Documents e I . . ) r
lease download the empty Supporting Documents.zip provided below. Organise your files into folder structure of the zip and upload the entire zip fil

detailed i ions (PDF) . |

Company Details

(@ Application Details Supporting Documents Size: 0 Bytes I

[ B Delete Documen(sJ . Upload zip

& Certificate Information
v [3 Free Sale Certificate Application Dossier

B Payment Details
' [3) Supporting Documents o B Add document

2, Upload zip | [ Addfolder | & Edit = [ Delete |

[® Review Lx)

Remarks/Comments
Declaration

z

Company Details >

1)

2)
3)

User Manual — Applicants (Internet) v0.2

Applicants can download detailed
instructions for guidance
Applicants can upload the zip file
Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

Add document

Upload zip file

Add folder

Edit folder

Delete folder

Poo oo
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5.6.4. Company Details

)
‘.‘- HEA

Application For Free Sale Certificate (New)

& Davice List

9 sepporting Documants

Company Datalls

@ Application Details
& Cortificate information
[ Paymant Detait

B redow

[ Declaration

&
@

Company Details

Company Information

This S paction is pre-ila Fom your gin and fquines 1o aCtion o your pan

Company Mama Franata Campary

UEN FranataCompary WEN

Company Address *

Claar ACRA Adress

Contact Information *

This sub-saction is pre-filed from your Company Address Bock. To odit this info, plrase visi (Caenpany Address Baok (%, L
seross il applications, I you anly inlend 1o make changas 16 h

application, please make changes undes Application Detalls Section

SN Contact Persan Contact Mumbaer

1 Fran +65-23456780

4 Btk

Dashboard o

Diraft Application Mo. [Draft)

Subssctions

Compary Information
Compary Addnss

Cantact Information

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking
the section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address.
However, applicants can clear the
pre-filled address and manually enter
it if needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening
a new tab that allows them to
update the company’s address
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5.6.5. Application Details

\"’I 1SA

Application For Free Sale Certificate (New)

) Device List O
3 Supporting Documents @
Hl Company Detats @

@ Application Details

{5 Centificate information
3 Payment Details
3B Roview

) oectaration

Application Details

Application Information

This $ub-section is pre-flled om your Izl selection and Cannct be ected

Medical Devices
Free Sale Certificate

New

owneows @

Draft Application No, (Draft)

Subsections
Appication information
Main Appécant information

Notification Emaits.

Main Applicant Information *
Applicant Name (as kn NRIC/FIN) *

MD QA Franata

Designation * Tes

Notification Emails *

Please include your contact detas in this section, snd additional contacts if required. A¥ notfications regarding this application will be sent to the perscns

Isted below and contact persons listed in the Company Detalls Section

Notification Email 1

Fran

+65-23456789

< Back

Cartificate information

User Manual — Applicants (Internet) v0.2

book. For more details, please
refer to 4.1.1 Address book.

Main Application Information

1) The applicant's name is
automatically populated based
on the name retrieved from
Corppass during login. The
designation field is to be filled in
by the applicant, reflecting their
current position within the
company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) The applicant can update the
notification email by selecting
‘Add Notification Email.’
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5.6.6. Certificate Information

:A'Smgapum Government Agency Website How to identify 1) App|lcant5 need tO enter the
Y )ashboart . .
Y sa et @ Importing Country/Region by
_— . ication No. (Dra clicking on ‘Add Importin
Application For Free Sale Certificate (New) s m 'M,:p:.‘ ,;:;DPMMQ C tg /Region’ P &
ast saved at 1 ril 2025 03:51 oun ry eglon .

2) Applicants need to acknowledge
and confirm the declaration
Certificate Information

Subsections

Device Information
Device Information Manufacturing Sites to Display
Importing Country/Region

Additional Information

Device Intended Models
Name Use Selected

Focused View
Device Intended 2 1se

(™ Device List

[El company Details

@

) Supporting Documents @
© Manufacturing Sites to Display
0]

@ Application Details

(® Certificate Information ] site Address

Name
B3 Payment Details
[ Review OM 12 Mar 2025 UAT 2035 91318 Parisian Skyway, Bolivia
Declaration

Importing Country/Region

Please provide device information for your products.
@ No Data Available

e | declare that additional information to be appended to the certificate has been uploaded to Supporting Documents

Additional Information

© | declare that no { information or { will be added to the certificate

‘ < Back

Payment Details >
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5.6.7. Payment Details

P A singapore Government Agency Website How ta identify v

%""HSA

Application For Free Sale Certificate (New)

ccused View

) Device List
3 Supporting Documents
[@ Company Details

{5 Application Details

® @ @ @ B

(5 Certificate Information

&) Payment Details

[3 Review

Declaration

Payment Details

Billing Information *

Client Code * WC-372604
Postal Code 123123
Block [ House No. 123

Level / Unit 4-3

Street Name

Building Name

Payment Information *

6838 Grimes-Howe Lane

Furman Upton

Preferred Payment Mode *

For GIRO payments, it will typically takes 3 to 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the
account. If this is an urgent application, it is recommended to select Online payment

GIRO
[ EJ online o ]
Charge Code Description Quantity Price
MEDAPPFSC Free Sale Cert - App Fee 1 $57.00
MEDAPPFSCDEVFEE FSC - Per Device & 1 Ctry/an Add'| Device (Afghanistan) 1 $57.00
Subtotal $104.59
Tax $9.41
Total $114.00

Payment Instructions

The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRO, please

ensure that there are sufficient funds in the account.

< Back

Review >

Dashboard o

Draft Application No. (Draft)
Last saved at 20 March 2025 09:23 AM &

Subsections

Billing Information

Payment Information

User Manual — Applicants (Internet) v0.2

Once the applicant has created an
application and filled in necessary details,
the payment section is displayed.

1) Applicants can select the client

2)

code from the dropdown list
Applicants will have two payment
options, GIRO and Online
payment. Applicants need to
choose the preferred payment
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5.6.8. Review

P Asingapore Government Agency Website How to identify~

"\"H SA

Application For Free Sale Certificate (New)

Focused View

& Device List

& Supporting Documents
[E company Details

@ Application Details

& Certificate Information

© ® ® ®© ® 6

B Payment Details

Declaration

Review

Supporting Documents

Supporting Documents Size: 0 Bytes

v [3 Free Sale Certificate Application Dossier

v [2) Supporting Documents

Remarks/Comments

No remarks or comments

Company Information
Company Name Luciana Company
UEN LucianaCompanyUEN

Dashboard o

Draft Application No. (Draft)
Last saved at 14 April 2025 04:03 PM &

User Manual — Applicants (Internet) v0.2

Review page displays the summary of all
the sections filled before the declaration.
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® A singapore Government Agency Website
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1

How to identify v

Application For Free Sale Certificate (New)

Focused View
(5 Device List

9 Supporting Documents.
[ Company Details

[ Application Details

{3 Certificate Information

B Payment Details

® © @ @ @ ©®@ P

@ Review

(0]

Declaration

User Manual — Applicants (Internet) v0.2

1) Applicants need to acknowledge
s @ and confirm the declaration
Draft Application No. (Draft) 2) App“cants can submit the
Last saved at 20 March 2025 09:23 AM & . .
application

All applicants under the Medicines Act (MA) / Health Products Act (HPA) / Poisons Act (PA} must comply where applicable, with the MAJHPA/PA and their corresponding regulations.This is to
ensure that all health preducts in Singapore meet the required standards of safety, quality and efficacy. Applicants must also comply with all other applicable laws and their regulations.

On behalf of Franata Company,
a. | hereby attest that the information provided on this application is accurate, correct and complete.

b. Iam informed and | understand that it is a serious offence under Section 30(10) of the Health Products Act 2007 to make any statement of furnish any information which | know to be false or

does not believe to be true in support of this application
| have thoroughly reviewed and verified the accuracy, , and completen: of this ap for the issuance of the requested certificate.

ol | acknowledge and confirm the above declarations|

< Back
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5.7. Export Certificate

User Manual — Applicants (Internet) v0.2

An Export Certificate (EXC) can be issued by HSA to local, licensed manufacturers requiring the certificate for medical devices that are not registered with HSA.

5.7.1. Getting Started — Details

“"II\&

t Agency Wetsite  Heaw 1o ignntily v

Home

Pendeg Tau 2]

B Avstcations 4 Overview
S wnout Requests
2 Prosucts Active Applications Pending Tasks

[ Desters 3 0

View Active App

3 £-0#0 Agplication

Latest Active Applications

List of most recenty updated Actave applcations. You may access the specific <

MODNR25032170001

Products
1

View of products

®

ategones from the Applcatons meru

Withdraw | View MOND250314M0O006
Now
sat
Product Registration ibmission Typ

0 () New Apphcation

Dealler's Licences
0

View af desler's bcences

[ View Draft Applications

Withdraw | View

Now
Manutacturer

Dealer's Licence

a

1) Applicants would be able to create
a new application by clicking on
the ‘New Application’ button.
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@ A singapore Government Agency Website  How to identify v

N Applicants can select the type of
\"HSA

oot @ application they want to submit.
New Application - Getting Started 2) Applicants can select ‘Export

Certificate’ from the ‘Submission
Type’ dropdown list
1- Doty Details 3) Applicants can select ‘New’ from
2 Checkiot Itnucon or NS page o tme o st the ‘Application Type’ dropdown
list
Procuct Type & Medical Devices
o Submission Type @ Export Certificate ]
oEApp\maUan Type New ]

&) cancel | Next >
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P Asingapore Government Agency Website How to identify v

. 4) Applicants can create the

Wiisa i B application.
New Application - Getting Started

Focused View
Pl Checklist
Tiwuciion fon e page
Review your selections and pr or your application.
Product Type Medical Devices
Submission Type Export Certificate

Applic: New

Based on your selection, your application process will take approximately 30 minutes
Please review the instructions to ensure a timely completion of the process.

You are about to start the application for an Export Certificate for unregistered Medical Devices.

Submission Instructions

Please read and understand the requirements and information presented on the certificate website before with your This will ensure a smooth submission process.
Kindly note that once an application has been submitted and processed, no refunds will be provided

For more information, please visit our website (3

Change Product or Submission Type Product

i < Back
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5.7.2. Supporting Documents

P A singapore Government Agency Website  How to identify v

2
b\ HSA

Al

Application For Export Certificate (New)

Supporting Documents

[ Company Details Instructions for this page:
Please download the empty

& Product information Supporting Documents Size: 0 Byte

®
@ Application Details @
@
&

€3 Payment Details
v [2) Export Certificate Application Dossier
B Review
v [3) Supporting Documents N
Declaration

Remarks/Comments

| ® Cancel I

Dashboard o

Draft Application No. (Draft)

Last saved at 23 April 2025 01:220 PM &

file| Download detailed instructions (PDF)

1) Delete Documents | [RETSCED o

2, Upload .zip

[ Addfolder @ Edit | | [ Delete |

7

Company Details >

1)

2)
3)

User Manual — Applicants (Internet) v0.2

Applicants can download detailed
instructions for guidance
Applicants can upload the zip file
Applicants can update Supporting
Documents from an existing
Dossier by performing any of the
following actions:

a. Add document
b. Upload zip file
c. Add folder

d. Edit folder

e.

Delete folder
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5.7.3. Company Details

Vi

Application For Export Certificate (New)

£5 Supporting Documents @
@ Application Details

% Product Information

E3 Payment Detaits

B Review

) oectaration

Company Details

Company Information

TIVs Sub-saction is pre-fIkec fram yout login and faquires o acticn on

Franata Co

your pact

mpany

FranataCompanyUEN

Company Address *

Claar ACRA Address

Contact Information *

This sub-section is pre-filed from your Company Address Book. To o

107 Application Details ¢

act Number

1 Fran +65-23456789

< Back

it this info, plesse visit y

ousstos (@)

Draft Application No. (Draft)

Subsections

Comparny Information
Company Adaress

Contact information

roud Company Address llook (2. o

Application Detalls >

User Manual — Applicants (Internet) v0.2

Applicants can navigate to other sections
within the application form by clicking the
section name on the left panel.

Company Information

This information is auto populated
based on the Corppass login.
Applicants cannot edit any of the
information for this section

Company Address

This field is automatically populated
based on the ACRA address. However,
applicants can clear the pre-filled
address and manually enter it if
needed.

*Do note that changing the address
field in the application form does not
change/update any address in ACRA.

Contact Information

The contact Information refers to a
global list of company’s default
contact details that would be notified
for all Applications within the
Company.

1) Applicants can click on the
company address book, opening a
new tab that allows them to
update the company’s address
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5.7.4. Application Details

® A Singapore Gove v 4
*"ll\l\ Dasnboard o
. . .gr Draft Application No. (Draft)
Application For Export Certificate (New) S » SR
SN Application Details
[El Compaery Detads (O] s;::::::::n'umlm
@ Application Details @

Application Information Main Appiicant Infoemation

This sub-section is pre-filed from your initial selection and cannct be odited.
& Procuet Information a Notdication Emails

£ Payment Detaits F 1Ty Medical Devices
B & B Export Certificate
D Review

New

[ Declaration

© | Main Applicant Information *

Applicant Name in NRIC/FIN) * MO QA Franata

Designation * Tes

Notification Emails *
Please include your ¢
Ysted bolow and cont

Getalis in this 50ction, and Cctional CONLACts If requined. AN natfications regarding this apgiication will be sant 1o the persans
sons listed in the Company Datals Section

Notification Email 1 7 Cuete

Fran

+65-23456789

User Manual — Applicants (Internet) v0.2

book. For more details, please
refer to 4.1.1 Address book

Main Application Information

1) The applicant's name is
automatically populated based on
the name retrieved from Corppass
during login. The designation field
is to be filled in by the applicant,
reflecting their current position
within the company.

Notification Emails

The contact details entered under the
notification email are specific to the
application, and individuals listed
under this email will receive
notifications exclusively for updates
related to the application.
2) The applicant can update the
notification email by selecting
‘Add Notification Email’.
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5.7.5. Product Information

® A Singapore Government Agency Website How to identify v

\4
“" HSA

Application For Export Certificate (New)

Focused View

€3 Supporting Documents.

B company Details

@ @ 0

@ Application Details

& Product Information

B3 Payment Details

]

[3 Review

Declaration

Overview - Product Information

Product Owner Information *

Please provide the product owner information for your products in this application.

() No Data Available

=+ Add Product Owner

Device Information *

Please provide device infarmation for your products.

(@ No Data Available

+ Add Device |

Please provide device information for your products.

(@ No Data Available

+ Add Imparting CauntryfRegion |

< Back

Payment Details >

Dashboard o

Draft |  Application No. (Draft)

Last saved at 20 March 2025 10:16 AM &

Subsections

Product Owner Information (=)
Device Information

Importing Country/Region

User Manual — Applicants (Internet) v0.2

Product Owner Information

1) Applicants enter relevant
information about the owner of
the product, such as their name
and address by clicking on ‘Add
Product Owner’. There will be only
one Product Owner for the
Products in this Application.
Product Owner can be either
Overseas or Local.

Device Information

2) Applicants enter the device
information that they want to
include in the Export Certificate by
clicking on ‘Add Device’.

Importing Country/Region

3) Applicants need to enter the
Importing Country/Region by
clicking on ‘Add Importing
Country/Region’.
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5.7.6. Payment Details

:A:angapureamemman:A;ancvwwsm How to identify~ Once the appllcant haS Created an

\ ashboary . . . . .

7 s @) application and filled in necessary details,
BB Apwiication No. (Drafy) the payment section is displayed.

Last saved at 20 March 2025 10:57 AM &

Application For Export Certificate (New)

1) Applicants can select the client

Payment Details o code from the dropdown list
Bitng formatcn 2) Applicants will have two payment
Billing Information * i options, GIRO and Online
(1 20 — payment. Applicants need to
choose the preferred payment
Postal Code 123123
Block / House No. 123 mode.
Level / Unit 4-3
Street Name 6838 Grimes-Howe Lane
Building Name Furman Upton

Payment Information *

Focused View e Preferred Payment Mode *
For GIRO payments, it will typically takes 3 10 5 days to process. If your preferred payment mode is GIRO, please ensure that there are sufficient funds in the
) T I e o) account. If this is an urgent application, it is recommended to select Online payment.
Company Details @
@& Application Details @
£ Product Information @ [ B3 online o
Charge Code Description Quantity Price
[@ Review
MEDAPPEXP Export Cert - App Fee 1 $57.00
Declaration " '
MEDAPPEXPDEVFEE EXC - Per Device & 1 Ctry/an Add'l Device (Burkina Faso) 1 $57.00
Subtotal
Tax $9.41
Total $114.00

Payment Instructions
The above fees will be processed by HSA upon successful submission of this application. If your preferred payment mode is GIRO, please
ensure that there are sufficient funds in the account.
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5.7.7. Review

® Asingapore Government Agency Website How ta identify v

. Review page displays the summary of all
" Dashboard . . .
i ° the sections filled before the declaration.

Application For Export Certificate (New) MEP  Acptcstion No. Draft

Last saved at 20 March 2025 10:57 AM &

Focused View

£ Supporting Documents

Review
El company Details
) e Supporting Documents

© Product Information

Remarks/Comments

@ ® ©@ @ ®

E5 Payment Details

No remarks or comments

Declaration
Company Information

Company Name Franata Company

UEN FranataCompanyUEN
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5.7.8. Declaration

@ A singapore Government Agency Website  How to identify~

“"I 1SA

Application For Export Certificate (New)

Focused View

3 Supporting Documents
Company Details

& Application Details
& Product Information
[ Payment Details

@ Review

De jon

R ® @ ®@ @ @ @

vusmsenrs (@)

Draft Application No. (Draft)
Last saved at 20 March 2025 10:58 AM &5

Declaration

All applicants under the Medicines Act (MA) / Health Products Act (HPA) / Poisons Act (PA) must comply where applicable, with the MA/HPA/PA and their corresponding regulations. This is to
ensure that all health products in Singapore meet the required standards of safety, quality and efficacy. Applicants must also comply with all other applicable laws and their regulations.

On behalf of Franata Company,

a. | hereby attest that the information provided on this application is accurate, correct and complete.

b. | am informed and | understand that it is a serious offence under Section 30(10) of the Health Products Act 2007 ta make any statement or furnish any infarmation which | know te be false or
does not believe to be true in support of this application.

| have thoroughly reviewed and verified the accuracy, correctness, and completeness of this application for the Issuance of the requested certificate.

[1] | | acknowledge and confirm the above declarations

¢ Bk e

1)

2)

User Manual — Applicants (Internet) v0.2

Applicants need to acknowledge
and confirm the declaration
Applicants can submit the
application
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5.8. Public Portal

Public portal is accessible by all public users and login is not required.

5.8.1. Class A
o - URL:
Class A Medical Devices https://share.hsa.gov.sg/medics/PublcListi

e O ng/ClassA

Advanced Search €

This page will show the list of all active
Class A products registered in SHARE,
allowing users to search for specific
products.

1) Applicants will redirect to view all
active SMDR.

2) Search for results by entering the
required data in the search table
and clicking ‘Search’ button. If the
applicant enters multiple search
criteria, the system will apply an

ot i s = 'AND' search to refine the results.
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5.8.2.Class B, C, D

URL:
’ https://share.hsa.gov.sg/medics/PublicListin
g/Smdr

ingep dical Device Register (SMDR) [ e —
e

Advanced Search

This page will show the list of all active Class
B/C/D Products registered in SHARE. There
will be advanced search provided to ease
user when searching for specific product.

1) Applicants will redirect to view all
active Class A products.

2) Search for results by entering the
required data in the search table
and clicking ‘Search’ button. If the
applicant enters multiple search
criteria, the system will apply an

'AND' search to refine the results.

= 3) For each Product, the user will be

o - o SalEEs able to click the Product Number to

==o see the Product’s information in

more detail.
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5.8.3. Dealer’s Licence

URL:
1 A SrasporsGorarment Aowcy Wt e o ry https://share.hsa.gov.sg/medics/PublicList
ing/DealerLicence
Dealer’s Licence (1] [ View SMOR
o This page will show the list of all active
Advanced Search Manufacturer, Importer, and Wholesaler
pmm—— Licences registered in SHARE. There will be
Licence Number Cantains - Like advanced search provided to ease user
 ompainisine e when searching for a specific Licence.
Dealer's Activity Select an option Equal
i s |[[seuen | 1) Applicants will redirect to view all
o active SMDR.
e 2) Search for results by entering the
Lhaner canesns Hemncy required data in the search table
o and f:licking ‘Search’ Ic?utton. If the
applicant enters multiple search
o et e criteria, the system will apply an
WO Hislemam R e Weolesslor 'AND' search to refine the results.
MOMLZS0123W03 FiftnCompary Manifcurer 3) For each Licence, the user will be
MOWLZSO0316N04 MD UAT Company 09 Wholesir able to click the Licence Number
R et Comps S to see the Licence’s information in
o T — more detail.
p— iesnhCompany (—
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5.9. Overseas Entity Login

Local applicant is able to request overseas entity to submit additional documents to support his application. The request is done through an open IR. The
applications that support this function are Product Registration (New) and Product Registration (Change Notification).

5.9.1. Local Applicant Request Access for Overseas Entity

Yosa R In the application IR Details page.

Application For Product Registration (New) FRRURGIR)  Assicasin Mo, MONRASO41SH000

1) Applicants would be able to
request access for overseas entity
by clicking on the “Request upload
access to Third Party Entity”

Instructions for this page:

N o

0 Compme e button.
3 sdoek el - . '
2 Oussrid W thig 9 Fo-Apt-203% Of-May- 2028 Fredh
FE imas 0 P
£ Pt bl
R T — MO LT VO 15
Evabaatian buste
2 Queries o
B e Dt
Smen
MESUAT VO 18 W0 Prostuct wrkarmilis agr
Input Reguests -Sn
& s =
Application Admin e
AN A Tead
WEDUAT VO 16 B0 Civimsams Miraacturees Iabtalste by hpgieastl [ 19-Ape-3023
—p——
Ha e
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Request upload access to Third Party Entity

Email *

Remarks * We need overseas third party enitity to address your query

Section Created On Query

=} Product Information 15-Apr-2025 I'want to ask about the product information

2)

Applicants would be able to fill in
the details of the request.

Email
Remarks

Select the related IR queries by
using the checkbox

Submit the request by clicking on
the “Save” button.
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" After officer grant the access to the
Application For Product Registration (New) e overseas entity.

4) Applicants would be able to see
, ) additional text added for third
S o ty entity access
[E5 4-.},«-;1:;: mn‘l»r. ? = pa r .
4] (5]

5) Applicants need to copy the link
and share it to the overseas entity
o i for him to access the system.
A Applicants also need to provide
R o the application number to the

ot Ructoeets man = overseas entity for his verification
) process.

Application Admin Pt bW () 19 A2008

et v o e

[T

b i f ot Note: A new IR will be generated for the
T query pending input from the overseas
e A g | : entity. Once the overseas entity has

responded, the IR will be marked as
“Responded” and no action is required
from the applicants. The applicants may
continue addressing the rest of the queries
concurrently.
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5.9.2. Overseas Entity Verification

@ Asingapore Government Agency Website How to identify v U R L .

y]-{sf\ Singapore Health Product Access and Regulatory E-System (SHARE) httpS://Share, hsa .gOV.Sg/mEdiCS/third pa
rty/login

Third Party Entity Log in

As the system does not require login to
access this feature, to ensure secure
access, overseas entity must verify their
(2] email through a 2-factor authentication
process.

Email

Application Reference Number

1) Overseas entity needs to type in
the correct email address and
the related application number.

2) Overseas entity needs to click
“Send OTP” to proceed to the
next page.
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P Asingapore Government Agency Website  How to identify v 3 )
vﬂs/\ Singapore Health Product Access and Regulatory E-System (SHARE)
(@ Your request was successful. Please check your inbox and also your spam or junk folder for the OTP. o x
Ith Product Third Party Entity Log in
eg ulatory E-©| -
Sy memd§HARE)
4)

User Manual — Applicants (Internet) v0.2

Overseas entity needs to fill in
the OTP. The OTP must be used
within the validity period of 1
hour. However, the overseas
entity can request a new OTP
after 10 minutes, invalidating
the previous OTP. After 1 Hour
the OTP expires, the overseas
entity will need to request a new
OTP.

Overseas entity needs to click
“Login” to submit the OTP.
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5.9.3. Overseas Entity Accessing Application

P Asingapore Government Agency Website  How to identify v

4
“‘, HSA

View Application

Focused View

Input Requests

IR Extension Days Available: 0 working days

=" #IR-002 Sender
1 Queries in this IR MD UAT VO 15
0 Replied

Received
15-Apr-2025

Due
01-May-2025

Status
Fresh

Application No. MDNR250415X0001

o=

User Manual — Applicants (Internet) v0.2

Overseas entity would be able to only
see his assigned IRs in the application.
Overseas entity would not be able to see
other details of the application.

Overseas entity would be able to see the
list of IRs he has access to in the
application.

1) Overseas entity would be able to
click ‘Response’ button to see
the IR Details.
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P g Goeins

ﬁ", 15A

View Application

5 MR Dotail

=0

Input Requests
B anirs

iz 12 bty

IR Details

w00z
1 Guery in this IR

& sender
MD UAT VO 15

1 Queries

et
15-Apr- 2025

o Phone
#65-123456TER0

\.ﬂ.l. May-2025

Fresh

Agpplication No. MONRZ50415X0001

3)

[(cxpert avers |

MD UAT VO 15 B2 Dversaas Manutactrers (D 15-Apr-2025
Sert in FIR-382
b R0 ik BEOUT CvaEan manulachne GM

Applicant B0 Musulacturens () 15-Age- 2005
S4re i 9R-000
reply from the added the turer

[ —
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Overseas entity would be able to
see the list of queries he is
assigned to.

Overseas entity would be able to
see the Supporting Documents
section.
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P A Singapore Government Agency Website How to identify

‘\'V‘ ISA

1

View Application

Focused View

© IR Details

€ Supporting Documents

Input Requests

Supporting Documents

fons for this page:

e hird Party - Supporting Documents.zip I

Al IRs Supporting Documents Size: 0 Bytes

v [ Product Registration Application Dossier

‘ \/ [3) 101. Third Party Entity Supporting Documents o

e download the empty Supporting Documents.zip provided below

. Organise your files into folder structure of the zip and upload the entire zip file. Pownload detailed instructions (PDF).

[ Delete Documents 1, Upload .zip o

Application No. MDNR250422D0018

I [ Add document 2, Upload zip

N

[ Add folder ® Edit =] Delelel

User Manual — Applicants (Internet) v0.2

In Supporting Documents section,
overseas entity can only see the “Third
Party Entity Supporting Documents”
folder and his own uploaded files.

4) Overseas entity can download
detailed instructions for
guidance

5) Overseas entity can download
the Dossier Template as a zipped
folder

6) Overseas entity can add the
necessary files to the relevant
folders within the Dossier
Template and upload the zip file

7) Overseas entity can update
Supporting Documents from an
existing Dossier by performing
any of the following actions:

a. Add document

b. Upload zip file
c. Addfolder

d. Edit folder

e. Delete folder
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View Application

9 Supporting Documents

Input Requests
0 s

IR Details
ncar Aeceived
1 Query in this IR 15-Ape-2025 01 May-2025
Soncr L rone
MD UAT VO 15 +65-12345678%0
1 Queries

MO UAT VO 15 52 Oversess Manufaciurers (B 15-Apr-2025
Seet i 21000

wart 50 ak Mbout Cveries saeulactisee Gty

Applicant W5 Marulactien (9 154202005
Sent in BR-002

regiy ‘documents)

Application No. MDNR250415X0001

Export Queries

8)

9)
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Overseas entity would be able to
reply to the query.

Overseas entity would be able to
submit response to IR.
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5.10. Update Notification Emails

For active or closed applications, Applicant can update the Notification Emails in the Application Details section.

@ A singapore Government Agency Website  How to identify~

A\
Y HSA
Focused View

{2} Home
Pending Task o >
[ Applications 1 v

Draft

Active o @

Closed
® Input Requests >
& Products >
Dealers >

& E-GIRO Application

https://share-uat.hsa.gov.sg/medics#

Active Applications

MDNR250428K0019

Application Type

Product Name

Submission Type

Status

Submission Date

| withdraw - e

New

SeoulM

Product Registration
Processing

29/04/2025 02:19 PM

MDND250424R0018

Application Type

Licence Type

Submission Type

Status

Submission Date

Dashboard

| witharaw | view |

New

Manufacturer, Importer

Dealer's Licence
Processing

24/04/2025 02:55 PM

o

1)
2)
3)
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Navigate to ‘Applications’
Select ‘Active’ or ‘Closed’

Applicants can access the
application which they would
like to update the notification
emails by clicking ‘View’
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£5 Supporting Documents
[ company Detais
) Sines
™ Product irdormation
@ Change Mansgement
(@ Ewaluation Route
B3 Payment Details
B Reew
Input Requests
& anire
Application Admin

Auctit Tra

©

RMppnvauun veuans

Application Information

Medical Devices

Progduct Registration
Application Type Mew
Type General Medical Device

Main Applicant Information

Applicant Name (as in NRIC/FIM MD UAT Company 05 User 01
ba

Motification Emails o

Please include your contact detalls in this section, and additionall cortacts if required. AR notifications regarding this appication will be sent 1o the persons

ligied below and contact persons listed in the Company Details Section

[

Motification Email 1

Sarah
*65-12345678

7 JE

e =aC=lo

Artd Mosfeation Emad 3

Subsectians

Application information
Main Appicant Infarmaticn

Hoaification Emails

4)
5)

6)

7)

8)
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Navigate to ‘Application Details’

Applicants can edit the current
Notification email

Applicants can delete the
current Notification email

Applicants can add one more
Notification email

Applicants need to save their
changes made in the
‘Notification Emails’ section

Note: Applicants need to at least provide
one notification email.
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